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1, Mark A. Tracy, Ph.D., hereby declare and state as follows.

l. ' I have a B.S. dégree in Chemjcal Engineering, an M.S. degrée ‘in Chemivcal
Enginceﬁné, and a Ph.b. degree in'Physiéal Chemistry. I have over fifteen years expe‘rienc‘e‘in
" chemical erﬁgineering? .chemistry, aﬁd controlléd drug delivery tcchndlogy. [ am currently
qmployed by Alkermes, Inc. (“Alkcrmes”) as a Director of Férmulatim Development. [ have

been 'emplbyed by Alkermes since July 1992. A copy of my curriculum vitae is attached.

2. The above-captidned U.S. Patent Application No. 09/577,875 (“the ‘875
‘application™) is owned by Alkermes Controlled Therapeutics Inc. I, a subsidiary of Alkermes. I ,
have read and understood the ‘875 application. 1 am familiar with the technology of the

~

- invention disclosed in the ‘875 application thrbugh my education and my work at Alkermes.

3. I have read and understood U.S. Patent No. 5,656,299 to Kino et al. (“the Kino

'patent”). The Kino:patent does not explicitly disclose the viscosity of the injection vehicles used
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in the Test Examples The Kmo patent does not provnde any mformanon about mjectabxhty, or

the relatlonshlp between mjectablhty and v1scosuy of the mjectlon vehlcle
: : N

: 4 ) 1 * Test Examples 1 3, and 4 of the Kino petent‘use physiological salirl‘e asdt;h“ei
»lIl_]CCthIl vehlcle Based ‘upon my knowledge and expenence Lhe v1scosny of the phys;ologlcal
saline mjecnon vehlcle as the ﬂund phase of a suspenswn contammg the mlcrospheres of each of

- Test Eannples 1,3,and 4 of the Kmo patent is approx1mately one (1) cent1p01se (cp) at 20°C
SL - Test Example 2 of the Kino patent uses a 0.5% sodium carboxymethy-l cellulose - 'A
. (CMCY so‘l‘utioh'isotonizedi with mannitol as the injection l'ehicle; Based upon my kxn'lowledge‘
and ex‘perie‘n‘oe,‘the CMC is the viscosity-controlling component of the iojectlon thjcle of Test.
| Example 2 of th'e Kino patent. Thet CMC is the ViScosity-eontrolling COmpooent is exempliﬁed- '
by the two 1n_|ectlon vehxcles discloséd on page 10, lmes 10 17 of the ‘875 appllcatlon as
.' onglnally filed. The Formula 1 injection vehlcle described on page 10 of the ‘875 apphcatxon . :
contams 1. 5% CMC, and has a vnscos1ty of approximately 27 cp at 20°C. The Formula 2
i xnjectlon velucle descnbed on page 10 of the ‘875 applncatxon contains 0. 75% CMC and has a. |
v150051ty of approx1mately 7 cp at 20°C By reducing the CMC from 1.5%1t0 0. 75 %, the
v1scosxty dropped from 27 cpto7 cp Based upon my knowledge and expenence and the
| dxsclosure on page 10 lmes 10-17 of the ‘875 appllcatlon the v1scos1ty of the CMC mjecnon
vehicle as the fluid phase of a suspension conlalmng the mlcro5pheres of Test Example 2 of the

Kino patent is less than 7 cp at 20°C.

6.  Ihereby declare that all statements made herein of my own knowledge are true
and that all statements made on information and belief are believed to be true; and further that

these statemerlts were made with the knowledge that\ willful false statements and the like so
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Séites Code and that such willful false éta{emehts may jeopardize the validity of the above-

captionéd patent application or any patent issued thereon.

(T

Mark A. Tracy

Date: %}qﬂ, /7 2002 - -
0 -/
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