Why patients need better insulin
therapies

Kelly Close
Close Concerns, Inc.
April 1, 2014

(CLOSE CONCERNS



About Us

(C\oser Look

7th \u\\-n\.\lunml Conference on Advance \\ \u\mnluyuw & \u«;mn.-m-. for piabetes (ATTD
14)

* Clos
e Concerns: founded in

Executive Highlights

of sessions: and we heard plenty of update fv-muulluwm of diabetes technology * glucose s¢ monitoring:

Guten tag) from Vienna, Austrid: whcr(‘ Day unjAl'll)zm.uuslumpp ed up! Today had jut ust a few hours O 2 a S a h e a It h
: care

regulatory appmml remote monitoring insulin d(hucr].dmed lmpmntrnl uud even smar tphone-

usslsmlnarh counting I n fo .

Abig Iughhqht« of the day was Abbott’s standing-’ room- _only corpor ate ~ympmmm on its next quwm(imu r m a tl

censing systerm “which will be @ device in anew product category it 15 % allin ”Hmh Glucose Monitorind- Y O n C

while much of the content ¢ freshed similar sessions at IDF an i EASD, ed its upt'clulmnfnr m a

2H14 CE Mark approv sal; shared new accuracy data from @ six-lot pros ctive )'uclol'y calibration study n

(MARD of 11% vS- finger sticks = crazy greats bmmuyln' not surprising since this is based on the original C u S e d

Also on the monitoring side, we hed ard @ smatterind of desig X uun Enlite senso”*
most notably, the senso¥ has lau.xchud in six European cuunlrics No accuuuu data was shared, though we

exclusi
Navigato® technology¥, which was ub«r-u«umhju time); SCUSS design dumk (we love u S I Ve | 0
that). This continues to be a very exciting and prumismq new cul lucose monit vchnnlnau I l I a b e t

imagine the 80% reduction in nnphum'd size and the new ¢ pattern will mlpmn e the system's 's

'r[nrlmlnu' [t sure looked good under the glass in the Exhibit Hall.

ur missi
rhis year's ATTP as a clear focus O (he artificial AT ¢ ohich was discussed ¢ h-nqlhmnwnﬂ'rcn(\'- s I 0 n ° t O .
) IMmpro

openind workshop oM n the EU'S 7 7th I‘mnnwurk program- D7 Steve Lane ((mmmrunl pirector, Trited:
Hlmycrﬁml UK) prm-uled an updulc on the progress of the AP@home project The next Step for the two”
pnr(quulu(e mulmam 'GM sites) aPP™ roach is an at home, 24/7:1 wo-nlrm,mudonlilcdﬂm(rollntllof
the University ¢ tftumbru!qc s system, W shich includes @ Hm\luh’ Vm-mulnr CGM and a Dand > SOOIL pump:

patie
et L e o nt outcomes by makin
g

The APE hnm('pny)crl is also working unusmglnupur syste!
collaboration with Dexcom and Roche- A second in-¢!
is lhujxcld moving- We expect very [oud results from this system:

In alate -afternoon gession on the artificial pun creas’ safety: we heard d growing consensus that mandatory e Ve r O n

remote monitoring ight not be necess y and is likel¥ ot practical uml in fact, may ot even be advocated e S m

by FDA. Dr- S0V Beck prov vlded the FDA\pw:p(‘nuvcun he topic via webe heast (budgeta™ a rte

muslrninls4.|h|'su-orkcd very W “hnuqh') prl’ r a O u t

sing that not all safety mmquumls used in clmiml trials
need to be impl

di
umui(unuq,wlmh«)uuhurm‘h'nlul as usefu (mdmnml " ials (1o ensure S ‘and to bette” o ferstand the I a b ete S
system) but p«-r’mp essary ¢ )mc\yi(rnlsuu’o the market (ub\'imnslydep«mlmqml rhvwmltu)j a n O .
ey s, Drs. Eran At e S I
‘ A y

nted in products that are

ately brought 10 market. An example is rem

(Schneider Children's Medical Center

Germany) debated u'lwllu'r v-r:mun' mnnih)ring will be rcqum’d As we've come 10 expect with such debates,
Dr. Dumwﬂlppn’d ln]nm pr. Atlas in arguing against remote monitorind: Both umh'mhd that the value of
s than is often anticl ipated, and the ¢/

remote munuurmq was in practice ™

is quite high- e believe remote monitoring ¥ t-\lrv:vm-h[ useful in trials, nonethel

* Provid
1 insulin detivert M> Lestie Lilly (CeQuT sarlborough, MA) Presei . e human JoctorS 4500 p I a tfo r m f
CeQur's PaQ insulin uclu-mydguiw-m " udy showed positive results regarding p(lhen( ~ happiness with e a It h c O r yo u n
are leaders | g
i rsis als

case of task completion and safety we also ap reciated seeing time” in-rang¢ dataon ¥ paQ, which clearly
I r ] .
redibly im
WWW closeconcerns-co 1 y I p O rt a t

has some real ;m(cnlml {o imprové outcomes: 3 See pelow for more, including Roche’s handling study of the

CLosE CONCERNS



Patients in the US are NOT improving over time...
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Insulin’s narrow therapeutic index 2 Hypoglycemia, a SERIOUS problem

JAMA Internal Medicine — March 10, 2014

97,648 emergency department (ED) visits for insulin-related
hypoglycemia and errors (IHEs) occur annually in the US

29% resulted in hospitalization

An estimated cost of 5640 m i I I iO n

At $1,387 per ED visit and $17,654 per hospitalization, per Quilliam et al., AJMC 2011.
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Hypoglycemia is a COSTLY problem

Oral Abstract #279 at ADA 2013

20,839 hospitalizations in 2009 due to hypoglycemia in
patients with type 1 diabetes

A total cost of $1 bi"iOn
Leading to 284 deaths

“While aggressive euglycemic control remains important for TIDM patients, the
clinical and financial implications of severe hypoglycemia are considerable.”
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Primary care providers are the front line for insulin use

Who decides whether to start insulin?

88% 11% 1%

M PCP only H PCP and endocrinologist ™ Endocrinologist only

Who decides whether to intensify insulin?

78% 19% 3%

M PCPonly HM™PCPand endocrinologist ™ Endocrinologist only

Source: dQ&A Primary Care Physician Panel; n=138 full-time primary care providers.

T14102/T14103 Thinking about the decision to start intensify insulin therapy for your patients (CLOSE CONCERNS

with type 2 diabetes, which of the following best describes your role?



And primary care providers have little time with patients

Average primary care visit length in 2005: 21 minutes

In a study of patients with type 2 diabetes, medical residents spent an

average of Only 5 minutes during visits discussing diabetes!

“Overall, there appear to be only one-half the endocrinologists

required to fill the needed positions in the U.S.”

Sources: Barnes et al., Diabetes Educ 2004; Chen et al., Archives of Internal Medicine 2009;

A Stewart, J Clin Endocrin Metab 2008 (CLOSE CONCERNS



PCPs cite many challenges associated with starting insulin

Think about the concerns patients express to you about starting insulin therapy.

Needles or Injecting 52%
Disease more serious
Lifestyle impact
Weight gain

Side effects

Cost

Doctor negativity

Other concerns

Social aspects

Source: dQ&A Primary Care Physician Panel; n=138 full-time primary care providers.

TI4108 Think about the concerns patients express to you about starting insulin therapy. Please ((:LOSE CONCERNS

drag the potential concerns below into rank order with the biggest concern at the top.



Appreciation abounds, for listening to patients

THANK YOU to the EMDAC panel. Your
legacy is to improve prospects for people
with diabetes. We thank you for taking
on this enormous task and for your work
on balancing risk and benefit.
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