

















41. PAGE 330:07 TO 331:08 (RUNNING 00:01:33.000)

07 Q. Okay. What is.it that

08 differentiates the hyperglygem.}a clamp from
09 the euglycemic clamp? Why is 1? the

10 euglycemic clamp is able to monitor or give
11 you information about insulin sensitivity or
12 resistance? F

13 A. In a euglycemic c}amg we are
14 looking at, we're interested in flpdlng out
15 how much insulin is required to malntaxn

16 normal glucose levels. Whereby in a 3

17 hyperglycemia clamp we're interested in E
18 finding out how much insulin the pancreas is
19 able to secrete in the face of abnormally

20 high glucose levels.

21 Q. How long has the

22 hyperglycemia clamp study or the procedure
23 been around?

24 A. I don't know, but it is a
00331:01 very well established way of studying the end
02 points that we discussed.

03 Q. And how long has the

04 euglycemic clamp procedure been available to
05 physicians or researchers?

06 A. I don't know, but it's a

07 procedure that is done very commonly in the
08 evaluation of antidiabetic drugs.

42. PAGE 331:12TO 331:20 (RUNNING 00:00:26.100)

12 Q. Have you, or has Lilly, or

13 are you aware of studies done with respect to
14 Zyprexa or olanzapine using the hyperglycemic
15 clamp procedure?

16 a. Yes. Those are the two

17 studies that I was referring to. One study
18 was a hyperglycemic clamp procedure.

&9 Q. So there's been one study?

20 A. Yes,

43. PAGE 331:23 TO 332:10 (RUNNING 00:00:33.100)

23 A. One study that has been

24 completed using the euglycemic clamp and one
00332:01 that is ongoing.

02 Q. How many people were in the

03 first euglycemic study, the one that's

04 completed? How many patients?

0s A, I don't recall exactly.

06 Q. Was it conducted -- do you
07 recall who conducted the study?

08 A. Yes. The first study was

09 conducted by the Endocrinology Department at
10 Indiana University.

44. PAGE 332:11 TO 332:22 (RUNNING 00:00:37.000)

11 Q. And the ongoing study, who's
12 conducting that?

13 . A. The second and ongoing

14 studies are being conducted in, at the

15 wuniversit

San Diego.
developed the pProtocols
Did Lilly develop the

16 Q.

17 for either study?
18 protocols?

19 4 A. - Lilly developed the Protocols
20 in consultation with the external, the

21 external experts who actually conducted the

2 study.

45. PAGE 332:23 TO 334:15 (RUNNING 00:02:15.000)

23 Q What did the first e

24 study attempt to test? ke
00333:01 A. As it relates to Zypr
02 attempted to test whether treatmenzp;it;' g



Zyprexa compared to treatment with placebo or.
another acypical antipsychotic, Risperidone,
on insulin sensitivity.

And can you tell me what the
mmarize the results for me?

o yYes. The findings were that
with Zyprexa or the other
iéﬁi.ﬁ'ﬁ::;xs did {\ot have an effect on insulin

censitivity, they did not lower insulin

sensitivity.
Q.

had an effect

sunmary -= of SY

was that £inding surprising
Lilly?
=2 L A. Not necessarily since the
ifi king at pctential
study was speczfxcally, loo =
mechanism's for a direct effect. And while,
obviously, these were important ageas to
study, we did not have an indication that we
would see 2 difference. \
+ Were the patients or the ——
were the patients who were in the_a study, did
they have any risk factors for diabetes?
A.

No.
. And is that true of the
02 ongoing euglycemic clamp study as well?

A. No. That is a different risk
04 factor. Let me qualify my first answer. The
05 patients who were in the first study where ==
06 the subjects who were in the first studies
07 did not have any risk fact -— any known risk
08 factors for diabetes. This does not speak to
09 genetic predisposition that I refer to. That
10 may not be, that the jndividual may not be
11 aware of.
12 The second study is a study
13 that is being conducted in patients with
14 schizophrenia and also includes patients who
15 have risk factors.

46. PAGE 354:09 TO 355:05 (RUNNING 00:01:00.200)

09 Q. Well, let me ask you this
10 way. Are there any studies that Lilly is
11 currently conducting to determine whether or
12 not there is a causal link between
13 antipsychotics and diabetes?
. A. Yes. We continue to, to
15 first monitor, evaluate the data that comes
16 £rom any of our trials, including all the
17 safety data, and then we are conducting a
18 euglycemic clamp study that I referred to
early on looking at insulin sensitivity in
g({ patients with schizophrenia. b B
Q. And the eu 1 in
22 study is a prospective Stuqd;:;cer\“.c gieaka
A.

23 It i
It is a prospective
00355.?"; controlled, randomized, double—bhn:‘ study
5 Q. ¥ i nsider that 5
s Would you consider that study
03 A i
o It is a three-month study
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= Ly ou kn: 3 v
e e Stoed tee®

[ TOTAL: 1 CLIP FROM 1 DEPOSITION (RUNNING 00:37:30.500




