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From the Editor
When a child gets diabetes, it affects the child’s family and friends, who will often rally around the
youngster in inspiring and unexpected ways. We would like to share an excerpt with our DCU readers
from “The Marathon Mom: A Long Journey of Love and Sacrifice,” by James Hirsch, which will be
published as a full story in issue #15 of diaTribe, our free online patient newsletter (the issue will be
published in April and the column has been posted at http://www.diatribe.us/issues/15/logbook.php).
“I have a theory that if they ever find a cure for diabetes, it will be the parents of
diabetic children who find it. I don’t mean that the parents will be in the labs1, doing the
science, but they will be the ones raising the money, making the phone calls, writing the
letters, urging the politicians, and holding the scientists accountable.
These thoughts have come to mind as I’ve watched my wife, Sheryl, train for the Boston
Marathon on April 20. She is part of a small team of runners, mostly parents, who will
be raising money for the Joslin Diabetes Center in Boston. The parents have children
who receive care at Joslin, and Joslin asks that each runner raises at least $5,000.
Sheryl and her comrades are part of a great tradition of parents who will do anything
for the diabetic cause, an untold story of love, sacrifice, and dedication.
I don’t know if they’ll ever cure diabetes, but I do know that come April 20, Sheryl is
going to lace up her sneakers, attach her marathon number, and – whatever the
weather (we’re hoping for cool and cloudy) – head for the starting line. Heartbreak Hill
will be painful, and at some point, she’ll probably feel like stopping, but she won’t.
She knows what’s at stake, she knows the many sacrifices that other parents have made
before her, and she knows who the real heroes are. They are the high-spirited diabetic
children who bring lightness and joy to those around them.”
There are, of course, many noteworthy individuals working diligently toward finding a cure, both
technological and pharmacological. Fortunately, we were able to speak with two tireless pediatric
endocrinologists who have focused their efforts on researching ways to improve the lives of children
with diabetes. Dr. Desmond Schatz, Medical Director of the University of Florida’s Diabetes Center of
Excellence, is one of the world’s leading experts on type 1 diabetes, and we learned a great deal from
him about the current state of type 1 diabetes, designing trials, TrialNet, and the shortage of
endocrinologists. Prof. Martin Silink, President of the International Diabetes Federation (IDF), spoke to
us about his work on diabetes complications in children and adolescents and his role with Life for a
Child and Unite for Diabetes, two worthy IDF programs.
Companies and nonprofits are also dedicating time and resources to children with diabetes, and in this
issue of DCU, we’ve created a special section that highlights some of their efforts. We hope this attention
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continues to grow – while this issue is particularly focused on children and type 1 diabetes, recent
SEARCH data (the focus of this month’s literature review on page 46) highlighted that in addition to
10,000 – 20,000 children diagnosed each year (about 3%) in the US, there were also 3,700 children
with type 2 diagnosed in 2007. We will be looking for ways as well to better understand the unsettling
news that that there are mini-epidemics going on within type 1 itself – for example, in those under six
years of age, diabetes seems to be increasing at double the average rate, about 6% per year.
I am not an impartial observer to this conversation. As many readers know, my husband, John, and I
have three young children, ages 1, 2, and 4. Although none of them have diabetes today, they are at
higher risk than children without a parent with diabetes: the stats are that children of a mother with
type 1 have on average a 2% risk of being diagnosed with type 1 in their lives; children of a father with
type 1 have about a 6% average risk, and children with no parents with diabetes have about a 1 in 1,000
risk of being diagnosed. We will learn more about each of our children’s risk when we enroll them in
TrialNet. I tend to be an optimist about the improvements in diabetes care and the progress that we’ll
see in the future, but I guess my true fears about the disease surface when I think about one of my
children getting it. But that’s natural. Nearly every parent I’ve ever spoken to who has a child with
diabetes says that the child has adapted far more quickly than the parents. Of course: the parent always
hurts more for the child than the child would ever hurt for himself.
That’s why the parents make the greatest sacrifices for the cause. From me, kudos to all the moms and
dads for never giving up. And Sheryl, best of luck in the run – and thank you. Just, thank you. There’s so
much to run for2.
Gratefully,

Kelly L. Close

Major Headlines
Takeda’s Actos maintains position as the #1 selling diabetes drug — page 20
Company’s doing their best to helping “kids feel like kids” — page 23
Interview with type 1 diabetes expert Dr. Desmond Schatz — page 32
Interview with Prof. Martin Silink, President of the IDF — page 36
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Blogwatch
See below for blogs since our last monthly newsletter. You can view all of our blogs and subscribe to the
RSS blog feed online at www.closeconcerns.typepad.com/close_concerns_weblog/:
•
•
•
•
•
•
•
•
•

March 26: White House vegetable garden
March 25: Mobile diabetes communication — soon on the iPhone!
March 23: Diabetes alert day…Questions to ask!
March 17: Study highlights teen obesity risks
March 17: Healthy role models — Hallelujah!
March 16: Diabetes education accreditation program will increase community-based programs
March 6: Healthy food for healthy schools
March 4: CMS to cover bariatric surgery for morbidly obese with type 2
February 27: Benefits by insurers to tackle obesity early in kids

Videos
Below are our favorite videos in diabetes this month:
•

“Life for a Child” documentary clips and photos
http://www.lifeforachild.org/pages/film-clips-and-photos-0

•

“Toddler battles type 1 diabetes”
http://www.youtube.com/watch?v=xIFo0Za1smc

Coming soon in DCU…
A whirlwind of conferences is cropping up at the end of March and the beginning of April. Following our
reporting from the 29th International Symposium on Intensive Care and Emergency Medicine in Brussels,
Belgium, where NICE-SUGAR (tight glycemic control in the ICU) results were just presented, we will be
attending both the American College of Cardiology meeting in Orlando and the 5th International
Symposium on Diabetes and Pregnancy in Sorrento, Italy. Following these two conferences, we are
traveling to Nice, France, for the 3rd International Congress on Pre-diabetes and Metabolic Syndrome. On
the regulatory front, keep an eye out on our notes from the FDA Advisory Committee Meetings for
BMS/AZ’s Onglyza (April 1) and Novo Nordisk’s liraglutide (April 2). If you aren’t receiving real-time
Closer Look coverage, be in touch with us at kclose@closeconcerns.com. In the meantime, stay tuned…
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1. Quotable Quotes in Diabetes
Frightening statistics!
“By the eighth grade, 40% of children have impaired fasting glucose and 25% have impaired glucose
tolerance. 3,700 children per year are diagnosed with type 2 diabetes in the US. 26% of these children
have hypertension and 59% of children have dyslipidemia. These children can be expected to have
cardiovascular events when they are as young as 30 or 40 years old.”
— Francine Kaufman, MD (University of California, Los Angeles, CA) during her presentation at the 2009
Conference on Advanced Technologies and Treatments for Diabetes (ATTD), lamenting the rising
prevalence of childhood obesity and its consequences.
Primary, secondary, tertiary levels…
“[Childhood obesity] is difficult because it is not like smoking where there is one obvious cause. We really
need to have a cultural change, and some of it has to do with individual change.”
— Wendell Primus, PhD (US Congress – Senior Policy Advisor on Budget and Health Issues to House
Speaker Nancy Pelosi, D-CA, Washington, DC) highlighting the need for a much stronger focus on
prevention of childhood obesity, at the 2009 Avalere Diabetes Health Forum.
A technology in evolution…
“I can see the day when accuracy will be sufficient that regulators will accept that CGM values can be
used for clinical decision making, that factory calibrations will be possible, that reimbursement will be a
foregone conclusion, and that usage will be routine so that all patients and providers will need to know
how to accomplish it.”
— Jay Skyler, MD (University of Miami Miller School of Medicine, Miami, FL) noting in his editorial for
Diabetes Technology & Therapeutics (2008, 11(2): 63-64) a bright future for CGM use.
Bringing back science
“At this moment, the full promise of stem cell research remains unknown, and it should not be
overstated. But scientists believe these tiny cells may have the potential to help us understand, and
possibly cure, some of our most devastating diseases and conditions. To regenerate a severed spinal
cord and lift someone from a wheelchair. To spur insulin production and spare a child from a lifetime of
needles. To treat Parkinson’s, cancer, heart disease and others that affect millions of Americans and the
people who love them.”
— President Barack Obama remarks during the signing of the Stem Cell Executive Order and Scientific
Integrity Presidential Memorandum in Washington, DC on March 9, 2009.
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2. diaTribe FingerSticks

-by Daniel A. Belkin
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3. DCU Company Watch
•

NxStage — Targeting growth in the home hemodialysis market: In a call on March 12 led by
CEO Jeff Burbank, the renal care company NxStage discussed its quarterly results. NxStage is a
manufacturer of next-generation hemodialysis products and is the only company that offers an athome dialysis unit. Its flagship product is the NxStage System One, a hemodialysis system that can be
used in both the outpatient and inpatient setting. Revenue for the fourth quarter increased to $35.7
million, 17% above 4Q07. Management maintains that the greatest opportunity for NxStage is
growing the home dialysis market. The company increased the number of centers having more than
10 patients on the NxStage system to 80, a 5% increase from last quarter and a 54% increase from last
year. The company also increased the number of doctors prescribing System One by 66% in 2008.
Data released in the summer of 2008 showed a 50% reduction in mortality for patients on the
NxStage system compared to those on standard hemodialysis regimens, based on a database of over
2,000 patients using the NxStage system. The company reported about $26 million in cash at the end
of 2008; it is expected to lose between $13 and $18 million in 2009.

•

Orexigen — Delay of Contrave NDA submission until 1H10: In its 4Q08 call on March 12,
Orexigen announced that it has pushed back the timeline for the Contrave NDA submission until
1H10, saying that it wanted more time to compile the documents needed for submission. As a
reminder, previous estimates for the NDA submission had been for late 2009. Management
emphasized that this delay was not due to any conversation with the FDA or the necessity for
additional studies. We wonder if this delay was related to the recent departure of Chief Scientific
Officer Dr. Michael Cowley. This NDA delay could come at a challenging time for Orexigen as
competitor Vivus plans to submit Qnexa, its obesity offering, by late 2009. While we certainly believe
that the obesity market is large enough to support multiple competitors, we expect that there will be a
critical struggle for market share among companies attempting to market combination therapies for
obesity, and first-to-market with the same or better efficacy could be a critical advantage for Vivus. On
the financial side, the company reported a total of $45.5 million in cash and cash equivalents as of
December 31, 2008. In the Q&A, management reported that they expect to have sufficient cash until
mid-2010.

•

Arena – BLOOM pivotal trial results expected end of March: During the March 12 4Q08 call
led by CEO Jack Lief, Arena discussed progress with its obesity drug candidate lorcaserin. The
lorcaserin program continues to be at the forefront of the company’s focus, and management said it
still plans to report results from the BLOOM trial, the first phase 3 study of lorcaserin, at the end of
March. BLOSSOM, the second pivotal phase 3 trial, is expected to report in late September 2009.
NDA filing for lorcaserin is expected by the end of 2009, and the company seems to be pushing for a
fast submission as this timetable does not leave much time for the addition of BLOSSOM data to the
filing package. We believe the filing will likely slip to 2010. The publication of full lorcaserin phase 2
data in December 2008 was also discussed during the call, as was the successful outcome of the
review by an independent Echocardiogram Safety Monitoring Board (ESMB). This review was
necessary due to concerns regarding potential valvulopathy. Quite a race is shaping up among Vivus,
Orexigen, and Arena, all of which have late-stage obesity compounds. Given the delay in NDA filing
reported by Orexigen in the 4Q08 call, the initial focus is likely to be on Arena and Vivus. So far, the
data from Vivus look stronger, but we will have to see if that holds true after the completion of the
company’s phase 3 program. The company had $110 million at the end of 2008; net loss for 2008 was
$240 million. The company declined giving any guidance until later in 2009. (Arena updated
investors on March 30 on its phase 3 trials – we’ll have that news in DCU #90.)

•

XOMA — Working on an anti-inflammatory approach with XOMA 052: On March 11, CEO
Steven Engle led XOMA’s 4Q08 call. The call focused largely on XOMA 052, an anti-IL beta
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monoclonal antibody to be used as a once per month diabetes therapeutic agent. The call also dealt
with concerns related to capital and capital constraint stemming from a potentially rare brain
infection associated with Raptiva (efalizumab), a psoriasis drug manufactured by Genentech on which
XOMA receives royalties. Management characterized XOMA 052 as a first-in-class and best-in-class
compound. XOMA 052 acts by blocking IL-1 beta, which is a pro-inflammatory cytokine that can lead
to impaired beta cell function, decreased beta cell mass, and amyloid/fibrosis formation.
Inflammation is a hot topic in diabetes, and we expect the trial results to be closely watched. Engle
laid out the company’s 2009 goals for XOMA 052 including completing phase 1 clinical trials by mid2009, initiating a phase 2 trial in 3Q09, and establishing a partnership for the development and
commercialization of XOMA 052. Notably, XOMA will be presenting data on XOMA 052 at ADA 2009
in two oral presentations, one on preclinical data and one covering clinical results. Management
noted during the Q&A that future trial design is being implemented with cardiovascular outcomes in
mind. Ultimately, although this makes the regulatory pathway longer, the new rules may help XOMA
as there were promising lipid effects associated with XOMA 052 in earlier trials. At the end of 2008,
XOMA had cash, cash equivalents, and short-term investments of $10.8 million as well as $9.5
million in restricted cash. There is some concern about the company’s financial health as a “going
concern” letter has been issued by accountants calling into question their financial future – this stems
largely from problems with Raptiva, Genentech’s drug for psoriasis on which XOMA receives
royalties, which was pulled from the EU and Canadian markets in February, 2009 and was issued a
public safety warning by the FDA. The going concern letter did not reflect, however, a $29 million
payment from Takeda that was part of an expanded collaboration agreement; we are also aware that
XOMA has access to other credit lines of $60 million.
•

DARA Biosciences — IND approved for DB959, a PPAR delta/gamma agonist: DARA
Biosciences, a North Carolina based development-stage pharmaceutical company, announced on
March 11 that the FDA approved an investigational new drug application (IND) for DB959, a PPAR
delta/gamma agonist. In theory, PPAR delta/gamma agonists should ameliorate dyslipidemia and
lower blood glucose, a potential advantage over PPAR gamma agonists such as Avandia and Actos.
Indeed, the company has indicated that in preclinical studies DB959 helped control glycemic levels,
lowered triglycerides, lowered total cholesterol, and raised HDL cholesterol. However, several dual
PPRAR delta/gamma agonists have failed in clinical trials due to unexpected side effects. The
company plans to study DB959 as both a monotherapy and in combination with other diabetes
medications including metformin, DPP-4 inhibitors, and sulfonylureas. We note two other diabetes
drugs in the company’s development pipeline: DB160 (a DPP-4 inhibitor in preclinical development)
and DB900 (a PPAR alpha/delta/gamma agonist in the proof of principle stage).

•

Emisphere Technologies — Working with Novo Nordisk on an oral GLP-1 formulation:
During the 4Q08 call led by CEO Michael V. Novinski on March 10, Emisphere’s management briefly
discussed the phase 1 oral GLP-1 delivery work being done on Novo Nordisk’s GLP-1 candidate
liraglutide (Victoza). Novo Nordisk was characterized as a critical partner, and management
emphasized that extensive knowledge transfer is continuing between the two companies. As a
reminder, Emisphere and Novo Nordisk entered into an exclusive development and license agreement
in June 2008 to develop and commercialize oral formulations of liraglutide, as well as any other GLP1 receptor agonists that Novo Nordisk might develop. Cash reserves are low at the company, which we
assume is the major concern currently, and the company expects to have enough cash until August
2009.

•

Generex — Oral-lyn trial update: On March 10, Generex announced a review of its ongoing phase
3 study of Oral-lyn, an orally available insulin. To date, 300 subjects have been enrolled in the trial,
and 60 subjects have completed six months of treatment. Management confirmed that Oral-lyn’s non-
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inferiority over prandial injections of human insulin has been maintained in the subjects; we assume
that A1c, the primary endpoint of the study, is being used to make this determination. The company
stated that even if a “large reduction” of the trial’s anticipated enrollment occurred, the current
enrollment would suffice to establish non-inferiority if current trends continue. In September 2008,
Generex said that the planned enrollment for the trial was 750 patients. The study will look at patients
at centers in the US, Canada, Bulgaria, Poland, Romania, Russia, and Ukraine. The company also
reported that no significant drug-related adverse events have been observed in the trial thus far.
Based on previous trials of Oral-lyn showing similar kinetics to prandial regular insulin, we expect
that efficacy will be similar. We are interested in particular in more practical aspects of the oral
insulin, such as bioavailability, dosing, pricing, etc. These are the areas that could pose constraints, in
our view, though we do acknowledge that the market would welcome practical alternatives to
currently injected insulins. The product will have to gain confidence of US investigators in order to
establish credibility. It is unpartnered at present.
•

MannKind — Purchase of Pfizer insulin plant: On March 9, MannKind announced plans to
purchase Pfizer’s insulin facility in Frankfurt, Germany. The entire purchase is expected to cost $33
million. MannKind has the option to offer and Pfizer has the option to buy up to $30 million worth of
MannKind common stock to go towards the purchase price of the plant. Subject to further legal
clarification, MannKind is expected to retain approximately 54% of the current employees at the
plant. It appears that Sanofi-Aventis Deutschland GmbH has right of first refusal, which may be
exercised 60 days from the notification. This suggests that Sanofi-Aventis would replace MannKind as
the purchaser of these Pfizer assets, and we assume similar terms of agreement would be maintained.
During the 4Q08 update on February 17, management expressed confidence that the company could
offer Afresa at a competitive price and reimbursement level compared to rapid acting insulin analogs
and oral anti-diabetic drugs both in the US and in Europe. MannKind reported a net loss of $83
million in 4Q08, up 11% from a year earlier. Research and development expenses of $69 million rose
3% from 4Q07. For the full year 2008, net loss was $303 million, a 3% greater loss than 2007. Full
year R&D expenses were reported at $250 million, down 3% from 2007. MannKind reported that it
expected cash burn to decrease by ~30-40% in 2009,noting that in the last four quarters starting from
1Q08, cash burn has declined, from $99 million to $89 million to $85 million to $79 million. The
company ended 2008 with $46.5 million in cash, cash equivalents and marketable securities. This
includes $30 million drawn (but not used in 2008) from the $350 million credit facility from CEO Al
Mann. Management reported that there was sufficient cash to last till 2Q10 (presumably drawing on
this credit facility).

•

Merck/Schering-Plough — Merger deal reached: On March 9, Merck announced a plan to
merge with Schering-Plough for $41 billion in a deal that is expected to close in 4Q09. This deal
emphasizes Merck’s continuing steps towards expanding its drug pipeline. Merck emphasized that the
merger will strengthen its position in the cardiovascular, respiratory, oncology, neuroscience,
infectious disease, immunology, women’s heath, and animal health segments. Furthermore, we
assume this deal would allow Merck to compete more effectively with Pfizer/Wyeth after their $68
billion merger in late January. In addition, Merck expects the merger to strengthen its international
growth efforts because Schering-Plough generates about 70% of its revenue in ex-US markets.
Overall, Merck expects the merger to provide $3.5 billion in annual cost savings after 2011. This deal
has no relevance to diabetes or obesity from our perspective, although we mention it as a major
strategic decision by one of the biggest manufacturers of diabetes drugs in the world.

•

Vivus — Qnexa development moving ahead as planned: In its 4Q08 earnings call led by CEO
Leland Wilson on March 9, Vivus gave an update on the Qnexa development program, which seems to
be proceeding as planned. Results from the remaining two trials (EQUATE and CONQUER) are
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expected by mid-2009, and the company continues to push for an obesity NDA submission by the end
of the year. Management has put the diabetes program largely on hold as it awaits results from the
CONQUER study. However, the company indicated that it plans to market Qnexa to endocrinologists,
diabetologists, and cardiologists; the company also mentioned its hope to roll out to primary care with
the help of a partner. Vivus has had to increase its spending dramatically to fund the phase 3 trials of
Qnexa, but it has maintained a significant reserve of cash, increasing its cash holdings slightly in the
past year from $179 million to $189 million. In Q&A, the company said that it expects to end the year
with approximately $100 million in cash. The progress on Qnexa continues to be encouraging,
positioning the company as a strong player in the battle for obesity pharmacotherapy. Vivus had $189
million in cash, cash equivalents, and available-for-sale securities at the end of 2008, up about 6%
from the end of 2007. This increase consists of just under $63 million in revenue from a direct
offering of stock and ~$17 million from other financing, offset by increased operations costs of
approximately $71 million.
•

EnteroMedics — VBLOC obesity therapy receives CE mark: In a press release on March 9,
Minneapolis-based EnteroMedics announced that it received a CE mark for its VBLOC obesity
therapy, delivered through its implantable ‘Maestro System’ nerve stimulator. The new approval gives
the company license to market the Maestro System and VBLOC therapy throughout the European
Economic Area. This represents a significant step forward for EnteroMedics. According to its 4Q08
financial release, EnteroMedics ended 2008 with $26.3 million in cash reserves, which is down 54%
from $57.0 million in cash reserves at the end of 2007. Management said that the cash reserves would
be enough to cover the company’s development and regulatory efforts through 2009, around the
expected US submission of the device. VBLOC is currently undergoing clinical testing in the
EMPOWER trial taking place in the US and Australia. Completion of the trial is expected sometime in
2009, and the company plans to proceed with a PMA submission in late 2009.

•

Bristol-Myers Squibb and AstraZeneca — Advisory committee meeting planned for
Onglyza: On March 9, BMS/AZ announced that the public advisory committee meeting for Onglyza
(saxagliptin) would take place on April 1, 2009. The announcement came on the heels of Takeda
receiving notification from the FDA that the new cardiovascular guidance would apply to its DPP-4
inhibitor alogliptin (SYR-322), which was submitted in January 2008. We were surprised to hear a
public advisory committee meeting being planned for BMS/AZ before Takeda, as Onglyza was filed in
July 2008, and we would have assumed it would need to get more data as well. Since BMS/AZ
received a date for an advisory committee meeting, we think the FDA believes that enough data for
Onglyza may already be available, which presumably is not the case for alogliptin.

•

Takeda — Another delay for alogliptin at the FDA: On March 6, Takeda received notification
from the FDA that the new cardiovascular guidance would apply to alogliptin (SYR-322), which was
submitted to the FDA in January 2008. Takeda also filed a NDA for an alogliptin/Actos fixed drug
combination in September 2008 and presumably approval for this combination would also rest on
results from its cardiovascular trial. Estimating the length of this delay is difficult. As we have pointed
out before, the trials that FDA wants to see are event-driven. As such, the trial could be short if it
enrolled patients with a higher baseline cardiovascular risk. However, this could become complicated
for drugs that work particularly well in patients with early-stage disease, since monitoring CVD
outcomes in such a relatively healthy population would require either very large sample sizes or a long
period of follow-up in order to rule-out increased CVD risk. Presumably such a trial, depending upon
the number of patients enrolled, would take one to three years at a cost upwards of $50-$100 million.
With this announcement, Merck’s Januvia (sitagliptin) should continue to have the US market to
itself for some time. This delay is probably particularly frustrating for companies in the DPP-4
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inhibitor field as cardiovascular signals have not been associated with the class, and as far as we
know, safety data for the class has been relatively positive.
•

Insulet — First full quarter of positive gross margins in 4Q08: On March 5, CEO Duane
DeSisto reported the company had 4Q08 revenue of $11.9 million, up 172% year-over-year and about
17% sequentially. The company added over 2,200 new patients in the quarter, as compared to 1,975 in
3Q08. Net loss was $28 million, including a one-time $8 million restructuring charge associated with
moving manufacturing to China. Management is pushing hard to further improve the efficiency of its
manufacturing process. The cost per pod was ~$25 in the quarter and driving this significantly lower
sounds like it depends largely on volumes increasing. Insulet broadened guidance for 2009 to $55 to
$65 million in revenue and a loss of $50-$60 million. Management said the company had capital to
last through 2009. Research continues on the combined OmniPod/CGM systems with submission to
the FDA expected sometime in 2009 for at least one. We would see these products as well as the
substantially smaller pod as potentially significant drivers of demand, particularly the latter. Broadly
speaking, we would say Insulet is in good shape as far as demand goes, particularly with potential for
next-generation products, but capital needs may damper the timing for getting the next-generation
products out. The company announced a $60 million debt facility in mid-March, provided by
Deerfield Capital. It has the right to future drawings over the next twenty months in increments of
$6.5 million provided it meet certain unspecified "financial performance milestones". The milestones
were not made public but are ostensibly related to revenue and profitability. The interest rate is 9.75%
annualized, payable quarterly in arrears. Insulet will also pay 2.75% annually on undrawn amounts
under the facility.

•

DexCom — Strong revenue in 4Q08 and approval of new SEVEN-plus CGM sensor: In a
call led by CEO Terry Gregg on March 5, DexCom reported its 4Q08 results. Product revenue totaled
$2.5 million for the quarter, up 61% year-over-year and almost 30% sequentially. Total 4Q08 revenue
was $4.1 million, a reported increase of 167% year-over-year. Net loss for the three months ended
December 31, 2008 was $14 million, up from $12 million last year and down from $15 million in the
third quarter. The company reported that its next generation sensor, called the SEVEN Plus, had been
approved. The new system had several improvements including accuracy as defined by MARD (Mean
Absolute Relative Difference), rate of change arrows, a more discrete transmitter, more
customization, and 12- and 24-hour trend screens. We believe this sensor will represent significant
improvements for patients and providers from a clinical utility perspective versus the SEVEN.
DexCom continues to proceed with its in-hospital development agreement with Edwards Lifesciences,
and the company is on track to launch a first-generation product in 2009. In addition, development
continues on a combined sensor and pump system with both Animas (J&J) and Insulet, and the
company hopes to be ready to launch a product with Animas in 2009 and with Insulet in 2010. The
company completed a follow-on public offering in February and stated that they have enough cash to
last until they become profitable.

•

Bayer — Flat sales for Diabetes Care and slight growth for Glucobay in 4Q08: In its fullyear earnings call led by CEO Warner Wenning on March 3, Bayer reported that Diabetes Care sales
were essentially flat at €261 million (USD$345 million) in 4Q08, up 0.3% (down 1.3% operationally)
from 4Q07. The Contour line continued to grow and posted sales of €153 million (USD$202 million)
at a growth rate of 8.5% (7.1% sans FX). On the other hand, the Breeze line fell, selling €37 million
(USD$49 million) in the quarter, a loss of -7.5% (-12% sans FX). In the pharmaceuticals division,
2008 sales of Glucobay grew slightly with FX to €75 million ($99 million) in the fourth quarter, up
2.7% (down 6.4% sans FX) from 2007. In the US, 4Q08 Glucobay sales fell to €1 million (USD$1.3
million), a year-over-year decline of -85.7% (87.2% sans FX), continuing the trend of the last few
quarters. While overall Diabetes Care performance was weak, Contour sales were strong in this
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quarter, particularly given the onset of the economic crisis. In disappointing news, management
announced that Bayer will no longer break out Diabetes Care revenue.
•

Home Diagnostics — Single digit growth and partnership successes seen in 4Q08: On
March 3, new HDI CEO Joseph Capper led a call discussing earnings for 4Q08 and the company’s
expectations for 2009. Total revenue for 4Q08 was $29.5 million, a 6.4% increase from the $28
million revenue seen in 4Q07. Management identified several significant milestones accomplished in
2008: strengthening the company’s relationship with WalMart; completing the private-label
agreement with Liberty Medical (giving them access to Medco’s 3.8 million patients with diabetes);
establishing a position as the value offering from Medco; and founding a co-branding agreement with
Rite Aid. In addition, the company added four new insurance plans at Tier 1 status and continued to
push for a presence in international markets. In particular, the company recently received UK
coverage for TRUEone, the international equivalent of the older Sidekick meter, which remains on
track to file for a CE mark in 4Q09. In spite of the strategic positives, HDI will face a host of
challenges in the upcoming year. For example, HDI reported that major wholesalers have significantly
reduced their inventories due to the crisis, and the effect of this move is likely to be seen in 1Q09 and
during the trade show period. Another cloud hanging over HDI and most of the industry is the FDA’s
concerns over the accuracy of GDH-PQQ based meters in patients being treated with maltose or
maltose derivatives, which we understand has been a nagging concern.

•

Sanofi-Aventis — Apidra SoloSTAR approved: Sanofi-Aventis received FDA approval on
February 26 to market the Apidra SoloSTAR, a pre-filled disposable pen for delivery of the fast-acting
insulin glulisine (Apidra). This decision came shortly after Apidra was approved by the FDA for use in
children in November 2008. Apidra is now indicated for use in children over four years old, and
adults with type 1 and type 2 diabetes. An improved pen definitely helped drive growth in the
impressive Lantus sales for 2008 ($3.6 billion). That said, Apidra has more competition against Eli
Lilly’s Humalog and Novo Nordisk’s Novolog, and Apidra does not have distinguishing features as
some believe Lantus has compared to other long acting insulins. While we expect that the convenience
of a disposable pen for rapid acting insulin will be attractive to people with diabetes, we do not believe
the new pen alone can drive rapid sales growth. We estimate that rapid acting insulin analogs
represented about a $3 billion market globally in 2008, compared to about a $4.5 billion market for
long acting basal analogs. In the company’s 4Q08 call, management mentioned that the regulatory
decision on the use of Apidra in Japan would be expected in 2Q09.

•

Takeda/Kissei — Add-on indication for Actos with Glufast approved in Japan: On
February 26, Takeda and Kissei announced that Japan’s regulatory authority approved an add-on
indication of for Actos (Takeda’s pioglitazone) with Glufast (mitiglinide, a member of the meglitinide
class). We would chalk this Actos combination up as a win in Takeda’s combination pipeline, which
now includes Actos/metformin (approved), Actos/glimepiride (approved), and Actos/alogliptin
(submitted). That said, the meglitinide class has not been so commercially successful, and Glufast is
not yet approved in the US, though Elixir in-licensed the drug in 2006. Glufast is in the same class as
Novo Nordisk’s Prandin, which sold just under $500 million in 2008. Pharma is certainly paying
more attention to combining therapies and obtaining add-on indications, likely in anticipation of a
greater focus on earlier use of combination therapy as indicated by recent changes in management
algorithms for the type 2 diabetes.

•

Human Genome Sciences — Syncria moves into phase 3: Reiterating what was reported
during the GSK 4Q08 earnings call, Human Genome Sciences reported that it was moving its onceweekly GLP-1 agonist Syncria (albiglutide) into phase 3 trials on February 26. Management
characterized this as an important inflection point for the company. The company could garner as
much as $183 million associated with Syncria, including $24 million received since 2004 and an
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additional $9 million milestone payment to be received this quarter. HGS is also entitled to singledigit royalties on worldwide sales if Syncria is approved and marketed. As OSI Pharmaceuticals has
shown with DPP-4 inhibitor royalties, this high-growth, high-margin revenue adds up quickly.
Management also described its unexpected decision to repurchase some of its outstanding debt at a
big discount - $106 million in debt for $50 million. It still has about $400 million in debt on its books
with most of it due in 2011. The company said its burn would be less than $25 million in 2009 plus
the $50 million for buying the debt. The company’s burn would be significantly less than in 2008
when the burn was $245 million, up from $180 million in 2007. HGS has $370 million in cash on the
books.
•

Merck Foundation — Commits $15 million to bridge disparities in diabetes: The Merck
Foundation (www.merckcompanyfoundation.org) announced on February 25 that it had launched
The Alliance to Reduce Disparities in Diabetes (www.alliancefordiabetes.org) starting with an initial
commitment of $15 million through 2013. This effort will focus on improving healthcare for low
income individuals, African-Americans, Hispanics, and Native Americans; groups that have a high
risk of developing type 2 diabetes and high incidence of type 2 diabetes. The goal is to improve
healthcare for people with diabetes in these groups by coordinating with healthcare providers,
physicians, patients, and community organizations. The Alliance will be coordinated from the Center
for Managing Chronic Disease at the University of Michigan. We know that a large need exists for
funding diabetes prevention, particularly amongst those at the lower end of the socio-economic scale,
and in this economic climate, this new program is particularly welcome.

•

ISIS Pharmaceuticals — SGLT-2 inhibitor moves into phase 1 and PTP-1b inhibitor data
expected soon: CEO Stanley Crooke led the company’s 4Q08 conference call on February 25. Phase
2 data from ISIS 113715 (targets protein tyrosine phosphatase (PTP)-1b) in combination with
sulfonylureas in type 2 diabetes patients is expected soon. Management plans to add clinical trials for
three to five new drugs per year and to replace them at the same rate in the pre-clinical pipeline; the
therapeutic target areas were not specified.
ISIS also began phase 1 clinical trials of its SGLT-2-inhibiting antisense drug, ISIS 388626, on
February 6. Unlike other SGLT-2 inhibitors, ISIS 388626 is a short DNA sequence that prevents
production of the SGLT-2 protein. Antisense inhibitors benefit in theory from being highly selective,
and therefore it is possible that by taking an alternate approach to SGLT-2 inhibition, ISIS may end
up with a drug candidate with a superior side effect profile. The drug must be administered as a
subcutaneous injection (probably once-weekly), whereas other SGLT-2 inhibitors are administered
orally. The phase 2 study of ISIS 388626 will randomize patients to one of five doses: placebo, 50 mg,
100 mg, 200 mg, or 400 mg, with each administered three times in week one followed by once weekly
injections for five weeks. In pre-clinical trials, once-weekly administration of ISIS 388626 lowered
blood glucose levels and decreased production of SGLT-2 in diabetic animal models. ISIS started the
year with over $650 million in cash and expects to end 2009 with around $550 million in cash.

•

Lexicon Pharmaceuticals — Phase 1 underway for SGLT-2 inhibitor: During its 4Q08 call
on February 25, Lexicon Pharmaceuticals discussed 2008 achievements including the submission in
December of an investigational new drug (IND) application for LX4211, which targets the sodium
glucose cotransporter type 2 (SGLT-2). The company initiated a phase 1 trial in healthy volunteers in
January 2009. The goal of the study is to investigate the safety, tolerability, and pharmacokinetics at
ascending single and multiple doses of LX4211. In addition, the effects of food on the pharmacokinetic
profile of the drug candidate will be evaluated. Management discussed 2009 goals, which included the
completion of phase 1 trials and initiation of phase 2a trials in diabetes patients contingent on phase 1
results. The major worry with the SGLT-2 class is that it will increase the incidence of urinary tract
infections (UTIs) due to increased glucose excretion in the urine. However, from the results of other
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clinical studies on SGLT-2 inhibitors, this drug class has not been shown to greatly increase the
incidence of UTIs – phase 3 data needs to be seen to gain real comfort on this front.
•

Novo Nordisk/American Diabetes Association — Announces a $1.2 million
clinical/translational research award: On February 24, Novo Nordisk and the ADA announced
a $1.2 million clinical/translational research award for studying the effects of incretins on obesity and
pre-diabetes. The goal is to have a better understanding of how gut hormones work, particularly GLP1, with the hope that a better understanding will help create improved treatments for type 2 diabetes
and prevent cardiovascular disease. GLP-1 therapy could ultimately be shown to be cardioprotective,
which may in part fuel this research interest considering the current regulatory environment. Two
grants, each totaling $600,000, will investigate two areas: 1) studying the role of gut hormones in the
progression of obesity, pre-diabetes, and type 2 diabetes; and 2) investigating indirect effects of gut
hormones on regulating weight, satiety, and cardiovascular risk factors. We believe that the ADA
funding of research on the use of drugs for obesity and pre-diabetes is notable; these indications
would seem far off in our view, though certainly in the realm of possibilities.

•

Medco Health Solutions — Working on healthcare gaps and reform: Medco Health
Solutions, a NJ-based pharmacy benefit manager (PBM), discussed positive 4Q08 earnings in a call
led by CEO Dave Snow on February 24. The question and answer session yielded some discussion
directly relevant to our microcosm of diabetes and obesity. Medco stressed, for example, that it is
contributing to improving gaps in healthcare and adherence to therapy by following their members;
they have approximately 3 million members with diabetes and likely understand the disease state and
treatment successes very well.

•

CPEX Pharmaceuticals — Phase 2 started for Nasulin: On February 24, CPEX
Pharmaceuticals announced that it had initiated phase 2 trials for Nasulin, its intranasal insulin
candidate for type 2 diabetes. The six-week study will assess the efficacy and safety of Nasulin versus
placebo in 150 subjects with type 2 diabetes who are currently on basal insulin and oral anti-diabetes
medications. Efficacy will be measured by the duration of normal glucose levels using continuous
glucose monitoring or serum fructosamine levels. Further updates on the clinical program indicated
that the phase 2b trial would begin in 2H09. Early clinical trials suggest that Nasulin may have a
faster time to peak plasma insulin levels than other approved rapid-acting insulin therapies, thereby
more closely mimicking normal insulin physiology. Having an intranasal insulin could be more
convenient for patients to take, but we would still like to hear more about bioavailability.

•

OSI Pharmaceuticals — DPP-4 inhibitor 2008 royalty revenue up substantially from
2007: In its 4Q08 conference call on February 19, OSI reported dramatically increased royalty
revenue from Januvia (Merck) sales, the acquisition of a G-protein coupled receptor system for
diabetes drug development, and a continued focus on the company’s two pipeline compounds for
diabetes and obesity. For 2008, the company reported DPP-4 inhibitor related revenue of $41 million,
up 142% from royalty revenue in 2007. Unlike 2007, the DPP-4 inhibitor revenue in 2008 came
entirely from royalties. OSI management confirmed that the company has completed a $4 million
purchase of 7TM’s SD3 drug-discovery platform. The SD3 platform was described as a complement to
its existing Cadus Yeast technology platform for developing novel treatments for diabetes and obesity.
On the pipeline front, the company gave an update on its two phase 1 candidates for the treatment of
diabetes and obesity: PSN-821, a GPR119 agonist, and PSN-602, an oral noradrenaline and serotonin
reuptake inhibitor combined with a serotonin agonist. A single-dose study for PSN-821 has recently
been completed, and preliminary safety and response data will be available in Q2. Dosing has been
completed in the 14-day study of PSN-602, and the company should soon have preliminary data. The
28-day study is expected to begin in the second half of this year and will include sibutramine (Abbott’s
Meridia) as a comparator.
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Overall, OSI continues to benefit from strong Januvia (Merck) franchise (Januvia and Janumet) sales,
and the increase in royalties reflects the success that the drug has seen in the market. Januvia was
first approved in late 2006 and achieved revenues of $42 million that year, leading to revenues of
$750 million in 2007, and then $1.7 billion in 2008. Estimates for 2009 range from $2.4 to $2.7
billion. Since DPP-4 inhibitors are such a high-growth class today, we expect that barring DPP-4
inhibitor safety concerns, OSI’s royalty income will continue to grow at a rapid pace for some time to
come. Furthermore, we expect other DPP-4 inhibitors to hit the market in the next year, including
saxagliptin (BMS/AZ’s Onglyza); OSI Pharmaceuticals will benefit from these royalties as well.
•

Medtronic — Looking forward to 2009 launches of X23 and X54: On February 17, CEO Bill
Hawkins discussed Medtronic’s performance in fiscal 3Q09. Revenue in the Diabetes Franchise was
$277 million, a reported growth of 7% from F3Q08 (12% without FX) and up 3% sequentially. Strong
sales of pumps and CGM systems and strong international sales were cited as growth drivers for the
company, and a sequential increase is positive from our perspective given the tough economic
climate. US revenue in the Diabetes Franchise for the quarter was $188 million, up 11% from last year
and 4% sequentially. Internationally, sales were $89 million, flat versus a year ago and down 3%
sequentially. As a reminder, F2Q09 was Medtronic’s strongest international result ever and that
quarter represented year-end for the company. Management said that the company would drive
growth in diabetes in the next year by capitalizing on its REAL-Time Paradigm combined pump/CGM
system. The discussion focused on the 2009 launches of the X23 and X54 next-generation pumps and
the 2008 launch of the iPro physician-use CGM device. On the regulatory front, STAR-3 enrollment
has been completed, and this widely-awaited trial is expected to report in 2010.

•

Diamyd — Moving ahead with a type 1 prevention study for its GAD65 vaccine: On
February 13, Diamyd reported that it received clearance from Norwegian regulators to proceed with a
study of its GAD65 vaccine in type 1 diabetes prevention. The study will include 90 adults at high risk
for developing type 1 diabetes and 60 recent-onset type 1 diabetes patients. We will be interested in
seeing if these two populations respond differently to the vaccine. While techniques to detect
individuals at high risk for diabetes have improved, many people will not be identified until after the
immune system begins attacking their beta cells. Thus, the ability of this vaccine to work in recentonset individuals would be an important finding. The trial analysis will include tissue sampling of the
pancreas, which may give insights into the biological changes underlying the progression of diabetes.
The vaccine works by introducing a recombinant form of the diabetes auto-antigen glutamic acid
decarboxylase protein (GAD65) into a patient’s body, which is meant to induce immune tolerance to
this self-protein. This approach is already being tested in two phase 3 clinical trials (one in the US and
one in Europe). However, the study announced that the upcoming trial is the first true ‘prevention’
study that includes individuals at risk for type 1 diabetes who have not yet developed the disease. Data
from early trials of this vaccine have not been particularly impressive, especially compared to antiCD3 therapy. One explanation is that this vaccine targets one specific auto-antigen, but autoimmune
diseases often involved multiple auto-antigens, which may limit efficacy. Nonetheless, we are
interested to see the results of the ongoing phase 3 trials because they have involved a larger number
of subjects. Moreover, we believe that combining antigen-specific vaccines such as GAD65 with antiCD3 therapy may compound the benefit that each strategy offers. In the future, we think it is plausible
that a combination of anti-CD3 and antigen-specific vaccine treatment will become the standard of
care for newly diagnosed type 1 diabetes patients.

•

Genaera — Preliminary phase 1b data looks promising for PTP-1B: On February 12,
Genaera released results from the first cohort of its phase 1b ascending multiple dose study for MSI1436 (trodusquemine), the company’s protein tyrosine phosphatase-1b (PTB-1b) candidate for type 2
diabetes and obesity. The goal of this phase 1b study is to gather more safety data as well as study
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multiple dose pharmacokinetics of trodusquemine. According to the announcement, in seven obese
patients with type 2 diabetes, treatment with eight doses of 3 mg/m2 of trodusquemine administered
intravenously over a period of 21 days resulted in improvements in four primary metabolic
parameters: 1) a 9.5% decrease in fasting blood glucose, 2) a 7.0% decrease in the area under the
curve glucose during an oral glucose tolerance test, 3) an 11.3% decrease in serum fructosamine, and
4) a 0.4% decrease in A1c (Editor’s note: baseline A1c values were not given). Four out of the seven
patients experienced ‘mild’ adverse events (three in the treatment group and one in the placebo), and
two of those subjects had infusion site reactions likely related to the compound. A number of past
attempts to develop PTP-1B inhibitors have failed. Recently, Akesis Pharmaceuticals discontinued
development of AKP-020, a bis(ethylmaltolato) oxovanadium (BEOV) shown to inhibit PTP-1B.
According to Carl LeBel, President and CEO of Akesis, the decision to discontinue development of
AKP-020 came following a review of the three-month preclinical safety data that indicated renal
changes would not make AKP-020 a viable drug candidate. So, while the preliminary data for
trodusquemine does look promising, we would be interested in seeing more long-term data,
particularly on the safety front.
•

Sanofi-Aventis — Lantus steamrolling forward toward becoming the top-selling
diabetes product in 2009: Chris Viehbacher, new CEO of Sanofi-Aventis, led the 4Q08 earnings
call early on February 10. Lantus had a blockbuster quarter with 4Q08 sales reaching €705 million
($903 million), up 25% from 4Q07 and up 15% from 3Q08. For 2008, sales of Lantus were €2.45
billion ($3.6 billion), up 28% from 2007 sales. Lantus was cited as being the biggest growth
contributor to top-line growth in 2008 and is expected to become the #1 brand for Sanofi in 2009;
currently it is third after Lovenox for deep vein thrombosis and anti-platelet drug Plavix. We expect
Lantus to surpass Actos (Takeda’s pioglitazone) as the top-selling diabetes product in 2009 given the
growth trajectories of each company. Notably, according to management, a long-term goal at Sanofi is
to double the sales of Lantus by 2012 by solidifying their position in current markets (i.e. US and
Europe) and by expanding into emerging markets and Japan/Oceania.
News on the regulatory front was that Sanofi has added an extension of two years to the ORIGIN
(Outcome Reduction with an Initial Glargine INtervention) trial based on the results from the
ADVANCE, VADT, and ACCORD study. ORIGIN is a long-term evaluation of the cardiovascular
benefits of Lantus use in those type 2 patients or pre-diabetes sufferers with high cardiovascular risk.
The trial has enrolled 12,612 individuals with pre-diabetes and early type 2 diabetes. Results from this
trial are expected in 2012, and could be profound if they show that once-daily insulin can prevent or
delay the onset of diabetes.
Sales of Apidra were not given for 4Q08 or the full year, but we expect sales to be helped in the
upcoming year by the approval of Apidra for use in children in the US this past November. Net sales
of Acomplia (rimonanbant) for 2008 were €72 million ($106 million), down from €109 million ($149
million) in 2007, presumably due to increased safety concern. Management noted that the full cost of
discontinuing the rimonabant trials was € 41 million ($60 million), or about 2.5% of net profits
(excluding one-time items).

•

Transition Therapeutics — Gastrin analog TT-223 update: Tony Cruz, chairman and CEO of
Transition Therapeutics led the company’s fiscal 2Q09 call on February 10. During the quarter, the
company completed enrollment of the phase 2 dose-ranging trial for TT-223, its gastrin3 analog for
which it has partnered with Eli Lilly. Management provided details of the study, which is intended to
demonstrate the safety, tolerability, and efficacy profile of TT-223 after 12 weeks of daily

3

Gastrin is a hormone released in the stomach, small intestine, and pancreas; it plays an important role in digestion by slowing
down the rate of gastric emptying, a critical effect also seen with GLP-1 treatment. In addition, gastrin stimulates the secretion of
pancreatic enzymes required for full digestion of food.
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administration with a six-month follow-up. Subjects are treated on a background of metformin
and/or a TZD. The primary endpoint is A1c and secondary endpoints include fasting plasma glucose.
Management happily noted that the study completed enrollment two months ahead of schedule and is
expected to report in 1H10. Discussing the combination of TT-223 with a GLP-1 analog, management
noted that the evaluation study would be initiated in 1H09 with expected completion in 1Q10 or 2Q10.
Eli Lilly will be responsible for the operation and funding of this trial. Studies using the combination
of GLP-1 and gastrin in diabetic mice and mice implanted with human islets have shown
improvements in glycemia and the preservation of beta-cell mass, but we have heard that there may
be safety concerns with the use of these compounds in humans.
•

Alkermes — Upcoming analyst R&D meeting on April 7: In a call led by CEO David Broecker
on February 5, Alkermes announced adjusted forecasted revenue from R&D due to early completion
of its work in exenatide once-weekly development. The company expects R&D revenue to be in the
range of $41 million to $45 million, down approximately 8% from the previous expectation of $45
million to $50 million. Of note, management noted that a complete transfer of technology to Amylin
had occurred at the end of January 2009, marking a major milestone in the partnership. Broecker
mentioned the lack of expenses going forward and the ~7% royalty revenue coming in from this
partnership. In conclusion, he announced that an analyst R&D meeting would be held on April 7,
2009.

•

GlaxoSmithKline — Avandia franchise sales fall by 50% in 2008 and Syncria is moved
into phase 3: GSK CEO Andrew Witty led the 4Q08 earnings call on February 5. Avandia franchise
sales (Avandia and Avandamet) for the quarter were £229 million (USD$366 million), down 17%
(CER %) from last year. Sales for the quarter in the US were £132 million ($214 million), down 21%
year on year; in Europe sales were £47 million ($72 million), down 27% year on year; and in the rest
of world sales were £50 million ($80 million), up 4% year on year. For 2008, the Avandia franchise
had sales totaling £805 million ($1.5 billion), down a staggering 40% from last year. Sales for the year
in the US were £434 million ($803 million), down 49% year on year; in Europe sales were £198
million ($360 million), down 22% year on year; and in the rest of world sales were £173 million ($322
million), down 25% year on year. GSK can take some solace in the fact that its US sales were down
49% for the year, but only 21% for the quarter, potentially indicating a slowing in the sales decline.
Alli sales declined for the year but increased sequentially due to stocking and launch of Alli in Europe.
Alli 4Q08 sales were £30 million ($51 million) down 53% year on year but up substantially
sequentially from the £18 million in the third quarter. For the full year, Alli sales were £75 million
($139 million) down 53% from 2007 sales.
An update on the late stage pipeline showed that the company was pursuing a combination of Avandia
with a statin (phase 3 in the US and the EU) and Avandamet XR (extended release) also in phase 3 in
the US and the EU. The most notable pipeline news was that Syncria, being developed with Human
Genome Sciences, will move into phase 3 this quarter. This milestone triggered a $9 million payment
to Human Genome Sciences, which licensed Syncria to GSK five years ago. Syncria is a GLP-1 agonist
fused to human albumin to extend its half-life. It is delivered as a once-weekly subcutaneous injection
that has been shown in previous studies to have low GI side effects, trend towards weight loss, and
have low immunogenicity. In particular, if the low GI side effects continue to hold, Syncria could have
a major advantage in the GLP-1 field as GI side effects are quite high for exenatide (Amylin/Eli Lilly’s
Byetta) and liraglutide (Novo Nordisk’s Victoza). Management emphasized a clean profile with
regards to nausea and vomiting, which is a major positive for patients. The once-weekly GLP-1 field is
getting more competitive with exenatide LAR (Eli Lilly/Amylin) planned for submission in 1H09;
taspoglutide (Roche/Ipsen) in phase 3; LY2189265 (Eli Lilly) in phase 2; and NN9535 (another GLP-1
bound to albumin from Novo Nordisk) in phase 2.
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•

Biodel — Positive results from the bioequivalency study comparing the 25 IU and 100
IU formulation of VIAject: On February 5, CEO Solomon Steiner discussed results from F1Q09
and gave an update on the status of VIAject, Biodel’s ultra-rapid acting insulin. Dr. Steiner began by
mentioning that the company had a discussion with the FDA in January 2009 to review options for
submitting VIAject, and he is waiting to receive the FDA minutes, likely around March 2009, before
making further comments. On a positive note, the company experienced a smaller loss compared to a
year ago. For F1Q09, Biodel reported a net loss of $10 million compared to a net loss of $11 million in
F1Q08 and $12.7 million in F4Q08. R&D expenses were $8.0 million, slightly higher than in F1Q08.
At the end of December 2008, the company had cash, cash equivalents, and marketable securities of
$81 million. We estimate a quarterly $8-10 million burn rate for the next few quarters, putting the
company in sound shape for now from a cash position.
Dr. Steiner reviewed top-line results from the bioequivalency study. The company recently completed
a single-dose study in 40 patients that demonstrated bioequivalency between the pre-mixed 100 IU
liquid formulation of VIAject (expected to be sold commercially) to the two-part 25 IU lyophilized
powder formulation that was used in the phase 3 studies. We view this as a very successful study
overall and were very pleased to see these results as the IU from a patient perspective would’ve been a
bigger hassle and more painful. As background, all 40 patients received both the 100 IU formulation
and the 25 IU formulation — at different sites on the abdomen and at different times — and were
asked to rate injection site pain compared to concurrent prandial insulin injections. Overall, 30% of
individuals receiving the 25 IU formulation and 45% of the individuals receiving the 100 IU
formulation reported no injection site pain and notably, the majority of those taking the 100 IU
injection said that they experienced more pain than with their current injection. We also note that
injection site pain shouldn’t be an issue for early adopters who are pump users. The pre-mixed 100 IU
formulation is now Biodel’s preferred insulin formulation. There are several positives associated with
this formulation including less pain than with the 25 IU formulation, no hassle from reconstitution,
and pump/pen compatibility. We do understand dosing will still be different than with rapid acting
analogs and will be eager to learn more about this.

•

Roche — Movement forward expected for taspoglutide and a dual PPAR agonist into
phase 3: CEO Severin Schwan led the 4Q08 call for Roche early February 4. On a yearly basis, Roche
Diabetes Care fell to 2,971 million CHF (USD$2,751 million) in 2008, representing a reported loss of
8% from last year (2% growth in USD) and a 1% loss operationally. According to our calculations, this
amounts to quarterly sales of about 764 million CHF ($661 million), a decline of about 15% year over
year in CHF (14.7% in USD). Declining US sales were attributed to price pressure and strong
competition in the US. For comparison, J&J Diabetes Franchise’s total sales in 2008 were $2.5 billion
and Abbott’s were $1.4 billion. Based on 4Q08 sales, Roche, J&J, and Abbott are annualizing sales at
$2.6 billion, $2.3 billion, and $1.3 billion. Roche attributed the decline to lower US sales that were not
offset by single-digit increases in the EMEA (European) region, Asia-Pacific region, and Japan, and
double-digit increases in Latin America. Management plans to take steps to cut costs, increase its
sales force, and introduce new Diabetes Care products in 2009 to help spur growth in the franchise.
On the diabetes pharmaceutical front, management expects both its GLP-1 offering (taspoglutide) and
a dual PPAR agonist (presumably R1439) to be in phase 3 trials in 2009. For the first time ever, we
heard the company forecast 2010 as a submission date, which seems potentially aggressive in light of
all the cardiovascular delays seen with other diabetes compounds. The company may be assuming
that finalizing GLP-1 data will not be necessary before submission and that the cardiovascular trial
can run concurrent with submission. During the Q&A, management indicated that the company was
well aware of the new FDA guidance regarding cardiovascular risk assessment for diabetes drugs, but
the company has not finalized enrollment numbers for the phase 3 trials of taspoglutide.
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•

Sciele Pharma/Novo Nordisk — Launch the combination therapy of Prandin and
metformin: On February 4, Novo Nordisk and Sciele Pharma announced the launch of PrandiMet, a
combination therapy consisting of repaglinide (Novo Nordisk’s Prandin) and metformin. The FDA
approved PrandiMet in June 2008 for patients with type 2 diabetes who did not reach goal on
metformin or sulfonylurea monotherapy or for those on both medications currently. Similar to
sulfonylureas, side effects include weight gain and hypoglycemia. These two side effects have a
significant impact on patient adherence; in addition, drugs that require twice-daily or three-timesdaily are less frequently used as prescribed than once-daily drugs. We note that Prandin was going
off-patent for Novo Nordisk and the company “saved” it by combining it with metformin. We assume
they did this not because they felt they had another blockbuster, but more for “lifecycle management”
purposes: this was a way both to improve outcomes with Prandin and to have patients on a Novo
Nordisk drug a little longer. Prandin had just under $500 million in sales in 2008, an 11% increase
over 2007, mainly due to expanded sales in China and a US price increase. We assume that the
PrandiMet price will be similar to Prandin and with better efficacy, the sales may well improve in
2009.

•

Allergan — Moderate LAP-BAND market share loss to Ethicon Endo-Surgery: CEO David
Pyott led the call discussing Allergan’s 4Q08 performance on February 4. For the quarter, Allergan
posted quarterly obesity intervention product sales of $68.5 million, down 8% (-3% in local
currencies). For the full year 2008, it posted sales in this business of $296 million, up 9.6% (+9.0% in
local currencies). For the full year 2009, the company expects sales between $255 million and $285
million from obesity intervention products. While this estimate reflects an increase of ~20% over its
4Q07 estimated full year 2008 obesity intervention product sales between $215 million and $235
million, it still reflects an actual decline in sales over 2008 results. The company also announced a 5%
global headcount reduction (460 employees), mostly in the US urology business. Though Allergan
maintains that it has contained the competitive intrusion from J&J/Ethicon Endo-Surgery’s REALIZE
gastric band, management did mention modest market share loss in the gastric banding market
during the call. In October 2008, Allergan invested in BAROnova’s Series B financing, which closed at
$7.5 million. BAROnova, a medical-device company, is developing a TransPyloric Shuttle (TPS)
weight loss platform, which is a non-surgical and non-pharmacologic device. Allergan’s internal
pipeline shows testing for new LAP-BAND indications as well as studies of BioEnterics Intragastric
Balloon (BIB) and the EASYBAND, a telemetrically adjustable gastric band. This means that changing
the inner diameter of the band to change the size of the stomach constriction will be done remotely
and without the need for hydraulic ports.

•

Takeda — Actos maintains its position at the #1 diabetes drug globally: General Manager,
Financing and Accounting, Hiroshi Takahara led the fiscal year 3Q08 call for Takeda on February 3.
Bottom line: Actos pulled in an extremely strong performance for 2008. While GSK’s Avandia sales
fell 50% from $3 billion to $1.5 billion for the year, Actos revenue of $3.7 billion rose 23% and did a
standout job of maintaining its standing as the #1 diabetes drug globally (measured in US$ revenue).
Notably, Actos achieved several milestones last quarter. First, in September 2008, Takeda announced
that it had submitted an NDA application to market the combination therapy of alogliptin (SYR-322)
and pioglitazone (Actos) for type 2 diabetes in the US. We think that this therapy could differentiate
itself quite well, given the different mechanisms of actions of the two drugs. We understand TZD side
effects are less common in lower doses, and we imagine the two compounds should work well
together. Second, at the end of September 2008, Takeda filed an application with the Japanese
Ministry of Health, Labour and Welfare for Actos orally disintegrating tablets 15 and 30. Third, in
October 2008, the company filed an application for the fixed-dose combination of Actos and
metformin with the Japanese Ministry of Health, Labour and Welfare. Fourth, in October 2008,
Takeda submitted a marketing authorization application for the fixed-dose combination of Actos with
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extended-release metformin to the European Medicines Agency. Lastly, the Japanese Ministry of
Health, Labour and Welfare approved Actos for concomitant therapy with biguanides in December
2008. On alogliptin (SYR-322), General Manager, Strategic Product Planning, Masato Iwasaki
indicated that the FDA review of the Prescription Drug User Fee Act (PDUFA) would be completed by
June 26, 2009; the date had also been previously announced at the JP Morgan Healthcare Conference
in January.
A review of the pipeline showed six other drugs in development. We were particularly interested in
TAK-379, an insulin sensitizer, and TAK-875, a glucose-dependent insulin secretagogue. Notably,
Takeda has a pre-diabetes compound, AO-128, that was filed in Japan in late 2007, so we assume that
we will see movement on this soon. On the complications front, disappointingly, Takeda’s compound
in development to fight retinopathy didn’t show significance and has been terminated. Complications
drugs are notoriously difficult to develop, and we were disappointed to see this drug fail.
Development
Code

Drug Class

Administration Route

Stage

TAK-379

Insulin Sensitizer

Oral

US Phase 2
EU Phase 2
Jpn Phase 1

SYR-472

DPP-4 Inhibitor

Oral

US Phase 2
EU Phase 2
Jpn Phase 1

TAK-875

Glucose-dependent
Insulin Secretagogue

Oral

US Phase 1
EU Phase 1
Jpn Phase 2

TAK-100

DPP-4 Inhibitor

Oral

— Phase 1

AO-128

Alpha-Glucosidase
Inhibitor

Prevention of onset of type 2
diabetes in patients with
impaired glucose tolerance

Jpn Filed (Dec 2007)

TAK-428

Neurotrophic Factor
Production Accelerator

Oral

US Phase 2

TCV-116

Prevention of Diabetic
Retinopathy

EU Phase 2
Discontinued as no statistical difference was seen in the
results for the DIRECT program.

•

Edwards Lifesciences — Plans to launch a first generation in-hospital continuous
glucose sensor in 2009: In its 4Q08 earnings conference call on February 3, Chairman and CEO
Michael Mussallem gave a brief update on the progress of the company’s partnership with DexCom on
the in-hospital continuous glucose sensor. Management characterized this sensor as a potential
growth platform in the future, which really resonates this year following the persistent calls for new
continuous sensing technology. Edwards said that it intends to leverage its global sales channel and
experience with catheter-based monitoring to further the project. In 2009, Edwards plans to complete
clinical studies to support regulatory approval and hopes to launch a first-generation product in the
EU by the end of the year.

•

MDRNA/Amylin — Moving forward with development of intranasal exenatide: On
February 3, MDRNA received a $1 million accelerated milestone payment from Amylin regarding the
development of intranasal exenatide (Amylin/Eli Lilly’s Byetta). Under the terms of the agreement,
MDRNA could receive up to $79 million in future milestones and royalties. Although MDRNA’s focus
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is on RNA interference-based therapeutics, it has also incorporated peptide- and lipid-based delivery
approaches into its technological platform. Phase 1 data was presented at ADA 2008 and looked
promising. As a reminder, the study administered various doses (160 µg to 1800 µg) of intranasal
exenatide to 20 patients with type 2 diabetes. Baseline characteristics were an average BMI of 31.3
kg/m2, an average baseline A1c of 8.13%, and an average fasting glucose of 156 mg/dL. Surprisingly,
the Tmax was achieved in 15-30 minutes compared to two hours with a subcutaneous injection. In
addition, levels were comparable to subcutaneous injection, and post-prandial glucose decreased
significantly. With regards to adverse events, six patients complained of nausea, and five patients
vomited. Currently, exenatide therapy requires twice-daily injections, so alternative methods of
delivery that increase patient convenience are appealing. This approach would be even more
appealing if the side effect profile was better than for exenatide BID, so we look forward to hearing
more about this product. Our biggest concern regarding nasal exenatide is cost, given the potentially
low bioavailability of nasal administration.
•

Private Company Roundup:
•

InteKrin — Enrollment for phase 2b study of INT131 completed: On March 11 InteKrin
announced that it had completed enrollment for its phase 2b study of INT131, a non-TZD
selective modulator of PPAR gamma (SPPARM). This 24-week study is comparing INT131 to
Actos (Takeda’s pioglitazone) and placebo in 360 individuals with poorly controlled type 2
diabetes. This study will have six treatment groups: placebo, 0.5 mg/day of INT 131, 1 mg/day of
INT131, 2 mg/day of INT131, 3 mg/day of INT131, or 45 mg of pioglitazone. The goal of this study
is to determine optimal dosing for INT131 as well as to differentiate it from Actos in terms of
efficacy, safety, and tolerability. Results from this study are expected in 2H09 with initiation of
the phase 3 program planned for 1H10. Launch for INT131 is expected in mid-2014, and this
estimate incorporates the FDA guidance on cardiovascular risk assessment. In our view, the
recent concerns regarding the current PPARs have actually created a window of opportunity for
INT131 by increasing interest in a safer PPAR, and InteKrin started far ahead of the curve by
focusing on safety and selectivity. Thus far, INT131 has shown a positive safety profile and no
cardiovascular risk, and we can see INT131 becoming a commercially successful drug if these
safety results are shown in the phase 2b and phase 3 studies.

•

Surface Logix — New influx of capital to fund phase 2b studies for SLx-4090: On
March 9, Surface Logix announced that it had raised approximately $15 million through equity
contributions from ARCH Venture Partners, HBM BioVentures, Healthcare Focus, Intel Capital,
Saudi Venture Development Company, Unilever Technology Ventures, and Venrock Associates
and around $5 million through a venture loan from Silicon Valley Bank. According to the
company, these proceeds will in part be used to complete phase 2b studies in dyslipidemia,
diabetes, and obesity for SLx-4090, an inhibitor of microsomal triglyceride transfer protein
(MTP). MTP plays a critical role in the assembly and secretion of lipoproteins, and animal studies
have shown that MTP inhibitors decreased triglyceride and cholesterol absorption in the
intestine. Instead of staying in the body, fat will enter enterocytes and get sloughed off in fecal
matter. The principle risk of MTP inhibitors is that they can cause excess lipid storage in the liver
and dramatically reduce the absorption of fat soluble vitamins.

•

Draper Laboratories — Tracking blood glucose levels with a tattoo: On March 6, an
update was provided by Draper Laboratories on its special tattoo ink that is being developed as a
blood glucose detector. The ink is composed of nano ink particles (tiny spheres about 120 nm
across) that contain a color changing dye, a molecule that mimics glucose, and a glucose-detecting
molecule. These three components are continually moving around, and the glucose-detecting
molecule can grab either a molecule of glucose or a molecule that mimics glucose. When the
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glucose-detecting molecules are latched mostly onto glucose, the ink is yellow. Glucose-detecting
molecules latched onto the glucose mimicking molecules turn the ink purple. A normal level of
glucose will turn the ink orange. Although the blood glucose readings are not very accurate, it
could serve as a warning system for patients to tell them if they are hypoglycemic or
hyperglycemic. Testing of the nanotech ink in mice is expected to begin at the end of March, but
human testing will likely not start for another two years. While non-invasive glucose monitoring
seems possible in theory, progress has been slow and we think it will be a long time before it ever
becomes practice.
•

CureDM — Discovery of novel islet-regenerating peptide: On January 29, CureDM
announced the publication of an article (Levetan et al., Endocrine Practice, 2008) detailing a
novel 14-amino acid peptide fragment, termed Human proIslet Peptide (HIP) or CDM 1101. This
peptide was shown to regenerate pancreatic islet cells in a streptozocin (STZ)-induced diabetes
mouse model. Although beta-cells have been shown to regenerate within existing islets even in
adulthood, the formation of new islets in adults is rare or absent. The authors showed that in
addition to promoting new islet growth, injected HIP significantly improved both fasting and
non-fasting glucose. Although these initial results look promising, no human studies have yet
been performed. One key limitation with the study was that diabetes was induced chemically
rather than using an autoimmune model, so the application of this treatment to patients with type
1 diabetes is questionable.
CureDM has two other pre-clinical drug candidates, CDM 1102 and CDM 1103. CDM 1102 is an
orally administered peptide that stimulates insulin release and has been shown to reduce weight
in humans. CDM 1103 is an oral treatment for obesity, although few details have been released.
Both CDM 1102 and CDM 1103 require a third-party encapsulation method, and CureDM is
currently negotiating licensing of this method for use with its products.
— by Kaku Armah, Brendan Milliner, Melissa Tjota, Nick Wilkie, and Kelly Close

4. Company Watch, Take 2: Helping out Children with Diabetes
As a special feature for this issue of DCU, we decided to highlight notable activities of companies and
organizations related to children with diabetes. That includes time, money, and resources to diabetes
camps, fundraising walks, and educational materials. On an international scale, a great deal of
attention was paid to children with diabetes in developing countries, particularly following the “Access
to Essential Diabetes Medicines for Children in the Developing World” held on October 25, 2008.
Companies participating in this meeting pledged to provide care, in some fashion, for thousands of
diabetic children. Such work will be all the more important in the future, for all signs indicate that the
prevalence of diabetes in children and adolescents is on the rise. .
•

Abbott — Helping parents and children manage the burdens of diabetes: As we have heard
often, when a child get diabetes it affects the whole family, and for the past four years, Abbott
Diabetes Care has provided supplies to multiple diabetes camps for children. In total, Abbott has
donated more than $1 million worth of diabetes supplies to 97 camps located throughout the US.
Through Abbott’s recently established FreeStyle Promise program
(https://www.freestylepromise.com/), families can also save money on their blood glucose test strip
co-pays. The program enables savings of up to $50/month and $600/year (those on Medicare and
Medicaid are excluded). Access to live, personalized health expertise from certified diabetes
educators, registered nurses, and dieticians is a critical element of this program. Abbott Diabetes Care
has also been a major supporter of Team Type 1, whose eight members will all be wearing the
Navigator in this year’s RAM (Ride Across America). The team participates in long-distance bike races
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to raise money for diabetes. Abbott was the original first sponsor of the team and all the team
members use Abbott glucose monitors in addition to CGM Navigator – they favor Navigator, they say,
due to its predictive alarms, which are very helpful on the coast to coast trek.
•

Bayer — Teaming up with Nick Jonas: In mid-2008, Nick Jonas became a diabetes
spokesperson for Bayer in a campaign meant to inspire youngsters with diabetes. We think this was a
particularly smart move for Bayer because not only is Jonas a member of one of the most popular boy
bands, the Jonas Brothers, but he is also very proactive about increasing awareness and education of
diabetes. A website (www.nickssimplewins.com) was launched in August 2008 featuring Nick’s blog,
information about the CONTOUR meter, resources for parents, and videos/pictures of Nick and his
work with children with diabetes. Over 34 million people have visited the site since its launch. We
think part of the draw is the sweet blog that Jonas updates every month or so. In addition, featured on
the site is his song “A Little Bit Longer,” which was influenced by his experience with diabetes. A line
from the song is inscribed on dog tags designed by Nick for anybody interested in showing their
support for diabetes. Half of the proceeds of each sale will go to Change for the Children Foundation,
which was started by the Jonas Brothers to encourage children facing adversity.

•

Becton Dickinson — Encouraging fun!
•

Diabetes Camps: BD supports camps for children with diabetes by actively participating in the
Diabetes Education and Camping Association (DECA) and by creating its own custom programs
for the camp curriculums. In addition to providing resources for managing diabetes, BD also
encourages kids to have fun through arts and crafts, karaoke, special educational games with
props, safety programs, and take home gifts. One BD camp program, “Get Out There and Have
Some Fun,” encourages exercise by sending campers on a scavenger hunt. BD’s support extends
internationally, and the company supports organizations like AJD (Aid to Young Diabetics) in
France and ADPA (Asturias Principality Diabetes Association) in Spain with funding, training,
technical support and medical devices needed to sustain a variety of programs and initiatives.

•

Helping out families: On top of supporting children, BD also realizes the effect the disease can
have on the family as a whole. One program BD supports is the Dianiño Foundation's DiabetesNanny program in Germany, which sends specially trained nurses and nutritionists to care for
diabetes-affected families in their homes by providing practical and emotional support. The
nannies will also educate teachers about diabetes as well as interact with the child’s medical team.

•

Biocon — Working on diabetes in India: Through the Biocon Foundation, support is being
provided for general and specialized health camps, diabetic foot clinics, Arogya Raksha Yojana Health
Micro Insurance Plan (ARYHMIP), Arogya Raksha Yojana (ARY) Clinics, and preventive health care
measures. Biocon is a Bangalore-based biotechnology company that specializes in developing and
marketing generic drugs and biosimilar molecules. Currently, it is marketing a wide variety of generic
drugs for diabetes, including sulfonylureas, glitazones, and orlisat (also marketed as Roche’s Xenical),
as well as regular and NPH insulin. On the biosimilar front, it is developing insulin lispro, insulin
aspart, and insulin glargine with the eventual goal of marketing them in the US and European
markets.

•

Bioton — Donating insulin for 1,000 children: At the “Access to Essential Diabetes Medicines
for Children in the Developing World” on October 25, 2008, Bioton agreed to pledge enough insulin
to support 1,000 children starting in 2009. Bioton, based in Warsaw, Poland, is focused on expanding
its recombined human insulin both in Poland and globally while also researching new
biotechnological drugs. Prof. Martin Silink, President of the IDF, mentioned in our interview (please
see page 36) that he was very encouraged by the support shown to children at this meeting, and we
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were heartened to hear that even small biopharmaceutical companies were working to help out
children in developing countries who lack access to proper care.
•

Eli Lilly — Focusing on Life for a Child:
•

Donating insulin to Life for a Child: Corresponding with World Diabetes Day 2008, Eli Lilly
donated >800,000 vials of insulin to the International Diabetes Federation's (IDF) Life for a
Child Program. Life for a Child was started by the IDF in partnership with Diabetes AustraliaNSW and HOPE worldwide with the goal of providing clinical care and diabetes education to
children with diabetes in low-income and lower-middle income countries. As many readers know,
in a number of developing countries, a child will live for less than a year (five months is the
average in Mali) following initial diagnosis. This donation will help provide insulin to as many as
24,000 children lacking access to diabetes treatment, particularly to children living in subSaharan Africa. The plan is to distribute the insulin in 2009 in Mali, Uganda, Tanzania, Kenya,
Cameroon, Zimbabwe, Nigeria, Rwanda, and the Democratic Republic of Congo. From estimates
given by the IDF, there are around 70,000-75,000 children in developing countries who are living
with diabetes in desperate circumstances, so there is still a long way to go, but this donation will
certainly provide dramatic help in expanding efforts to reach these children.

•

Inspired by Diabetes Creative Expression competition: In collaboration with the IDF’s
Unite for Diabetes Initiative, this competition is asking people how diabetes has had an impact on
their lives. Individuals are asked to submit an essay, poem, photograph, song, or art piece that
expresses the challenges and triumphs of their diabetes journey. This contest is not limited to
individuals with diabetes, and family members, friends, and healthcare professionals are
encouraged to enter the contest. We like this idea of getting anyone who is affected either directly
or indirectly to participate. Everyone who enters will receive two “blue circle” diabetes pins, and
for each set of pins distributed, $1 will be donated to the Life for a Child Program. In addition,
with every entry received in the US, Eli Lilly will contribute funds to diabetes youth outreach
initiatives and diabetes camps in the US. The competition closes March 31, 2009. (For more
information, see http://www.inspiredbydiabetes.com/index.jsp).

•

“Life for a Child” documentary: Eli Lilly and IDF produced a compelling documentary film,
“Life for a Child,” to increase support for the program. This documentary was made by Academy
Award nominee Edward Lachman, who followed the journey of children with diabetes in Nepal,
one of the world’s poorest countries. The trailer and photos for the documentary are online at
http://www.lifeforachild.idf.org/en/pages/film-clips-and-photos-0. The film made its world
debut at the Tribeca Film Festival in New York in April 2008 and its European debut at the
Vienna International Film Festival in October 2008. Other honors include Best Documentary
Short at the Cinequest Film Festival in San Jose, CA; official selection of the Heartland Film
Festival in Indianapolis, IN; and acceptance to the Festival du Nouveau Cinema in Montreal,
Quebec. It will make its world television debut on the Sundance Channel this year and will
ultimately be available for people to purchase.

•

Lilly Camp Care Package: In collaboration with diabetes camps across the US, Eli Lilly has put
together a Lilly Camp Care Package to teach children how to manage their diabetes in a fun way.
The diabetes education kit includes a diabetes educational booklet, a logbook for kids, a food
spinner to help estimate carbohydrates, colorful stickers, and a water bottle. We applaud Eli
Lilly’s efforts to help make diabetes self-management more fun. In the parent/caregiver kit, there
is education on diabetes, glucagon, and carbohydrate counting; information about other resources
offered through the Lilly Camp Care Package initiative; and a reference sheet listing common
parent/caregiver areas of interest regarding type 1 diabetes. Once at the camp, children are
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encouraged to contribute to a group art project expressing their unique diabetes story on a banner
that will be submitted to the Diabetes Camps in Color program.
•

•

Insulet – Helping kids with diabetes be kids:
•

Insulet provides worldwide support for the artificial pancreas project, which has the
goal of integrating an insulin pump and a continuous glucose monitor to closely replicate a
healthy pancreas for patients with type 1 diabetes.

•

Diabetes Summer Camps: Insulet sponsors role models with type 1 diabetes to visit and speak
with kids with diabetes at summer camps. This includes Ironman Triathlete Jay Hewitt, Olympic
skier Kris Freeman, and members of the Team Type 1 bicycle racing team, which Insulet has
sponsored since 2007. Exposing children with diabetes to such fantastic role models is crucial in
showing them that they should not limit themselves in any way. In addition, Insulet employees
raise money for camp scholarships so children with diabetes who otherwise would not be able to
afford it can attend camps.

•

Video Contest: Kids were a big part of Insulet’s recent OmniPod national video contest, which
encouraged OmniPod users to share their stories via the internet about how the Pod makes it
easier for them to manage their diabetes. Young winners included thirteen-year-old grand prize
winner Tara Schmidt of Newbury Park, CA, and six year-old runner-up winner Caleb Schlissel of
Danbury, CT. Tara’s video can be seen at www.myomnipod.com/videocontest/winners and
Caleb’s at http://www.youtube.com/watch?v=9chqqZPYL40. We encourage anyone interested in
better understanding patients to watch these terrific pieces.

•

Walking for the Juvenile Diabetes Research Foundation (JDRF): In 2009, the company
started a national partnership with the JDRF, which includes sponsoring 10 major walks during
the year. In recognition of Insulet’s support of JDRF, its New England Chapter, Bay State Branch
is honoring Insulet’s President and CEO Duane DeSisto in May, along with fellow honoree
Senator Ted Kennedy.

Johnson & Johnson — Building a community for individuals with diabetes:
•

Behavioral focus: One thing that has impressed us about J&J’s work in diabetes is its focus on
the behavioral and the psychological impact of the disease. J&J appears to recognize that psychosocial services are very under-reimbursed and as an example, highly regarded CDE (and type 1
diabetic) Joe Solowiejczyk travels each year to multiple cities and gives presentations on the
importance of understanding behavior linked to diabetes. In 2008, he gave over 250
presentations, all free to the diabetes community. Joe does a range of presentations,
including talks for parents on effective parenting and diabetes, coping with emotional issues, and
integrating family dynamics into daily life. Having seen him speak many times, we can say he is
very motivational and inspirational about living for a long time with diabetes. Joe emphasizes in
his talks that technology is an important tool, but only as important as the emotional well being
for people with diabetes. This can be easily underestimated in his view. The audience for his talks
are children and teens and parents and healthcare providers, who receive extensive supervision
and training. Although Joe works with Animas territory managers, his talks are very non-product
specific. His plans for 2009 include Australia, New Zealand, the UK, and several developing
countries. With many of the Animas staff, he has worked with summer staff at camps, counseling
and training counselors and nurses. Joe has also been active in AYUDA, the American Youth
Understanding Diabetes Abroad, an organization to help develop resources for people with
diabetes overseas. Last year, Joe helped develop community networks in Latin America.
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•

Children with Diabetes: In March 2008, Johnson & Johnson purchased Children with
Diabetes (CWD), which is now part of J&J’s Diabetes Franchise (joining LifeScan, Animas, and
Johnson & Johnson Diabetes Institute). CWD was started in June 1995 by Jeff Hitchcock; his
daughter Marissa was diagnosed in 1989 at two years of age and Marissa became the inspiration
for what would grow to be one of the biggest websites in the world about diabetes. (see
http://www.childrenwithdiabetes.com/presentations/MarissaFFL2005e_files/frame.htm to get a
wonderful pictoral history of Marissa, who is now finishing her BSN and studying to be a CDE and
to work with children with type 1 diabetes). Jeff built CWD as a way to promote understanding of
the care and treatment of diabetes in children as well as to build a community of individuals with
diabetes, their friends, and their families. One of the most well-known organizations in diabetes,
it has grown virtually every month since it was started. The website had 18.1 million hits in
December, 20084. Laura Billetdeaux joined CWD as the second employee in 2000 after a long
stint as a volunteer – CWD still operates will extensive volunteer help, about 150 at last count.

•

CWD events are a major part of the community – The events supplement the website, and
there are several major CWD events in the coming months. April 24-26, CWD will be hosting a
Focus on Technology conference in Chicago, IL. Friends for Life, the largest CWD conference of
the year, will be held July 7-12 at Disney’s Coronado Springs Resort in Orlando, FL. Even though
J&J owns CWD, nearly the entire industry exhibits at this conference, which welcomes over 500
families every year. This year CWD will also be having a Friends for Life UK conference in
Windsor, UK, from August 14-16. We can attest to the quality of the conferences as we attended
Friends for Life in July 2008 and as always, the faculty looks incredible for 2009, with talks from
Dr. Francine Kaufman of Children’s Hospital in LA, Dr. Bruce Buckingham and CDE Jen Block,
both of Stanford, Dr. Bill Polonsky of the Diabetes Behavioral Institute, Dr. Richard Rubin of
Johns Hopkins, Dr. David Harlan of NIH, Dr. Stu Weinzimer of Yale and Dr. Ed Damiano of
Boston University, and others. The conference was a good mixture of events and activities for
children as well as educational courses for parents and grandparents. For more information go to
www.childrenwithdiabetes.com.

•

Diabetes camps: For more than 20 years, LifeScan has been supporting diabetes camps with
blood glucose testing supplies to camp counselors with enough strips and lancets to test campers
five to ten times per day. More than 150 camps per year, serving approximately 25,000 campers
annually, receive OneTouch testing supplies; a significant number! According to the company, the
value of these supplies, not counting any donations from Animas, has reached $500,000
annually.

•

Field trips: J&J is involved in several programs across the US and internationally where it
brings children with diabetes together and takes them on outings. In New Jersey, there has been
an annual sleepover at the science museum, which is also attended by world-renowned pediatric
endocrinologist Dr. Henry Anhalt. Dr. Anhalt joined Animas in 2006 and before this had a large
pediatric practice in the New York area – in his practice, virtually all children were on pumps and
CGM, even when only the Medtronic CGMS was available, as he was an early advocate of the
value of information from CGM. Similarly, Dr. Svetlana Ten of Maimonides hospital has taken
groups of kids on a day program to the Coney Island Aquarium. Such a setting has enabled
children to bond with each other in ways more powerful than online or in home communities.

4

The rest of its online stats are impressive. In its first month, childrenwithdiabetes.com had 11,564 page views and several
thousand visitors. In December, 2008, there were 7.4 million pages delivered (65% growth per year, on average, since 1995),
423,136 user sessions, and visitors from 145 countries.
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•

•

•

Johnson & Johnson Diabetes Institutes is very active in education on children and teens
and has a separate curriculum for pediatrics that incorporates diabetes management and
behavior, emotional coping, issues regarding coverage and reimbursement of diabetes supplies
and technology. JJDI is developing programs based on a chronic care model rather than an acute
care model. As this applies to pediatrics, the goal is to develop psychological social support
programs - for JJDI leaders, this is as equally important as questions about whether patients have
taken their insulin and how much. As Solowiejczyk emphasizes, "Taking medicine is key,
but behavioral issues are also key and not just icing on the cake - so to speak." Over 1,500
healthcare providers have gone through JJDI in Silicon Valley, with an equal number in Japan,
which opened right before Silicon Valley in 2008. Beijing and Paris are also open now, with
online programs expected to start in 2009 as well as possibly other international venues.

•

Product focus with appeal to kids: Although its products aren’t for kids only, J&J was the
first company to experiment broadly with colors for its blood glucose monitors and pumps, in
2007. This has had broad appeal for children, especially the Animas “pink pump” – its UltraMini
is now available six colors and has had the impact of being more fun and less medical. Children
have also featured prominently in J&J/LifeScan ads, such as in the company’s recent More Power
to You campaign (www.onetouchdiabetes.com/maddy) in which a young girl named Maddy
represents a compelling example for children about how diabetes doesn’t need to hold them back.

Medtronic — Using leadership in pumps to reach children:
•

Diabetes Camps: Diabetes supplies and products are always in high demand, and Medtronic
donates to more than 100 camps across the country as well as in the UK and Australia. We also
applaud their attention to education as they donate unbranded educational materials to help
teach children and parents about how to manage the disease.

•

Junior Cup: For anyone who is a soccer fanatic, the Junior Cup would be on the top of their list!
This global event is held in Switzerland, and it will be entering its fourth year in June 2009. In
partnership with Bayer, Medtronic organizes this soccer tournament for children with diabetes.
Last year seven countries participated, and the goal this year is to get to fourteen countries. In
addition to providing children with diabetes with a wonderful sports opportunity, it also helps to
raise local and global awareness of diabetes.

•

Working with the JDRF: Medtronic continues to be the lead sponsor of the JDRF chapter in
Los Angeles, and it has raised over $370,000 in a local walk. On a more national scale, it supports
the funding of the artificial pancreas project, and we imagine their participation will continue to
grow in the future, particularly with the addition of world-renowned pediatric endocrinologist Dr.
Francine Kaufman (Children’s Hospital, Los Angeles, CA) to the company.

Novo Nordisk — Trying to globally affect how diabetes is treated in children and
adolescents:
•

Pediatric Diabetes Consortium (PDC): In early February 2009, a $1.5 million, three-year
grant was given to create a PDC comprised of six major research facilities: Yale University,
Children’s Hospital Los Angeles, Stanford University, the Barbara Davis Center at the University
of Colorado, Baylor University, and the University of Florida. The initial aim of the PDC is to
assess treatment approaches for children and adolescents with new-onset type 1 diabetes. Overall,
the goal of the PDC is to fundamentally change how diabetes is treated in children, and we feel
such a collaborative environment will encourage developments in this area.
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•

•

Diabetes Attitudes, Wishes, and Needs (DAWN) Youth: In 2001, Novo Nordisk initiated
a global program in collaboration with the International Diabetes Federation (IDF) that seeks to
explore the attitudes, wishes, and needs of young people with diabetes. The goal is to use the
findings to address unmet needs among young people with diabetes and ensure that they receive
the best care and support. The long-awaited international DAWN Youth survey results were
officially release at the 4th International DAWN Summit in Budapest, Hungary, last November.
The data, collected in a worldwide online survey between July 2007 and March 2008, came from
young adults age 18-25, parents or caregivers, and health care professionals. The survey showed
that nearly 30% of young adults felt their diabetes was rarely or never in control and
characterized their general well-being as poor. Many results pointed toward negative psychosocial
care for parents: more than 40% of parents or caregivers had also had poor well-being or
depression. Health care providers in all countries were more likely to choose “worry about
hypoglycemia” or “lack of support from family/friends/school” as reasons children/adolescents
do not ‘adhere’ to insulin regimens, with “lack of access to insulin/monitoring supplies” not cited
as a main reason by many. Overall, parents and young adults agreed and wanted to see more
improvement in public awareness and education, although young adults also chose better
financial assistance from insurance/government as a key priority for improvement. Health care
providers, on the other hand, chose improved support and understanding from school as the
major need for improvement in care for adolescents with diabetes.

•

Diabetes Education and Camping Association (DECA): Novo Nordisk is working to
implement the findings from the DAWN Youth WebTalk survey into the “I Can Do More”
program offered at 138 DECA camps in the US. The DAWN Youth WebTalk survey was a ninecountry, web-based survey meant to generate dialogue among members of the diabetes
community including children with diabetes, their families, and healthcare providers. At the
camps, the four pillars from the DAWN Youth are incorporated into the activities as four learning
stations: school, emotional support, life experience and goals, healthcare resources. Details on the
DAWN Youth survey are given above.

•

Donating insulin to children in Africa: Novo Nordisk announced in December 2008 a major
donation, including free insulin, to 10,000 children in Africa, Asia, and Central America over the
next five years. The program, called “Changing the Future for Children with Diabetes,” will first
take place in Uganda, Tanzania, Guinea-Conakry, and the Democratic Republic of Congo and will
later expand to Mozambique, Haiti, Cambodia, Laos, Nepal, and Madagascar. Interestingly, the
program appears aimed at building long-term solutions for improving overall conditions for
children with diabetes: availability, accessibility, and affordability were cited as priorities. We
think this approach will prove useful in the future for distributing insulin and other necessary
materials as infrastructure setup is definitely a key step in distributing insulin to children with
diabetes. (We wrote about this in DCU #87)

•

Safe at School: This campaign, spearheaded by the ADA (http://www.diabetes.org/advocacyand-legalresources/discrimination/school/safeschool.jsp), is working to end discrimination
against students with diabetes. One initiative from the program is developing and producing a
training video for school personnel to help them meet the needs of students with diabetes. While
school nurses are highlighted as key care providers, non-medical school personnel also have a
critical role in providing routine and emergency care when needed. There are an estimated
200,000-300,000 children with diabetes in the US and discrimination has been a problem in
many states (see accompanying story on children with diabetes in California on page 41).

Pelikan – Minimizing pain further? Pelikan has developed an electronic lancing device, the
Pelikan Sun, that helps to minimize the pain from common lancing devices. The 50-lancet disk helps
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prevent accidental sticks. We have tested the device and feel that it would be most useful for parents
with children with diabetes – although the pain is perceived as lower by many, there is more hassle
associated with carrying around a bigger device. There has been an integrated (lancing and blood
glucose monitoring) product in development for a number of years. According to the company,
Pelikan offers support to parents in obtaining reimbursement for the Pelikan Sun lancing system and
is actively working with insurers to secure coverage in the US.
•

Roche — Getting information to families with recently diagnosed children:
•

Accu-Chek Teams: Marking Diabetes Week in November 2008, Roche in the UK launched a
new website (www.accu-chekteams.co.uk) for children with diabetes to teach them more about
the disease. The site features a multiple-choice quiz, a news section, and a message board for
children with diabetes. It also has an interactive online tool, “Managing Your Diabetes,” that
provides information and advice on how to treat and control diabetes.

•

Juvenile Diabetes Research Foundation (JDRF) Bag of Hope: Roche is the exclusive
corporate sponsor of the JDRF Bag of Hope Program. This program helps provide information,
devices, and support tools for families with children who were recently diagnosed with type 1
diabetes. Healthcare professionals, local JDRF chapters, and JDRF outreach volunteers distribute
the bags, which include blood glucose testing kits, educational books, and Rufus (or Ruby), the
Bear with Diabetes. Rufus was specially designed with patches to teach children the correct sites
for insulin injections and pump insertions. 12,000 Bags of Hope are expected to be distributed in
the US in 2009.

•

Sanofi-Aventis — Announces availability of KidCare Kit: In early February, Sanofi
announced the availability of a diabetes KidCare Kit that was developed in partnership with Children
With Diabetes (CWD). This kit is designed to aid parents and children in the first 30 days following
diagnosis, which can often be the most difficult time for families. Included in the kit are 60 diabetes
“Quick Cards” with basic diabetes information; “Give One” cards that contain contact information for
diabetes emergencies; a DVD with testimonials from families, diabetes educators, and physicians; a
“Calorie King” carbohydrate counter book; and other resources. We tend to be impressed with CWD
initiatives; as the leaders they have incredible contact and trust with families of children with diabetes
and the children themselves. Moreover, it is great to see companies continuing to work so closely with
CWD following its purchase by J&J last year. Sanofi is Team Type 1’s principal sponsor. This year, the
Lantus brand was added alongside to Apidra on the riders’ jerseys. Now that Apidra has been
approved for the pediatric market, riders are commonly asked to discuss their experience using
Apidra in their insulin pumps in pediatric settings as well and the Kidcare kit includes materials
discussing the team. Sanofi's increased support this year has been very important for the team and
helped with their invitation to the prestigious Tour of California Professional Stage Cycling Race.
Sanofi also makes it possible for riders to visit even more camps for kids with diabetes nationwide.

•

Takeda — Walking to raise awareness of diabetes: “School Walk for Diabetes” is a program
that encourages students to walk and raise funds for diabetes research, information, and advocacy.
More importantly, from our point of view, is that it teaches students how important exercise and a
healthy diet are in preventing diabetes. The North American branch of Takeda Pharmaceuticals has
established a “Walk for Charity” to support the American Diabetes Association (ADA), the American
Heart Association (AHA), the National Sleep Foundation (NSF) and the International Foundation for
Functional Gastrointestinal Disorders.

•

World Industries — Donating syringes: At the “Access to Essential Diabetes Medicines for
Children in the Developing World” on October 25, 2008, World Industries pledged an initial donation
of one million syringes, more if needed. World Industries is a global company involved in many areas
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including biometrics and safety, property development, industrial management, and healthcare
products.
In addition to companies, a number of nonprofit organizations also have a multitude of activities
involving children.
•

•

American Diabetes Association (ADA) – Cure, Care, Commitment for Kids with
Diabetes:
•

Diabetes Summer Camps: The largest provider of diabetes summer camp and retreat events
in the world, ADA provides kids an opportunity to participate in outdoor recreational activities
with kids just like them. Children have the opportunity to share their strategies for coping with
diabetes management and learn about day-to-day triumphs and challenges in a fun camping
environment. The ADA provides “camperships” or financial assistance to hundreds of campers
each year.

•

Family Resource Network: The ADA’s FRN works to connect families living with diabetes.
The FRN is run in communities by parent volunteers and supported by ADA’s resource, providing
information, services, programs, and special events for children of all ages with diabetes and their
families.

•

Safe at School Campaign: Inspired by a parents of a student with diabetes, the ADA works to
ensure that all students with diabetes are educated in a medically safe environment and have the
same access to educational opportunities as their peers. The campaign utilizes a multi-pronged
approach that is supported by the energy and commitment of its top volunteer leaders and
grassroots advocates, and utilizing education, negotiation, litigation, and legislative strategies.
Read more about ADA’s efforts in school advocacy in California on page 41.

Juvenile Diabetes Research Foundation International (JDRF) — Striving toward a cure:
•

The JDRF Type 1 Registry: Launching in April 2009, the Registry is an online resource that
will enable people with type 1 diabetes to stay informed about and gain customized access to
clinical trials for diabetes cures, therapeutics, and technologies. Trials, both funded by JDRF and
by others, can be searched by age, by geographic location, and by type, and be compared with
other trials, to help youth and their parents make informed decisions – along with their health
care provider – about how to be involved in clinical trials, and ultimately, in the search for a cure,
the mission of JDRF. We believe this will be a valuable tool and will be a major help in sifting
through the massive amount of information on clincialtrials.gov. We expect it will help to
streamline the search for individuals and will be helpful for companies in enrolling trials.
Ultimately, we hope the registry is also helpful in better defining the size of the type 1 audience in
the US in particular.

•

Children’s Congress: Every other year, the JDRF organizes a one-of-a-kind advocacy week in
Washington, DC at which kids and teenagers from around the US come to the nation’s capital to
talk with legislators about living with type 1 diabetes and the need for continued research to find a
cure. More events like this need to happen to make sure that the patient’s voice is heard, in our
view, particularly at the FDA.

•

Countdown for Kids: JDRF publishes quarterly a notable journal of diabetes research and
news called Countdown, which includes Countdown for Kids, a supplement for children and
teenagers. The mini-magazine includes simple-to-understand articles on timely diabetes research
and profiles of youth and role models with diabetes. The latter are included in an effort to help
kids and teenagers better understand their disease, what they can achieve despite having diabetes,
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and what is being done to find a cure. Many admire Countdown as very high-quality and in-depth
journalism on diabetes – we concur.
•

JDRF CGM Trials: JDRF’s clinical trial on continuous glucose monitoring (CGM) that tested
the effectiveness of CGM devices included teenagers and children under 14. Preliminary data
reported last year showed that CGMs were effective in improving control for younger participants
in the trial who used the devices at least six days per week. Additional data from this trial recently
reported in Athens showed that in a cohort of patients (including children and adults who used
the technology six days a week or more) with A1cs under 7%, hypoglycemia was reduced 37
minutes per day with no increase in A1c.

•

School Advisory Toolkit (SAT): Developed from the actual school experiences of youth with
type 1 diabetes and their parents, the SAT is a compendium of information and materials that
young people, parents, and educators can use to maximize the educational experience for children
and adolescents with diabetes. It is said to minimize the issues that can arise in school as a result
of managing type 1 diabetes – this depends on what state one lives in (see related story, 41).
— by Melissa Tjota and Kelly Close

5. DCU Interview with Dr. Desmond Schatz, Medical Director of the
University of Florida’s Diabetes Center of Excellence
Dr. Desmond Schatz, medical director of the University of Florida’s Diabetes Center of Excellence, is one
of the world’s leading experts on type 1 diabetes: On top of leading the TrialNet center at the University
of Florida, he is also a member of the expert advisory board for the SEARCH Study, Stop 2 Diabetes,
TODAY Studies, INIT Study, and DiaPep Study. His research interests focus on the prediction, natural
history, immunopathogenesis, prevention, and management of type 1 diabetes in children and
adolescents. Over the course of his career, he has published over 150 scientific articles. During our
conversation, Dr. Schatz shared his thoughts on type 1 diabetes and children, TrialNet, challenges in
designing clinical studies, technological advances in diabetes, and the shortage of endocrinologists and
pediatric endocrinologists. Most of the discussion focused on children and type 1 diabetes.

Type 1 diabetes and children
KELLY CLOSE: Hi, Dr. Schatz! We really appreciate your taking the time to speak with us because we
have a special issue about children and diabetes, and we thought it would be a highlight of the issue to
have an interview with you.
MELISSA TJOTA: We were hoping to start off by getting your general thoughts on children and
diabetes.
DESMOND SCHATZ: Let me start off by telling you that there is an epidemic of type 1 diabetes. The
incidence of type 1 diabetes is increasing worldwide at a rate of about 3% per year. In the United States,
there are about 20-22 cases per 100,000, and in Finland, the region with the highest incidence globally,
it’s about 50-60 per 100,000. In the late 1950s it was about 10-12 cases per 100,000; thus, you can see the
significant increase. In the United States, one in every 300 Americans has type 1 diabetes, and in Finland,
one in every 123 children under the age of 16 has type 1 diabetes. Unfortunately, the increase in incidence
is predominantly seen in children that are under the age of 10 years. Clearly, we cannot afford to do
nothing.
There are several issues that need to be addressed: diabetes has an increasing incidence worldwide, it is
being seen more in younger children, intensive therapy has not had much impact on acute complications,
and the risk of hypoglycemia may be increased. The impact of intensive therapy on microvascular
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complications is well known, and very positive, but we still do not know about macrovascular
complications. In addition, the benefits of therapy are not reaching the majority of children and people
with type 1 diabetes. I don’t think that everybody has access to a Pediatric Diabetes team for management.
I wish we could say that everybody was on basal-bolus therapy, but that is certainly not the case.
KELLY: Wow, what about the EDIC results that did imply that tight control reduced macrovascular
complications. Do you mean we are not seeing the results of that?
DR. SCHATZ: I think that the n for the study was very small. We need to have more studies with a
greater number of patients in order to show a conclusive benefit. I’m not in any way downplaying the
EDIC results, but I think that the results need to be corroborated.

Trial design
KELLY: If you were to do a trial that would show the impact of tight glycemic control or reduced
glycemic variability on macrovascular complications, do you have a sense for how big and how long that
trial would need to be?
DR. SCHATZ: I think that you are bringing up a very important issue about how long trials need to be.
In general, in many of the interventional studies that have been done in new onset patients, individuals
have been followed anywhere from 12 months to 30 months, which is a very short amount of time for
looking at complications in a chronic disease. Although you see biostatistical differences between groups,
the question is what does it really mean in terms of a minimal clinically significant effect? What does this
result mean in the long term in terms of decreasing microvascular and macrovascular complications? In
the DCCT, the bottom line was that the improvements that they saw were due to what they called
“memory” from the intensive treatment that patients were given. As a clinician it is hard to imagine how
preservation for a couple of years leads to a significant decline in macrovascular complications, which is
why we clearly need bigger numbers in order to show this effect.
So, you bring up a very important question. Do we need a study about this? Is one or two years enough? If
a drug is very safe, then you could take it for longer; if it is not safe, can you even justify using it for a short
time? The question gets into a very fundamental question about why are we doing intervention studies?
Are we doing intervention studies as a means to an end? For example, are we preserving c-peptide with
the hope that we will reduce microvascular and macrovascular complications down the road, or are we
doing it to show some element of safety and efficacy that we can take back to at-risk individuals and
prevent type 1 diabetes?
KELLY: We have heard that it’s been difficult to identify patients for different studies. Not that there
aren’t enough patients, but that there might not be enough patients available for trials, due to geography
or exclusion criteria, etc. How much of an issue is that?
DR. SCHATZ: This point is another major issue, and the bottom line is that I believe every single
patient, every single family with someone with type 1 diabetes, should be part of the solution. We really
have no idea how many people are diagnosed with type 1 diabetes per year in the US. It is probably about
15,000-20,000 and additionally, there are many adults who are mistakenly diagnosed as type 2. For
TrialNet, there are 14 centers in the US, and the individuals we need for the study are scattered
throughout the US, so access is indeed a big issue. The other challenge is that some studies require
hospitalization of 10-14 days, which is a logistical hurdle. In addition to that, the disease places a
tremendous burden on newly diagnosed patients and getting them to go on a study is difficult. Likewise,
we screen about 150,000-200,000 relatives per year for “pre-diabetic” studies, but it is an additional
challenge locating and convincing everybody to get screened
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I believe every person should be a potential participant in some research study. Even if it is not an
intervention study, many groups including our own are doing studies trying to define better markers and
trying to gain a better understanding of the mechanisms leading to diabetes. One of the initiatives of the
JDRF is to create a patient registry where people can register for trials. That is the tip of the iceberg.
KELLY: Even estimates on the incidence of diabetes is controversial. Estimates range from 1 – 1.2
million to 3 million.
DR. SCHATZ: It is estimated that there are 15,000-20,000 new cases of Type 1 diabetes in children and
adolescents each year. Of the 24 million Americans with diabetes, there are `10% with type 1 diabetes, If
5% to 10% of all adults with type 2 are really type 1, you can add that to numbers.

Update on TrialNet
MELISSA: Can you talk about your involvement in TrialNet? This is one of the most interesting areas of
research for children with diabetes.
DR. SCHATZ: The University of Florida is one of the 14 TrialNet centers in North America and there are
another four centers internationally. Our goals are three-fold: do studies aimed at halting the
autoimmune disease, reducing beta cell destruction, and do studies aimed at preventing the disease and
understanding the mechanisms that lead to type 1 diabetes.
There are several studies that have been done in new onset cases. A study presented at the last ADA
meeting showed that the administration of anti-CD20 to new-onset patients demonstrated a short term
protective effect similar to anti-CD3 and for the GAD65 vaccine. Most of the effect that we are seeing in
these studies is noted in the first three to six months which is preserved for one to two years.
KELLY: Do you think this deterioration relates to dosing and that a higher dose may work longer?
DR. SCHATZ: Well, let me tell you what I believe is the future of diabetes. The future will involve a
combination approach, an approach that is directed against arresting the autoimmune disease process,
preserving the pancreatic beta cell, and regenerating the beta cell. So, I don’t believe it is only a matter of
dose. I think that you can probably refine it either by a change in dose or by re-dosing, but I honestly
believe that a multi-targeted approach is the future to both prevention and cure.
MELISSA: Could you give us some estimates of how close you think we are to having a solution for each
of those different approaches?
DR. SCHATZ: The JDRF talked about the 1990’s as the decade of the cure and that was unfortunately
not true. We have made tremendous progress over the past 20 years: we now know type 1 diabetes is an
autoimmune disease; we have learned how to predict type 1 diabetes using auto-antibodies; and we have
refined the prediction process by looking at a combination of antibodies, genes, insulin measurements,
and glucose tolerance. Overall, we have become pretty good at predicting the disease in both relatives and
also the general population
Now, when you talk about each of these components, I think that we are seeing some small effect using
monotherapies with agents like anti-CD20, anti-CD3, and the GAD65 vaccine. We are making small
strides, and as I said the next step is using combinations of therapies to make even greater strides.
MELISSA: Are there plans to do more therapies?
DR. SCHATZ: The goal is to continue to do more studies to explore new therapies in type 1 diabetes,
determine their safety, determine their efficacy, and then take them to prevention studies. I think that
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several groups are going to be looking at combinations of drugs using anti-inflammatory drugs,
immunoregulatory drugs, and tolerance-inducing drugs.

Diabetes devices
MELISSA: Moving away from pharmacological approaches and towards technological approaches, can
you give us your thoughts on the progress being made towards an artificial pancreas?
DR. SCHATZ: I am not the authority on the artificial pancreas. That said, I have used and prescribed
pumps and continuous blood glucose monitoring. I think that we are certainly making progress in that
field. We are making progress with the technology, but we are not there yet. A few years ago we were told
that we would have the artificial pancreas within a couple of years. I think that there will certainly be a
closed loop system, but whether or not it is a true artificial pancreas or an improvement on the current
systems will have to be seen. Hopefully we will see this in the next decade or so. I believe that we will
likely see an artificial pancreas before a biological cure. The hope is that we will cure diabetes, but it is
certainly not going to happen tomorrow.
KELLY: Would you say that your opinion about a cure has evolved over the last couple of years? From a
patient perspective, it has been amazing how fast things have been moving recently after how slowly
things were moving for a couple of decades.
DR. SCHATZ: We are not as close to a cure as we would like to be. Certainly, a couple of the devices are
encouraging, and we have improved the technology, but we are not there yet. I think technology is moving
a little faster than the biology although we have been making progress in both regards.

Addressing the shortage of endocrinologists
KELLY: We were looking at the endocrinology fellowship programs for next year and found that around
30% of the endocrinology research fellowships are not going to be filled. (Ed. note – these stats can be
seen at http://www.nrmp.org/fellow/match_name/msmp/stats.html) What is your opinion on the
number of endocrinologists?
DR. SCHATZ: There is a shortage of clinical research-focused pediatric endocrinologists. This is a huge
problem. Why should somebody go in to diabetes and endocrinology? At the clinical level there is a
paucity of clinicians to take care of patients because doctors do not get paid. It actually costs practices
money to see patients with type 1 diabetes. You have to hire a nutritionist, you have to have a CDE, and
you have time to personally see and respond to patients. E-mail communication has ballooned. It has also
been harder to get research grants, particularly for young trainees and faculty, and to protect their time I
think ultimately we are going to need to provide more support for training programs. You have to protect
the time of the mentor and the mentee, and you have to encourage people to go to really good programs.
MELISSA: As a system, how might the appeal of endocrinology be increased?
DR. SCHATZ: You need to ask the question “why did I go into endocrinology?” What is it that makes it
attractive? Personal experience, altruism, mentoring, lifestyle? A mentor in South Africa was
instrumental in my career direction. There are 24 million Americans who have diabetes; that in and of
itself from an altruistic perspective should say there is more than enough work out there and yet there is
such a paucity of endocrinologists.

Looking forward to the next five to ten years
MELISSA: Could you tell us the top research you are looking forward to seeing in the next five to ten
years?
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DR. SCHATZ: I don’t want to be too specific other than to say that I believe we will use combinations of
drugs akin to what we do with cancer, AIDS, and tuberculosis therapies in children and adults.
Combinations in smaller doses will be more efficacious, synergistic, and safer.
KELLY: Likewise, could you talk about your sense of the state of children and diabetes, and how you
think things might be different in five or ten years, particularly in developed countries? We know this is
very different than in developing countries and it goes without saying we hope these countries receive
more funding – we also know that the most positive thing for people with diabetes in these regions is an
improved economy, which will result in more funds for access to better medical care and education.
DR. SCHATZ: I would say that tremendous strides have already been made in understanding the natural
history and the prediction of type 1 diabetes. We are making smaller strides in trying out therapies aimed
at interdicting the disease process, and I think that the results are encouraging. We are still looking for
safe therapies, and I think that the future is bright because once we can demonstrate safety, efficacy, and
effectiveness, then we can use these drugs I also think that the new stem cell bill will enable us to test the
hypothesis that deriving insulin-producing cells, both in vitro as well as in vivo from stem cells is possible.
On the technological side, I think we will have a closed loop system before a biological cure.
KELLY: This has been an incredibly enlightening conversation. It was really generous of you to give us so
much time and we so appreciate it.
— by Brendan Milliner, Melissa Tjota, and Kelly Close

6. DCU Interview with Prof. Martin Silink, President of the IDF (20062009)
We were lucky to have two interviews for this issue of DCU focusing on children and diabetes. Our
second interview was with Prof. Martin Silink, who is currently President of the International Diabetes
Federation (IDF) and Chair of the IDF Life for a Child Program. He is a professor of Pediatric
Endocrinology at the University of Sydney, where he researches diabetes complications and changing
patterns of diabetes in children and adolescents. His research has been published in over 100 peerreviewed articles and invited chapters, and he has served on the editorial boards for Pediatric Diabetes,
Clinical Pediatric Endocrinology, and the IDF Diabetes Atlas. Prof. Silink plays an active role in the
diabetes community and is a member of the Australian Diabetes Society, American Diabetes Association
(ADA), European Association for the Study of Diabetes (EASD), Endocrine Society of Australia, The
Endocrine Society (USA), Lawson Wilkins Pediatric Endocrine Society (USA), and the International
Society of Pediatric and Adolescent Diabetes (ISPAD). In addition to discussing the current state of
diabetes and children and the Life for a Child Program, we also got some insight into his role in the
Unite for Diabetes campaign and the United Nations World Diabetes Day Resolution.

General overview of children and diabetes
KELLY CLOSE: To start off the conversation, could you give us your opinion on how things are looking
for children with diabetes today?
PROF. MARTIN SILINK: Even now, if a child gets type 1 diabetes, it really is diabetes affecting the
whole family. The cause of diabetes remains an enigma. We have a few clues, but we still don’t know what
is causing it. It is concerning that type 1 diabetes in children is increasing roughly at the rate of 3% every
year. However, in those under six years of age, it seems to be increasing at double that rate, about 6% per
year. In terms of treatment, there are many good things happening. Through improved monitoring,
improved delivery of insulin, and intensification of treatment, we are now seeing much better outcomes
and decreasing risk for long-term complications. In the developing world, however, type 1 diabetes is
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often not diagnosed or it is misdiagnosed as gastro-enteritis or dehydration, and many of the children just
die. In a country like Mali, for instance, the lifespan of a child diagnosed with type 1 diabetes is roughly
five months. For those that are diagnosed, the cost of the insulin, the syringes, and the monitoring may be
more than a family can afford. I think the cure is possible for type 1 diabetes, but I think that the first
realistic move forward will be a biotechnological one where improved pumps and improved continuous
glucose monitoring will act as an artificial pancreas and be the short to medium-term solution.
MELISSA TJOTA: Could you elaborate further on your thoughts about diabetes prevention and a cure?
PROF. SILINK: I think that while an artificial pancreas is probably the short- to medium-term realistic
solution, large-scale transplantation of insulin-secreting cells as a cure will have to wait for breakthroughs in stem cell research. In terms of prevention, we know now that in type 1 diabetes one has to
have a particular immune background in which the immune system becomes activated against the
insulin-secreting cells. While we have the tools to categorize that immune background, which probably
represents 50% to 60% of the overall risk, there also has to be an environmental trigger. This trigger is
probably different in different parts of the world, and it is probably not a single trigger but a combination
of factors. One of the leading hypotheses is that a background of vitamin D deficiency somehow alters the
immune system into being fooled more readily by a trigger when it comes along.
In terms of triggers, it is the enteroviruses — viruses that cause diarrhea and gastroenteritis — that are at
the very top of the list of suspects. The hope is, that if causative enteroviruses could be identified as the
triggers for diabetes, then a vaccine could be made against them. I think there is still a lot of work to be
done, but it is a real possibility. There may also be diet-related factors since we have seen that the
introduction of a Westernized diet into a developing country leads to an increase in the incidence of type 1
diabetes in children. For example, in 1985 in Kuwait the annual incidence of type 1 diabetes in children
was somewhere around 3.5 new cases for every 100,000 children under the age of 15 years. The genetics
have not seemed to change, but with the change in lifestyle, the incidence in Kuwait is now over 20 new
cases per 100,000 children.
KELLY: Certainly a Westernized diet would also bring more type 2 diabetes in children, right?
PROF. SILINK: Type 2 diabetes is inextricably linked with overweight and obesity and a sedentary
lifestyle. Type 2 diabetes is now being seen in adolescents and occasionally even in children. It seems that
people in the developing world and especially indigenous populations, are at a higher genetic risk than
people with Europid backgrounds

Diabetes Complications
KELLY: Another area you focus on is diabetes complications. Can you talk about the DCCT-EDIC or
other trials that have shown the importance of management and control?
PROF. SILINK: When I started in pediatrics, we used to see children whose growth and general health
was affected because their diabetes was in poor control. Fortunately, in the developed world, we are not
seeing that now and, with intensive diabetes management, children with type 1 diabetes grow normally
and their general health is generally excellent. Diabetes complications affecting the eyes, kidneys and
nerves can still occur but less so and are now quite uncommon in childhood or adolescence. However, in
low- and middle-income countries, we are seeing many more complications. Often these children with
type 1 diabetes are chronically unwell and unable to go to school. The complications that used to be seen
30, 40, and 50 years ago in the developed world are still being seen in the developing world and sadly
many still die. Certainly, children with type 1 diabetes will be in good health if their diabetes is in good
control but even in the developed world, when there are socio-economic and psychological problems
affecting the family, good control is hard to achieve. We know from the DCCT that good control will
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prevent or slow down the progression of complications, but we also know from medicine that some people
seem to be more prone to getting complications than others. There seems to be a bit of genetic luck
involved. The hope is to be able to reach a point where we can do a genetic evaluation of the person at
diagnosis and make better prognoses of risks for diabetic complications so that preventive treatment can
be given early.
MELISSA: What sort of genetic work would be required to make such predictions?
PROF. SILINK: I think it is a little bit early at this stage. For the half dozen or so genes that have been
identified, many of these confer minimal additional risk on their own. However, if you have got a certain
grouping of three or four of these genes, they may act synergistically and increase the risk. I’m sure that
there are going to be other genes once we have the tools to be able to look at them in more detail. We
know now from family history, for instance, that if there is a family history of diabetic kidney disease,
when someone else in that family develops diabetes then they are at a higher risk for developing diabetic
kidney complications. We know that the genes for risks are there, but we have not identified them yet.

Life for a Child
KELLY: We often hear about your work with Life for a Child and would love to hear more about the
progress made over 2008, which sounded like a critical year for the program.
PROF. SILINK: Through Life for a Child, we now have a program that is supporting about 1,200
children in 18 countries. We support centers of pediatric excellence and provide them with insulin,
monitoring equipment, and occasionally, some practical things like a refrigerator. In some of the
countries, we also provide them with hemoglobin A1c instruments. Last year, there was a groundbreaking
meeting in London where under the umbrella of the International Diabetes Federation, 80 people from
the World Health Organization, Rotary International, various International Diabetes Federation member
associations, other diabetes societies and industry representatives came together. The theme of the
meeting was to go from supporting 1,000 children to being able to support up to 10,000 children. The
response was really marvelous! Eli Lilly said that in 2009 it would provide enough insulin for 4,500
children, and their pledge actually continued so that they would provide enough insulin for 11,000
children in 2010 and for 18,000 children in 2011. Novo Nordisk made a pledge that by 2015 they would
look after 10,000 children. Another company called Bioton from Poland put its hand up and pledged to
support 1,000 children from 2009. The insulin is starting to flow in, and by the end of this year, instead of
being able to look after only 1,200 children, we will be looking after close to 4,000 children. Before we
start supporting any center, a detailed evaluation is done, a formal Memorandum of Understanding is
signed and the details of each child to be supported, is provided. Each year we receive updated reports on
each individual child, including simple parameters such as growth data and blood pressure, insulin
dosage and whether there are diabetic complications. We aim to provide supplies for the children until the
age of 23 years. We hope that by being in good health these children would be able to attend school
regularly. We are also looking at strategies whereby they could receive local vocational training so that as
adults they would be self-sufficient. The donations have been a tremendous humanitarian boost. We are
careful in working only with established government-approved clinics, assisting with the development of
systems with the aim of gradually incorporating these into government-funded programs. We think that
there are probably about 70,000 children with type 1 diabetes around the world whose circumstances are
truly desperate, and they are the ones that we are concentrating on.
KELLY: How incredible. Do you expect to be able to reach all 70,000 children or close in the next
decade?
PROF. SILINK: I think that it will be hard to help children in war-torn countries where the fabric of
society has disintegrated, but we are hopeful of reaching many, if not most, of those in need in other
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countries in the next 10 years. We are also mindful that the global economic slowdown will impact greatly
on the low-income countries.
MELISSA: What about syringes, strips, and other diabetes management materials? Are those given to
the same children who receive the insulin? Are there mismatches in donations? Are the companies
working together to meet the needs?
PROF. SILINK: World Industries has pledged one million single-use auto-disable syringes in the first
instance, and they plan to pledge more if the program requires more. We receive subsidized strips from
Home Diagnostics, Inc. and we are hoping that the other insulin, strip and syringe manufacturers will join
the program as an important part of their corporate social responsibility activities. The International
Society for Pediatric and Adolescent Diabetes (ISPAD) has offered to work with the IDF and to help train
doctors to become knowledgeable in the treatment of children with type 1 diabetes. We have also heard
from diabetes education associations, and we have also received offers from other foundations to assist in
the transfer of expertise.
KELLY: This is a truly inspired effort. Thank you so much for sharing this with us. Can you tell us more
about who runs Life for a Child and which countries are benefiting from all of this work?
PROF. SILINK: The IDF Life for Child Program is based in Sydney where it started and where it is
supported by Diabetes Australia-NSW and HOPE worldwide. The IDF office in Brussels provides the
communications support for the program and provides on-line donation facilities. The program started in
2001 with individual families donating a dollar or a euro a day, and this is still the backbone of the
program. Major donations have also been received from the staff of Eli Lilly, and we are hoping that other
companies involved in diabetes care will encourage their staff to contribute to this humanitarian program.
With these funds, we’re providing support to Azerbaijan, Bolivia, Democratic Republic of Congo, Ecuador,
Fiji, India, Nepal, Nigeria, Mali, Papua New Guinea, Philippines, Rwanda, Sri Lanka, Solomon Islands,
Sudan, Tanzania, Uzbekistan, and Zimbabwe. Now that we have received a bigger supply of insulin to be
able to donate, we are already seeing the rapid spread of outreach programs into smaller cities in these
countries.
KELLY: Are you finding that because of the difficult economy that the Life for a Child is seeing fewer
donations? Is this an area of concern?
PROF. SILINK: We are not presently seeing a decrease in donations, and in these times, programs such
as Life for a Child become even more important. We have to make sure that these children do not die in
the period when the financial systems in the various countries are under real stress. We have recently
received an award winning-documentary film following the lives of 3 children in Nepal supported by the
program for use in promoting the Life for a Child program. This film was donated by Eli Lilly and filmed
on location by Ed Lachman.

Unite for Diabetes
KELLY: It’s been inspiring how much IDF has achieved in the last few years, particularly with the Unite
for Diabetes campaign and the monument lightings. Broadly, how would you characterize the biggest
challenges facing the IDF as it grows?
PROF. SILINK: When I first entered the leadership of the International Diabetes Federation, one of the
things that struck me was that diabetes seemed to have an inordinately small political voice, especially
considering that 6% of the global adult population is affected by type 2 diabetes. It was clear that to turn
type 2 diabetes around, a whole government response was needed, which is why the IDF focused its
campaign on the United Nations. During the campaign we introduced the concept of Unite for Diabetes so
that people could work together while maintaining the identity of their own organizations and launched
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the blue circle as the symbol for diabetes. At one stage we had close to 1,000 people with blue umbrellas
form a blue circle on the lawn of the United Nations. On December 20, 2006, the UN General Assembly
unanimously approved UN Resolution 61/225 recognizing that diabetes was a threat to families, member
states and the entire world. We are now trying to get a UN General Assembly special session on noncommunicable disease and turn the global fund to fight AIDS, tuberculosis, and malaria into a more
general global fund for health so that primary health care systems are developed and access to essential
medicines for hypertension, lipid control, and blood glucose is made available to all. The health economic
arguments are now very strong and a review by the World Bank has shown that diabetes control, blood
pressure control, and high-risk foot clinics are not only cost-effective but can actually be cost-saving.
MELISSA: Related to the UN, what has the impact of the UN Resolution been?
PROF. SILINK: The UN Resolution has had a major impact, and now the International Diabetes
Federation is being invited to the table and its opinion sought. The IDF is now in frequent contact with the
World Health Organization and is assisting in the development of technical reports. The IDF Diabetes
Atlas is now being used increasingly as the definitive source of data on diabetes globally. IDF was formed
in 1952 and is an NGO to the UN, WHO and PAHO. It is based in Brussels and currently, the International
Diabetes Federation represents just over 200 national associations from 162 countries. This year the IDF
will announce the creation of IDF centers of diabetes education in various parts of the world to promote
IDF standards of diabetes education and clinical guidelines. The IDF is divided into a central office and
seven regions which are similar but not identical to the WHO or World Bank regions. In many ways the
IDF has become the UN of the diabetes world, and the IDF is now one of the largest consumer advocacy
organizations in the world.
KELLY: You had great success with World Diabetes Day in 2008 getting over 1,000 monuments lit in
blue, including the United Nations building itself. What are some future plans you have in the works?
PROF. SILINK: World Diabetes Day is now one of the largest awareness campaigns in the world. It is a
formal United Nations day and is supported by the World Health Organization and the Pan American
Health Organization. I think that for the time being the blue monuments will continue, but for the next
phase, we are working on bringing the campaign down to a grass-roots level and asking individual
families to put a blue light bulb on the front porch or a blue scarf over a light in the window. In addition to
the high profile monuments and landmarks like the great pyramids and the Sphinx, we are encouraging
more local ownership and participation with global walks, rallies, visits to parliaments and other
activities. I think it would be a sign of incredible community solidarity if at least 10%, 15%, or 20% of
houses all put a blue light bulb or blue light in their house to demonstrate the increase in diabetes
awareness and involvement.
KELLY: 2008 was the Year of the Child for IDF. How did you actually decide to have the year of the
child? What are the themes for 2009 and beyond?
PROF. SILINK: I thought it was time for the world to recognize that children are getting not only type 1
diabetes but type 2 diabetes as well, and the rate of incidence is increasing. For two years, 2007 and 2008,
we had the theme of diabetes and children for World Diabetes Day. In 2008 we focused on community
awareness of the early signs of diabetes in children with the aim of reducing the still high prevalence of
diabetic ketoacidosis on diagnosis of type 1 diabetes. For World Diabetes Day 2009-2013, the theme will
be education and prevention. Within this broad theme, we will be using subthemes. It may well turn out
that one year we will concentrate on gestational diabetes and then another year we will concentrate on
prevention of complications. The overarching focus will be education and prevention.

IDF in Montreal and final thoughts
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MELISSA: We are really looking forward to IDF this year in Montreal. Has the IDF considered
convening any more frequently than every three years? Could you share with us some of the speakers at
IDF that you are most looking forward to hearing?
PROF. SILINK: The next IDF World Diabetes Congress will be held in Montreal, October 18– 22, 2009.
After that the IDF World Diabetes Congresses will be held every two years with the next one being in
Dubai, UAE in 2011 and Melbourne, Australia in 2013. The Montreal congress will be different from the
Annual Scientific Meetings of the ADA and the EASD. Not only will there be tracks for basic and clinical
scientists, but separate tracks for diabetes education, health economics, epidemiology, and for people
living with diabetes. The fourth edition of the Diabetes Atlas will be launched in Montreal with an up-todate data on the diabetes epidemic, its complications, and its costs. We are encouraging policy makers to
attend, and a global village will feature the work of the national associations from the 162 countries in the
IDF. The overall theme is one of Unite for Diabetes and for the diabetes world to be part of the solution.
KELLY: This conference does sound so stirring. We will definitely be there to write about it. Could you
say a few words in closing about what research you are most interested in seeing over the next few years,
where your highest hopes are, and where you think the biggest challenges are?
PROF. SILINK: As a pediatrician looking after children with type 1 diabetes, my highest hopes would be
that we find a cure for diabetes and that we find a way of preventing it in the first place. It remains one of
the most difficult conditions to treat and one that never takes a holiday. From a global perspective, my
highest hope is that essential diabetes medicines which include those needed to control glucose, blood
pressure, and lipids are made available to all so that we could prevent the distressing complications of
diabetes. From a political perspective, my highest hope is that the world will find the political will to
address the rising tide of non-communicable diseases, especially diabetes. We now know enough to be
able to turn the epidemic around but need the political courage and a united fierce determination to make
this happen.
KELLY: We fully support these points, and we thank you again for taking the time to talk to us about the
work you have been doing for children with diabetes!
— by Kaku Armah, Melissa Tjota, and Kelly Close

7. In the News: Children with Diabetes in California Public Schools
Being a parent of a child with diabetes is hard in many ways, but we can’t imagine having to struggle
with a school or school system in order to allow your child to receive a dose of insulin or have someone
help them on school grounds. Today in California, many parents are facing the issue of having to come
to school multiple times per day to assist in administering insulin because school nurses are not
available. In as many as 30 other states, teachers and school personnel can be trained and educated to
administer insulin, assist in testing blood glucose, and other routine diabetes management tasks.
However, in California it has turned into a battle between nurses, presumably because they feel it is not
safe for an unlicensed person to give an insulin dose or perhaps because they are fighting to keep their
jobs, and parents wanting their kids to have help in school to manage their diabetes. Parents would be
more than happy to have school nurses provide all of their kid’s diabetes care, but in California there is
roughly 1 nurse per 2,500 students. In other words, there isn’t a school nurse at every school. It is more
likely that schools share a nurse, meaning the school nurse serves multiple schools. Increasingly schools
and school districts have no nurse on staff at all.
The ADA has sponsored legislation to allow unlicensed school personnel to volunteer to be trained for
diabetes management – in the absence of a school nurse. After all, isn’t insulin administered by nonlicensed personnel all of the time by every parent, grandparent, and baby sitter? ADA was successful in
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enacting legislation to allow unlicensed personnel to be trained to administer glucagon in emergency
situations and that also allowed students to carry their diabetes management supplies and test their
blood glucose and otherwise manage their diabetes in the classroom and anywhere on school grounds
or during school sponsored activities. Administration of insulin remained an unsolved problem. In
response to that ADA became part of a lawsuit against the California Department of Education and two
California school districts that alleged the CDE and the two district failed to meet the needs of students
with diabetes by not ensuring their medical need for insulin administration during the school day was
met. A settlement was reached which included the development of an Advisory from CDE which among
other things stated unlicensed school personnel could be trained to administer insulin if a school nurse
was not available when necessary to comply with federal law. The American Nurses AssociationCalifornia filed a lawsuit challenging the settlement in California superior court. In November a judge
sided with ANA and overturned the provision of the settlement that allowed unlicensed school personnel
to be trained to administer insulin. The judge stated CDE violated the Administrative Procedures Act.
ADA has filed an appeal. Right now, groups are getting together to discuss this issue, but it continues to
be a long and difficult discussion. We definitely support kids in school having the best access to the best
regimens of diabetes care possible and if nurses aren’t available, other school personnel should be able
to help. Here is some background on the legislation and situation:
•

There are approximately 15,000 youth under the age of 18 with diabetes in California.
Some require very little assistance with diabetes management, but others will require more assistance
with routine diabetes care. All students with diabetes will require assistance in the case of severe
hypoglycemia. Diabetes management in the school setting is important to avoid short- and long-term
complications in addition to helping students feel better and more productive in school.

•

Many students with diabetes are unable to get assistance with diabetes management
while in schools. California’s school nurse to student ratio is one of highest in the nation. National
guidelines recommend a ratio of one school nurse per 750 students. California’s school nurse to
student ratio is one school nurse per 2,517 students. Very few schools have full-time nurses, and most
school districts have a nurse who is responsible for multiple schools. The lack of school nurses causes
significant obstacles for students with diabetes educationally and has resulted in hardships for the
families of these students. “Diabetes must be managed 24/7. That includes at school, and without
compromising the care or outcome of the child,” says renowned pediatric endocrinologist Dr.
Francine Kaufman of UC Children’s in Los Angeles. Examples of obstacles include schools asking
parents to modify students’ medical management regimens to require less management during the
school day; students being unable to have access to the medication they need during the school day;
and students being denied access to field trips and school sponsored activities. Parents are often told
they must come to the school daily to provide the assistance their children need. Even in cases where
districts share nurses among multiple schools, students with diabetes experience delays getting their
insulin for regularly scheduled doses and for correction or non-scheduled doses. These delays result
in lost classroom time or lunch/recess time.

•

The American Diabetes Association (ADA) is advocating for a team-based approach to
school-based diabetes management. The ADA’s Safe at School statement of says students with
diabetes need a supportive environment to help them take care of diabetes during the school day and
at school-sponsored events. Personnel ranging from school principals, administrators, nurses,
teachers, coaches, bus drivers, health care, and lunch-room staff members can and do play an
important role in making the experience for a child with diabetes in school safe and productive.
Approximately 30 states allow non-medical school personnel to administer insulin to students with
diabetes. In recent years several states have enacted legislation or regulatory change to do so
including Colorado, Indiana, North Carolina, Oklahoma, Texas, Utah, Virginia, and Washington.
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Studies conducted in Virginia illustrate that trained non-medical school personnel can safely and
effectively administer insulin to students with diabetes. “More and more states across the country are
enacting legislation or regulations to permit trained non-medical school personnel to administer
insulin. For example, recently Colorado and Utah's boards of registered nursing changed their
regulations to allow nurses to train unlicensed personnel to administer insulin. ADA applauds these
changes, which recognize that trained non-medical school personnel can safely administer insulin and
allow schools to more easily meet the needs of their students with diabetes," said Brian Dimmick, a
staff attorney with the American Diabetes Association.
•

The Association’s position has been endorsed by leading medical organizations: the
American Academy of Pediatrics, the American Association of Clinical Endocrinologists, the American
Association of Diabetes Educators, the American Dietetic Association, Children with Diabetes, the
Disability Rights Education and Defense Fund, the Juvenile Diabetes Research Foundation, the
Lawson Wilkins Pediatric Endocrine Society, and the Pediatric Endocrine Nursing Society. All of the
organizations have endorsed the Safe at School Principles which include:
•

All school staff members who have responsibility for a student with diabetes should receive
training that provides a basic understanding of the disease and the student’s needs, how to
identify medical emergencies, and which school staff members to contact with questions or in
case of an emergency.

•

The school nurse holds a primary role of coordinating, monitoring, and supervising the care of a
student with diabetes. However, in addition to any full- or part-time school nurse, a small group
of school staff members should receive training from a qualified health care professional in
routine and emergency diabetes care so that a staff member is always available for younger or
less-experienced students who require assistance with their diabetes management (e.g.,
administering insulin, checking their blood glucose, choosing appropriate food) and for all
students with diabetes in case of an emergency (including administration of glucagon). These staff
members should be school personnel who have volunteered to do these tasks and do not need to
be health care professionals.

•

Children possessing the necessary skills and maturity to do so should be permitted to self-manage
their disease in the classroom or wherever they are in conjunction with a school-related activity.
Such self-management should include monitoring blood glucose and responding to blood glucose
levels with needed food and medication while utilizing appropriate safety protocols.
— by Dana Lewis and Kelly Close

8. Conference Pearls: 56th Advanced Postgraduate Course
February 6-8, 2009 • New York City, NY • www.professional.diabetes.org
The 2009 ADA Postgraduate Course in New York City was a thorough discussion of many aspects of
diabetes care and controversies in the field. The conference felt like an “ADA redux” with many
renowned speakers discussing their work in an intimate setting. The breakout sessions were especially
enjoyable because they were attended by only a small portion of the conference attendees and were an
opportunity to get up close and personal with some of the most influential figures in the diabetes
community. In particular, we enjoyed Dr. Richard Bergenstal’s discussion of insulin regimens and Dr.
Mary Parks’ talk about the treatment of pre-diabetes. It is absolutely fantastic to get this information
out there for health care providers, and we look forward to attending the 2010 ADA Postgraduate
Course!
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Insulin and Pharmacotherapy for Diabetes
•

Richard Bergenstal, MD (International Diabetes Center, Minneapolis, MN) gave a
variety of tips for initiating and managing insulin use in type 2 patients, targeted
toward the practicing physician or educator. He advocated early insulin use after diagnosis
(within nine months or immediately if needed), and suggested that two-thirds of all patients will
require insulin to reach a target A1c of 7%. Characterizing insulins, he pointed out the longer duration
of action of Lantus (Sanofi-Aventis) over Levemir (Novo Nordisk) as a differentiator between the two
basal insulins. He also discussed his use of NPH insulin as initial therapy in patients who need rapid
glucose lowering from a high A1c and may not yet be ready to handle a more intensive full basal-bolus
regimen. He spoke in favor of SMBG for type 2 patients, but emphasized that doctors shouldn’t
“measure a number they won’t use.”

•

Robert Sherwin, MD (Yale University School of Medicine, New Haven CT) discussed the
impact of the ACCORD, ADVANCE, and VADT studies on doctors’ decisions between
different options for diabetes pharmacotherapy. He believes that no currently available drug
meets all the specific requirements of the ideal diabetes therapy. He advocated multi-component
therapy early in the course of the disease including intensive therapy for glycemic control, blood
pressure medication, lipid control, anti-platelet therapy, smoking cessation, diet, and lifestyle
changes. He would go further than the current ADA glycemic recommendations and advised for an
A1c goal of 6.5% for those patients who are not at increased cardiovascular risk and 7% for others. On
pre-diabetes, he emphasized that the medical community does not know enough about the long-term
effects of many glucose-lowering drugs to allow them to be used for the prevention of diabetes. He
opined that, if treatment for pre-diabetes is eventually recommended, it would begin with older drugs
that have an established safety record and not newer therapies.

•

Mary Parks, MD (FDA, Rockville, MD) discussed pre-diabetes and whether or not there
is enough information to recommend treatment before a diagnosis of diabetes. While
studies have shown that both lifestyle intervention and pharmacotherapy can be successful in
decreasing the conversion rate from pre-diabetes to diabetes, she believes that only lifestyle
interventions should be indicated for the pre-diabetes population at large. With pharmacotherapy,
she thinks the risks are not well understood, and that there is no firm evidence that treatment
prevents rather than delays the symptoms of diabetes. She also recommended tight glycemic
monitoring and the controlling of other CV risk factors besides glycemia as appropriate forms of prediabetes treatment. Notably, Parks said there may be some benefit to monitoring inflammatory
markers in people with pre-diabetes as well as diabetes proper, but this is yet to be confirmed for
certain. It is important for companies to demonstrate a benefit of pre-diabetes treatment that goes
above and beyond preventing the purely biochemical conversion to diabetes. Notably, about a third of
the audience said that they used metformin for the prevention of diabetes. We were very interested to
hear Dr. Parks’ perspective and were disappointed that so much of her talk was spent explaining
landmark prevention trials that are well-understood (STOP NIDDM, DPP, etc.).

•

Dr. Donald Coustan (Women and Infants Hospital of Rhode Island, Providence, RI) discussed
gestational diabetes (GDM) in the context of its diagnosis and treatment. While Dr. Coustan does not
believe that GDM by itself poses a risk of further health problems for pregnant women, studies have
shown that it may be a predictor of future type 2 diabetes. In addition, GDM can have negative
implications for the fetus, increasing the risk of perinatal mortality and the morbidity of conditions
like fetal hyperinsulinemia and increased birth weight. Dr. Cousan believes that dietary advice,
glucose monitoring, and insulin treatment as needed, can improve pregnancy outcomes in women at
risk for GDM. In addition, he believes that sulfonylureas can be used to reduce maternal
hyperglycemia at minimal risk to the fetus. He was much more cautious about metformin use, as it
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has been shown to cross the placental barrier in large amounts and many patients treated with
metformin nevertheless require supplemental insulin.
Guidelines for the Treatment of Diabetes
•

John Buse, MD, PhD (University of North Carolina School of Medicine, Chapel Hill, NC)
gave an overview of the current opinion regarding A1c targets from the ADA, AHA, and
ACC, based on the findings from the ACCORD, ADVANCE, and VADT trials. Dr. Buse
described the rationale behind the current ADA A1c target of <7.0%, noting that control to this level
has been shown to reliably reduce microvascular and neuropathic complications of diabetes. In
addition to these guidelines, Dr. Buse emphasized that proper diabetes care demands careful
attention to other factors such as lipid-lowering, statin use, smoking cessation, and a healthy lifestyle.
Disappointingly, data indicates that doctors tend not to change medications even if their patients are
not achieving targets in glycemia, blood pressure, or lipids.

•

Mayer Davidson, MD (Charles Drew University of Medicine and Science, Los Angeles,
CA) espoused the view that post-prandial glucose is not important in the care of type 2
diabetes patients. While he admitted that changes in glucose levels have been linked to similar
changes in oxidative stress levels, he said that glucose variability has not been linked to A1c and the
standard deviation of blood glucose levels has not been linked to microvascular complications. He
thinks that the best predictor of post-prandial glucose levels is in fact pre-prandial or fasting levels,
and that post-prandial highs can be best treated by lowering fasting sugar levels. This, he says,
adequately helps patients avoid complications without exposing them to the risk of hypoglycemia that
could come with post-prandial treatments like rapid-acting insulin.

•

In contrast to Dr. Davidson, Theresa Pearson, CDE (Fairview Health Services,
Minneapolis, MN) believes that post-prandial glycemic control is important to overall
control, and notably, that it is itself predictive of long-term mortality outcomes. She does
not think that the difference between pre- and post-prandial sugars is similar between patients,
because she thinks that there are many other factors that influence post-prandial levels. She believes
that it is valuable to test frequently those patients who will utilize the information to improve their
management, but also that testing is beneficial for all type 2 patients to help them keep track of the
progression of their disease.

•

George Bakris, MD (University of Chicago, Chicago, IL) emphasized early, aggressive,
and sustained blood pressure treatment for obese people with diabetes. Unlike glucose
control, there has been no demonstrated “legacy effect” with blood pressure reduction. If blood
pressure is not maintained at appropriate levels, the benefits subside. For this reason, trials support
early, aggressive, and sustained blood pressure reduction. The specific drugs used to lower blood
pressure aren’t particularly important, Dr. Bakris said (assuming patients tolerate them). Medical
associations basically agree that blood pressure should be below 130/80 mmHg and that “there
should be an ACE inhibitor in the drinking water”. In the general population, with a blood pressure of
115/75 mmHg a patient’s risk for cardiovascular events is very low, but is doubled when the pressure
increases to 135/85 mmHg. Many people in this range are not being treated. Cardiovascular risk is
quadrupled when blood pressure is up to 155/95 mmHg.

Diabetes Devices
•

Jay Skyler, MD (University of Miami Miller School of Medicine, Miami, FL), giving a
lecture for Lawrence Blonde, MD (Oschner Clinic, Baton Rouge, LA) called “SMBG and
CGM: What is the Evidence They make a Difference for Patients” was clear in his
support for SMBG in type 2 diabetes and the use of CGM in type 1 diabetes. He believes
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that SMBG use in type 2 diabetes is both very helpful in terms of glycemic control and very costeffective. He thinks that further studies would be useful to highlight these beliefs, and that these
studies should utilize a large patient population and collect data about hospitalizations related to
hypoglycemia. Historically, we understand coding for hospital visits for hypoglycemia has been
compromised, which may have compromised the estimates for hypoglycemia in the hospital. Finally,
he discussed the use of CGM in type 1 patients, citing several studies (most notably the JDRF study)
indicating that CGM is useful in improving glycemic control, particularly in those patients who use it
most often and change their behavior. We’re glad to see this focus on the practicality and economic
efficiency of these devices, and we hope that it spurs greater adoption.
— by Dan Belkin and Brendan Milliner

9. Literature Review: SEARCH for Diabetes in Youth study highlights
ethnic disparities
Mayer-Davis E, Bell R, Dabelea D, D’Agostino R, Imperatore G, Lawrence J, Liu L,
Marcovina S. Diabetes Care, March 2009.
http://care.diabetesjournals.org/cgi/content/full/32/Supplement_2/S99
The March 2009 issue of Diabetes Care included a supplemental set of articles summarizing the phase 1
results of the SEARCH for Diabetes in Youth Study. The aim of the SEARCH study is to characterize the
prevalence, incidence, risk factors, and complications of type 1 and type 2 diabetes in children and
adolescents aged 0-19 years in five major ethnic groups in the US: non-Hispanic white, Hispanic,
Asian/Pacific Islander, African American, and American Indian. The study is the largest of its kind ever
performed in the US, with six centers and a total of 3,444,039 participants in the prevalence component
and 5,072,988 participants in the incidence component. Participants were given a physical examination
as well as various clinical tests from blood and urine samples. In this publication, data were divided up
into five separate articles for each race plus a small summary article that states the study’s general
goals, focuses, and philosophy. There were some dramatic, although not entirely unexpected, disparities
between different races. There was a particularly high incidence and prevalence of type 2 diabetes in
Navajo Native American youth and African Americans, while non-Hispanic whites had the highest rates
of type 1 diabetes. The authors also highlighted differences in lifestyle between races that may be
involved in the differing rates of diabetes, such as poor diet in the African American population and a
disproportionately high level of obesity in Hispanics with type 1 or type 2 diabetes.
•

The aim of the SEARCH study was to characterize prevalence, incidence, risk factors,
and complications of type 1 and type 2 diabetes in children and adolescents 0-19 years
old in five major ethnic groups in the US (non-Hispanic white, Hispanic, Asian/Pacific
Islander, African American, and American Indian). In many areas of healthcare, there are
ethnic disparities in healthcare service and clinical outcomes. Several published articles have shown
that this disparity is particularly notable in the treatment of diabetes.

•

The SEARCH study draws from data collected at six medical centers. These centers include
the Cincinnati Children’s Hospital Medical Center, University of Colorado Center (multiple sites in
Colorado), the Pacific Health Research Institute (in Honolulu, HI), the Children’s Hospital and
Regional Medical Center (in Seattle, WA), and Kaiser Permanente Southern California (multiple sites
in southern California).

•

Subjects completed an initial patient survey to determine eligibility, and eligible
subjects were then invited for an in-person interview. The in-person interview consisted of
physician-administered questionnaires, self-administered questionnaires, a physical examination,
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and the collection of blood and urine. The survey included questions on the date and setting of
diagnosis, clinical presentation, age and body size at diagnosis, race/ethnicity, and socioeconomic
status. Blood tests included measurements of diabetes autoantibodies, A1c, fasting C-peptide, glucose
level and lipids. Albumin and creatinine were measured from urine.
•

Prevalence data was collected during 2001 and incidence data was collected from 20022005. This is the largest study of its kind, with a total of 3,444,039 participants in the prevalence
component and 5,072,988 participants in the incidence component.

•

The results of phase 1 of the SEARCH study were published as five articles detailing the
study’s results separately for each ethnicity and one article describing the overall goals,
focuses, and philosophy of the study. Phase 1 includes prevalence data (cases of diabetes that
have already been diagnosed, n= 6,064) for the year of 2001 and incidence data (newly diagnosed
cases, n= 4,700) for 2002-2005 (see figure 1 on the next page). Cases of diabetes were monitored at
six locations across the country. Phase 2, which began in 2005, is collecting data on new cases from
2006-2009, following-up on incident cases from phase 1, assessing the impact of quality of diabetes
care on clinical outcomes (both short- and long-term), and using this data to develop and validate
case definitions and classifications for diabetes in youth.

•

There were significant differences in rates of diabetes between ethnicities. Navajo Native
American youth had the highest rates of type 2 diabetes, with a prevalence of 2.36/1,000 and an
incidence of 35.3/100,000. Interestingly, Navajo Native American youth also had the lowest rates of
type 1 diabetes for all age groups. Non-Hispanic white youth had the highest rates of type 1 diabetes in
all age groups, and this group had a peak incidence at 10-14 years of age.

•

There were striking differences in glycemic control between ethnicities, particularly in
the 15-19 year age group. 21.5% of non-Hispanic white youth in this demographic had
poorly controlled A1c (≥9.5%), compared to 36.2% of Hispanic and 50.0% of African
American youth. Data for Navajo Native American youth and Asians/Pacific Islander youth were
not broken down by age, but the proportion of youth with type 1 diabetes and A1c ≥9.5% across all age
groups was 53.3% and 32.1% respectively.

•

Obesity and eating habits were also different between ethnicities. The authors highlighted
poor metabolic status and unhealthy lifestyles in African American youth with both type 1 and type 2
diabetes. Over 80% of African American youths reported a low intake of fruit and vegetables but a
high intake of saturated fat. The ADA recommends that people with diabetes receive <7% of their total
caloric intake from saturated fat; 100% of African American youth with diabetes in this study reported
that >7% of their caloric intake came from saturated fat. Interestingly, the authors note that average
BMI was much higher in Hispanic youth with type 1 diabetes than in other ethnicities, with 15-19 year
olds with type 1 diabetes having an average BMI of 25.5 kg/m2. Average BMI was not provided for
other ethnicities.
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Figure 1: The prevalence and incidence of types 1 and 2 diabetes in five ethnic groups.
Prevalence is expressed as patients with diabetes per 1,000 study participants. Incidence is expressed as
diagnoses of diabetes per 100,000 patient-years.

— by Kaku Armah, Brendan Milliner, and Nick Wilkie

10. Conference Preview: European Congress on Obesity
May 6-9, 2009 • Amsterdam, the Netherlands • www.easo.org/eco2009/index.htm
As obesity started to gain more momentum in the public eye several years back, we also started to
concentrate more on obesity focused conferences, and one that we are very excited to attend again is the
European Congress on Obesity. We first attended this conference last year where we reported more
signs of trouble for the CB-1 antagonist class. On a positive note, we picked up a great deal of knowledge
about the obesity field, which we hope to expand this year. The line-up of speakers is impressive and
includes an international group of obesity experts. The preliminary program is jam-packed with talks
from a variety of interesting clinical and research topics, and we are looking forward to learning more
about how researchers are tackling obesity from looking at genetic risk factors to studying the effects of
gut hormones on obesity to hearing about opinions on bariatric surgery. Sessions we are particularly
excited about include the LOSS study, sirtuins and metabolism, obesity and the gut, and
pharmacotherapy, and two sessions on surgical treatments of obesity, which have really started to
receive more attention in the last year in particular at scientific congresses. It appears that there are
multiple approaches being considered, and we hope to hear more about plans to implement them,
particularly on the preventative front. Obesity is preventable, but our obesogenic environment has
caused its prevalence to increase exponentially in the past decade, and steps need to be taken before it
burgeons out of control, especially in developing countries. We look forward to reporting from
Amsterdam, the Netherlands on this exciting conference! If you are interested in receiving our real-time
detailed report and don’t currently receive Closer Look, write to us at kelly.close@closeconcerns.com.
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Highlights
Day 1: Thursday, May 7
•

(9:30-11:00 am) Obesity management: chronic obesity management, LOSS study, and
lifestyle intervention. Pieter Spooren, MD, PhD (Free University Hospital, Amsterdam, The
Netherlands); Kurt Widhalm, MD, PhD (University of Vienna, Vienna, Austria); Carl Erik Flodmark,
MD, PhD (University Hospital, Malmö, Sweden); Riccardo Dalle Grave, MD (Villa Garda Hospital,
Verona, Italy); Donna Ryan, MD, PhD (Pennington Biomedical Research Center, Baton Rouge, LA);
and Mirjam Anne Lips, MD, PhD (Victoria University of Wellington, Wellington, New Zealand).

Day 2: Friday, May 8
•

(8:30-9:15 am) Sirtuins and metabolism. Johan Auwerx, MD, PhD (University Louis Pasteur,
Strasbourg, France).

•

(9:30-11:00 am) Obesity and the gut: gut microflora, nutrient sensing, and gut
hormones. Wim Saris, MD, PhD (Maastricht University, Maastricht, The Netherlands); Remy
Burcelin, MD, PhD (University of Lausanne, Lausanne, Switzerland); David Grundy, MD, PhD
(University of Sheffield, Sheffield, UK); Harry Peters, MD (VA-MD Regional College of Veterinary
Medicine, Blacksburg, Virginia); and Christine Fleißner, MD (German Institute of Human Nutrition,
Potsdam Rehbrücke, Germany).

•

(9:30-11:00 am) Pharmacotherapy. Stephan Rossner, MD, PhD (Karolinska University Hospital,
Stockholm, Sweden); Pierre Zelissen, MD, PhD (University Medical Center Utrecht, Utrecht, The
Netherlands); Carel Le Roux, MD (Imperial College, London, UK); Christoph Ebenbichler, MD
(Medical University Innsbruck, Innsbruck, Austria); Anders Sjodin, MD (University of Umeå, Umeå,
Sweden); and Steven Heymsfield, MD (St. Luke's-Roosevelt Hospital Center, New York, NY).

•

(3:00-4:30 pm) Food intake regulation: endocannabinoids, taste receptors, acute
stress, and hepatic frustose-1,6-bisphosphatase. Csaba Nyakas, MD (Semmelweis University,
Budapest, Hungary); Margriet Westerterp-Plantegena, MD, PhD (Maastricht University, Maastricht,
The Netherlands); Renato Pasquali, MD (S. Orsola-Malpighi Hospital, Bologna, Italy); Takashi
Yamamoto, MD (University of Tsukuba, Ibaraki, Japan); Jurriaan M. Born, MD (Maastricht
University, Maastricht, The Netherlands); and Sherley Visinoni, MD (University of Melbourne,
Heidelberg Repatriation Hospital, Victoria, Australia).

Day 3: Saturday, May 9
•

(9:30-11:00 am) Surgical treatment of obesity and type 2 diabetes. Luc Lemmens, MD
(BeNeLux Association of Bariatric Surgeons, Zwijndrecht, Belgium); Lars Sjostrom, MD, PhD
(Sahlgrenska University Hospital, Gothenburg, Sweden); Martin Fried, MD, PhD (Charles University
Teaching Hospital, Prague, Czech Republic); Luigi Angrisani, MD (University Federico II of Naples,
Naples, Italy); Nicola Scopinaro, MD, FACS (University of Genoa Medical School, Genoa, Italy);
Erlend Tuseth Aasheim, MD (Aker University Hospital, Oslo, Norway); and Andrew Hill, MD, PhD
(Leeds University School of Medicine, Leeds, UK).

•

(11:30 am-1:00 pm) Evidence based prevention and health promotion. Andrew Hill, MD,
PhD (Leeds University School of Medicine, Leeds, UK); Ingrid Steenhuis, MD, PhD (Erasmus
University, Rotterdam, The Netherland); Carolyn Summerbell, MD, PhD, SRD (University of
Teesside, Middlesbrough, UK); June Stevens, MD, PhD (University of North Carolina, Chapel Hill,
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NC); Marjory L. Moodie, MD (Deakin University, Melbourne, Australia); and Yves Jalbert, MD, PhD
(Institut national de santé publique du Québec (INSPQ), Quebec, Canada).
•

(11:30 am-1:00 pm) Surgical treatment. Luca Busetto, MD (Policlinico Universitario, Padova,
Italy); Jan Willem Greve, MD ((Maastricht University, Maastricht, The Netherlands); Francesco
Rubino, MD (New York-Presbyterian-Weill Cornell Medical Center, New York, NY); John Melissas,
MD (Medical School of the University of Crete, Crete, Greece); Chita Lippi, MD (Azienda OspedalieroUniversitaria Pisana, Pisa, Italy); and Stephan Herpertz, MD (University of Essen, Essen, Germany).
— by Melissa Tjota and Kelly Close

11. Diabetes Comings and Goings
•

Andy Ajello was appointed as Vice President for National Diabetes Sales, Managed Care and
Government Accounts at Novo Nordisk in mid-February. Andy has risen up impressively through the
ranks over eight years at Lilly; his experience launching Novolog should be valuable for the pending
liraglutide launch. He oversees over 2,100 sales reps at Novo Nordisk.

•

Ralph Alvarez, currently President and Chief Operating Officer of McDonald’s Corporation, joined
the Board of Directors at Eli Lilly in mid-February. We thought this was an interesting addition to the
board.

•

Joseph Capper replaced J. Richard Damron, Jr. as President and CEO of Home Diagnostics in late
February. Prior to taking the position at Home Diagnostics, Capper was President and CEO of CCS
Medical and should bring valuable experience to him.

•

Patrick Mahaffy, founder, president, and CEO of Pharmion, became a member of the board of
directors at Orexigen.

•

Anthony Murphy, currently Senior Vice President of human resources at Eli Lilly, will be retiring in
April 2009.

•

Tran Nguyen joined Metabasis as Vice President and Chief Financial Officer following his position
as Vice President of the Healthcare Investment Banking group at Citi Global Markets.

•

Brian Roberts joined Insulet as CFO and Carsten Boess took over leadership of European
operations.

•

Timothy Surgenor was named to the Board of Directors at NeuroMetrix. He is currently the
President, CEO, and Director of Cyberkinetics Neurotechnology Systems.

12. DCU Stock Chart and Final Thoughts
30‐Mar‐09
AGIXQ
(AtheroGenics)
ALKS (Alkermes)
AMLN (Amylin)
ARNA (Arena)
BIOD (Biodel)

0.003
11.82
11.32
3.23
5.05

27‐Feb‐09
0.02
10.08
9.13
4.17
3.72

‐85%
17%
24%
‐23%
36%

30‐Oct‐08
0.06
9.59
10.34
3.56
1.99

‐95%
23%
9%
‐9%
154%

31‐Mar‐08
0.8
11.88
29.21
6.84
10.85

‐
100%
‐1%
‐61%
‐53%
‐53%

IPO
8
5
14
18
15

‐
100%
136%
‐19%
‐82%
‐66%
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119K
1.12B
1.56B
239.65M
119.75M
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CJB (ConjuChem)
CVTX (CV
Therapeutics)
DXCM (DexCom)
ETRM
(EnteroMedics)
GENR (Genaera)
GSK
(GlaxoSmithKline)
HALO (Halozyme)
HDIX (Home
Diagnostics)
HGSI (Human
Genome Sciences)
ISIS (ISIS
Pharmaceuticals)
MBRX (Metabasis)
MIIS (MicroIslet)
MNKD (Mannkind)
NVO (Novo Nordisk)
OREX (Orexigen)
OSIP (OSI
Pharmaceuticals)
PODD (Insulet)
TTHI (Transition
Therapeutics)
VVUS (Vivus)
XOMA (XOMA
Limited)

0.11

0.07

57%

0.06

83%

0.09

22%

5.33

‐98%

26.3M

19.88
4.03

16
4.05

24%
0%

8.69
4.26

129%
‐5%

7.13
4.13

179%
‐2%

8
12

149%
‐66%

1.28B
185.01M

1.45
0.26

1.7
0.19

‐15%
37%

1.74
0.27

‐17%
‐4%

4.17
1.69

‐65%
‐85%

8
9

‐82%
‐97%

43.53M
4.54M

30.07
5.52

30.13
4.43

0%
25%

37.90
4.34

‐21%
27%

42.43
6.36

‐29%
‐13%

‐
6.27

‐
‐12%

78.01B
457.86M

5.27

6.62

‐20%

8.64

‐39%

6.96

‐24%

12

‐56%

90.99M

0.91

1.89

‐52%

3.09

‐71%

5.89

‐85%

21.5

‐96%

123.53M

14.82
0.43
0.0031
3.62
50.3
2.76

12.86
0.45
0.01
2.16
48.42
3.99

15%
‐4%
‐69%
68%
4%
‐31%

13.56
0.90
0.08
3.57
52.46
4.49

9%
‐52%
‐96%
1%
‐4%
‐39%

14.11
2.06
0.04
5.97
69.23
10.30

5%
‐79%
‐92%
‐39%
‐27%
‐73%

10
2.31
0.31
14
29.2
12

48%
‐81%
‐99%
‐74%
72%
‐77%

1.45B
15.07M
170.6K
369.31M
30.58B
95.66M

38.28
4.30

34.1
6.12

12%
‐30%

37.97
5.41

1%
‐21%

37.39
14.40

2%
‐70%

170
15

‐77%
‐71%

2.22B
119.69M

4.04
3.52

3.8
4.03

6%
‐13%

2.46
6.00

64%
‐41%

11.1
6.03

‐64%
‐42%

1.25
14.25

223%
‐75%

93.79M
245.23M

0.51

0.51

0%

1.27

‐60%

2.59

‐80%

8

‐94%

72.54M

March was a mixed month for diabetes and obesity related stocks – most companies with major drops
in price had event-driven disappointments, like Orexigen delaying its Contrave submission (down 31%).
Some companies reported positive news as well, such as MannKind submitting its NDA (up 68%, from a
low base), and Amylin announcing that no detrimental cardiovascular signal was seen in its metaanalysis of exenatide data (up 24%). We introduced a diabetes index this month and we’ll look forward
to watching the index over the coming months. For March 2009, the index is, of course, at 100.0.
Diabetes Close Up is a newsletter distributed eleven times per year highlighting notable information and
events related to the business of diabetes and obesity. Subscription information can be found on our
website www.closeconcerns.com. This newsletter is put forth as an unbiased commentary on the industry
and is not meant to serve as a recommendation to buy or sell any stocks. Public companies that are
current subscribers to Close Concerns’ industry newsletters (Diabetes Close Up and/or Closer Look)
include Abbott, Alkermes, Amylin, Bayer, Becton Dickinson, Biodel, DexCom, Insulet, Johnson &
Johnson, Medtronic, Merck, Novartis, Novo Nordisk, Pfizer, Roche, Sanofi-Aventis, and a number of
private companies.
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