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I . INTRODUCTION 

This Investigation was instituted by the Commission on April 7, 2014 to determine 

whether certain hemostatic products and components thereof infringe U.S. Patent Nos. 8,303,981 

(the '"981 patent"); 8,512,729 (the "'729 patent"); 6,066,325 (the "'325 patent"); 8,357,378 (the 

"'378 patent"); and 8,603,511 (the "'511 patent").1 See 79 Fed. Reg. 19,124-125 (Apr. 7, 2014). 

The named respondents are Ethicon, Inc. and Ferrosan Medical Devices A/S (collectively, 

"Respondents").2 

Pursuant to Ground Rule 5A, a Markman hearing was held July 15, 2014 regarding the 

interpretation of certain terms of the asserted claims of the patents at issue, namely: 

• claims 1, 2, 4-10,12-19, and 21-27 of the '981 patent; 

e claims 1-7, 9-16, and 18 of the ' 729 patent; 

• claims 1-8 of the '325 patent; 

• claims 1-6 of the '378 patent; and 

• claims 1, 2, and 4-9 of the '511 patent. 

Prior to the hearing, Complainants Baxter International Inc, Baxter Healthcare 

Corporation, and Baxter Healthcare SA (collectively, "Baxter"), Respondents, and the 

Commission Investigative Staff ("Staff) met and conferred in an effort to reduce the number of 

disputed claim terms to a minimum. The parties also filed initial and reply claim construction 

briefs, wherein each party offered its construction for the claim terms in dispute, along with 

1 Complainants are the owner, by assignment, of the patent-in-suit. (Compl. at \ 26.) 
2 Respondents Veteria Labs S.A. de C.V. and BioVeteria Life Sciences LLC were terminated from the Investigation 
on March 11,2014. (See Order No. 14 (Mar. 11, 2014); Notice of Comm'n Determination Not to Review an Initial 
Determination Partially Terminating the Investigation Based on a Withdrawal of the Compl. (Apr. 1,2014).) 



support for its proposed interpretation. After the hearing and pursuant to Order No. 5, the parties 

submitted an updated Joint Claim Construction Chart. 

I I . IN G E N E R A L 

The claim terms construed in this Order are done so for the purposes of this section 337 

Investigation. Those terms not in dispute need not be construed. See Vanderlande Indus. 

NederlandBVv. Int'l Trade Comm'n, 366 F.3d 1311,1323 (Fed. Cir. 2004) (noting that the 

administrative law judge need only construe disputed claim terms). 

Hereafter, discovery and briefing in this Investigation shall be governed by this 

construction of the claim terms. All other claim terms shall be deemed undisputed and shall be 

interpreted by the undersigned in accordance with "their ordinary meaning as viewed by one of 

ordinary skill in the art." Apex Inc. v. Raritan Computer, Inc., 325 F.3d 1364, 1371 (Fed. Cir. 

2003), cert, denied, 540 U.S. 1073 (2003). 

I I I . R E L E V A N T L A W 

"An infiingement analysis entails two steps. The first step is determining the meaning 

and scope of the patent claims asserted to be infringed. The second step is comparing the 

properly construed claims to the device accused of infringing." Markman v. Westview 

Instruments, Inc., 52 F.3d 967, 976 (Fed. Cir. 1995) (en banc) (internal citations omitted), aff'd, 

517 U.S. 370 (1996). Claim construction is a "matter of law exclusively for the court." Id. at 

3 The claim terms discussed in detail in this Order were identified in the Updated Joint Proposed Claim Construction 
Chart as being agreed upon or remaining in dispute. For convenience, the briefs and chart submitted by the parties 
are referred to hereafter as: 

CMIB Baxter's Initial Markman Brief 
CMRB Baxter's Reply Markman Brief 
RMIB Respondents' Initial Markman Brief 
RMRB Respondents' Reply Markman Brief 
SMTB Staff s Initial Markman Brief 
SMRB Staff's Reply Markman Brief 
JC Updated Joint Proposed Claim Construction Chart 



970-71. "The construction of claims is simply a way of elaborating the normally terse claim 

language in order to understand and explain, but not to change, the scope of the claims." 

Embrex, Inc. v. Serv. Eng'g Corp., 216 F.3d 1343, 1347 (Fed. Cir. 2000). 

Claim construction focuses on the intrinsic evidence, which consists of the claims 

themselves, the specification, and the prosecution history. See Phillips v. AWH Corp., 415 F.3d 

1303, 1314 (Fed. Cir. 2005) (en banc); see also Markman, 52 F.3d at 979. As the Federal Circuit 

in Phillips explained, courts must analyze each of these components to determine the "ordinary 

and customary meaning of a claim term" as understood by a person of ordinary skill in the art at 

the time of the invention. 415 F.3d at 1313. "Such intrinsic evidence is the most significant 

source of the legally operative meaning of disputed claim language." Bell Atl. Network Servs., 

Inc. v. Covad Commc'ns Grp., Inc., 262 F.3d 1258, 1267 (Fed. Cir. 2001). 

"It is a 'bedrock principle' of patent law that 'the claims of a patent define the invention 

to which the patentee is entitled the right to exclude.'" Phillips, 415 F.3d at 1312 (quoting 

Innova/Pure Water, Inc. v. Safari Water Filtration Sys., Inc., 381 F.3d 1111,1115 (Fed. Cir. 

2004)). "Quite apart from the written description and the prosecution history, the claims 

themselves provide substantial guidance as to the meaning of particular claims terms." Id. at 

1314; see also Interactive Gift Express, Inc. v. Compuserve Inc., 256 F.3d 1323, 1331 (Fed. Cir. 

2001) ("In construing claims, the analytical focus must begin and remain centered on the 

language of the claims themselves, for it is that language that the patentee chose to use to 

'particularly point[ ] out and distinctly claim[ ] the subject matter which the patentee regards as 

his invention.'"). The context in which a term is used in an asserted claim can be "highly 

instructive." Phillips, 415 F.3d at 1314. Additionally, other claims in the same patent, asserted 

or unasserted, may also provide guidance as to the meaning of a claim term. Id, 



The specification "is always highly relevant to the claim construction analysis. Usually, it 

is dispositive; it is the single best guide to the meaning of a disputed term." Id. at 1315 (quoting 

Vitronics Corp. v. Conceptronic, Inc., 90 F.3d 1576,1582 (Fed. Cir. 1996)). "[T]he specification 

may reveal a special definition given to a claim term by the patentee that differs from the 

meaning it would otherwise possess. In such cases, the inventor's lexicography governs." Id. at 

1316. "In other cases, the specification may reveal an intentional disclaimer, or disavowal, of 

claim scope by the inventor." Id, As a general rale, however, the particular examples or 

embodiments discussed in the specification are not to be read into the claims as limitations. Id. at 

1323. In the end, "[t]he construction that stays true to the claim language and most naturally 

aligns with the patent's description of the invention wil l be . . . the correct construction." Id. at 

1316 (quoting Renishaw PLC v. Marposs Societa'per Azioni, 158 F.3d 1243,1250 (Fed. Cir. 

1998)). 

In addition to the claims and the specification, the prosecution history should be 

examined, i f in evidence. Id, at 1317; see also Liebel-Flarsheim Co. v. Medrad, Inc., 358 F.3d 

898, 913 (Fed. Cir. 2004). The prosecution history can "often inform the meaning of the claim 

language by demonstrating how the inventor understood the invention and whether the inventor 

limited the invention in the course of prosecution, making the claim scope narrower than it 

would otherwise be." Phillips, 415 F.3d at 1317; see also Chimie v. PPG Indus. Inc., 402 F.3d 

1371,1384 (Fed. Cir. 2005) ("The purpose of consulting the prosecution history in construing a 

claim is to 'exclude any interpretation that was disclaimed during prosecution.'"). 

When the intrinsic evidence does not establish the meaning of a claim, then extrinsic 

evidence (/. e., all evidence external to the patent and the prosecution history, including 

dictionaries, inventor testimony, expert testimony, and learned treatises) may be considered. 



Phillips, 415 F.3d at 1317. Extrinsic evidence is generally viewed as less reliable than the patent 

itself and its prosecution history in determining how to define claim terms. Id. at 1317. "The 

court may receive extrinsic evidence to educate itself about the invention and the relevant 

technology, but the court may not use extrinsic evidence to arrive at a claim construction that is 

clearly at odds with the construction mandated by the intrinsic evidence." Elkay Mfg. Co. v. Ebco 

Mfg. Co., 192 F.3d 973, 977 (Fed. Cir. 1999). 

If, after a review of the intrinsic and extrinsic evidence, a claim term remains ambiguous, 

the claim should be construed so as to maintain its validity. Phillips, 415 F.3d at 1327. Claims, 

however, cannot be judicially rewritten in order to fu l f i l l the axiom of preserving their validity. 

See Rhine v. Casio, Inc., 183 F.3d 1342, 1345 (Fed. Cir. 1999). Thus, " i f the only claim 

construction that is consistent with the claim's language and the written description renders the 

claim invalid, then the axiom does not apply and the claim is simply invalid." Id. 

IV. L E V E L OF ORDINARY S K I L L IN T H E ART 

Baxter submits that "the asserted patents are directed to a group comprised of individuals 

with degrees, or equivalent experience, in chemistry, chemical engineering, materials science, 

surgical care, biology, and/or polymer science and a few years of experience working in the 

field. As a practical matter, such individuals would or could be working as part of a team, and 

the number of years of required experience working in the relevant field would vary depending 

on the level of education." (Baxter POSITA Resp. at 1.) 

Respondents believe that a person of ordinary skill in the art would have "at least a 

master's degree in chemistry, chemical engineering, or a similar discipline with two or more 

years of experience in the area of swellable polymers." (Respondents' POSITA Resp. at 1.) 



In Staffs view, a person of ordinary skill in the art "would have had a Master's or 

Bachelor's degree in chemistry, chemical engineering, biochemistry, materials science, or 

polymer science (or the equivalent) and 1-3 years of experience (depending on educational level) 

working with polymeric compositions, including some experience with swellable polymers." 

(Staff POSITA Resp. a t l . ) 

Accordingly, the undersigned finds that one of ordinary skill in the art would possess a 

master's degree in chemistry, chemical engineering, biochemistry, materials science, polymer 

science, or a similar discipline with two or more years of experience working with polymeric 

compositions, including some experience with swellable polymers. In addition, one of ordinary 

skill in the art shall be commensurate with the time of the respective inventions, i.e., the effective 

filing date(s) for the patents-in-suit. 



V. T H E ASSERTED PATENTS 

The five asserted patents relate to hemostatic gel compositions that may be used to 

control bleeding during surgery. (See Compl. at fflf 1, 17; RMIB at 3-4; SMIB at 2.) The chart set 

forth below shows the relationship among the asserted patents4 and their parent applications. 

U.S. Provisional 

Application 

60/050,437 

filed 6/18/1997 

13/174,963 
filed 7/1/2011 

issued as 
U.S. Patent Mo. 

8,303,981 
on 11/6/2012 

CON 

K— 

13/665,475 
filed 10/31/2012 

issued as 
U.S. Patent No. 

8,512,729 
on 8/20/2013 

CIP 

08/903,674 
filed 7/31/1997 

issued as 
U.S. Patent Mo. 

6,063,061 
on 5/16/2000 

CIP 

09/032,370 

filed 2/27/1998 
issued as 

U.S. Patent No. 
6,066,325 

on 5/23/2000 

CON 

09/553,969 
filed 4/21/20-50 

Abandoned 

CIP 

CON 

08/704,852 
filed 8/27/1996 

Abandoned 

13/114,784 
tiled b/24/^011 

issued as 
U.S. Patent No. 

8,357,378 
on 1/22/2013 

CON 

13/744,949 
filed 1/18/2013 

issued as 
U.S. Patent No. 

8,603,511 
on 12/10/2013 

(SMIB at 2; see also CMIB at 8; RMIB at 3.) 

4 The asserted patents are shaded in gray. 
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A. The '325 Patent 

The '325 patent, entitled "Fragmented Polymeric Compositions and Methods for Their 

Use," issued on May 23, 2000. The '325 patent is assigned on its face to Fusion Medical 

Technologies Inc. The '325 patent generally relates to biocompatible polymeric compositions 

and methods of using such compositions to control bleeding while allowing for delivery of drugs 

and/or other biologically active agents as the composition degrades. (Compl. at 31.) 

The '325 patent has 8 claims, all of which are asserted against Respondents. The asserted 

claims read as follows (with the first instance of the agreed-upon terms highlighted in italics and 

the disputed terms highlighted in bold): 

1. A fragmented biocompatible hydrogel which is at least partially hydrated and is 

substantially free from an aqueous phase, wherein said hydrogel comprises gelatin and 
wil l absorb water when delivered to a moist tissue target site and, wherein the gel has a 
subunit size in the range from 0,01 mm to 5 mm when fully hydrated and an equilibrium 
swell from 400% to 5000%, said hydrogel being present in an applicator. 

2. The hydrogel of claim 1, having an in vivo degradation time of less than one year. 

3. The hydrogel of any of claims 1 and 2, said hydrogel being at least partially hydrated 
with an aqueous medium comprising an active agent. 

4. The hydrogel of claim 3, wherein the active agent is a clotting agent. 

5. The hydrogel of claim 4, wherein the clotting agent is thrombin. 

6. A method for delivering an active agent to a patient, said method comprising 
administering to a target site on the patient an amount of the hydrogel of claim 3. 

7. A method for delivering a clotting agent to a patient, said method comprising 
administering from the applicator to a bleeding target site an amount of the hydrogel of 
claim 4 sufficient to inhibit bleeding. 

8. A method for delivering thrombin to a patient, said method comprising administering 
from the applicator to a bleeding target site an amount of the hydrogel of claim 5 
sufficient to inhibit bleeding. 



B. The '981 Patent 

The '981 patent is entitled "Fragmented Polymeric Compositions and Methods for Their 

Use." The '981 patent issued on November 6, 2012, and is assigned to Baxter International Inc. 

and Baxter Healthcare S.A. The '981 patent is directed to methods for preparing and delivering 

biocompatible polymeric compositions, which allow surgeons to "quickly and efficiently" 

prepare the composition and apply it to a target site in a patient's body. (Compl. at 134.) 

The '981 patent has 27 claims, of which claims 1, 2, 4-10,12-19, and 21-27 are asserted 

against Respondents. The asserted claims read as follows (with the first instance of the agreed-

upon terms highlighted in italics and the disputed terms highlighted in bold): 

1. A method for preparing a hemostatic composition, the method comprising: preparing an 
aqueous solution containing thrombin; drawing the aqueous solution into a first syringe; 
connecting the first syringe with a fitting; connecting a second syringe with the fitting, 
wherein the second syringe contains an amount of resorbable fragmented cross linked 
gelatin gel having an equilibrium swell value within a range from about 400% to about 
1300%>; injecting the aqueous thrombin solution from the first syringe into the gelatin gel 
contained in the second syringe; passing the combined thrombin solution and gelatin gel 
back and forth between the first and second syringes, thereby mixing the thrombin 
solution and gelatin gel so as to form the hemostatic composition; and 
delivering the hemostatic composition to a bleeding site or bleeding tissue surface of a 
patient, or to an abraded or damaged tissue surface of a patient, wherein the formula 

equilibrium wet weight - dry weight 
100% X — ; P- — 

dry weight 

characterizes the equilibrium swell value of the gelatin gel. 

2. The method according to claim 1, wherein the fitting comprises a Luer fitting. 

4. The method according to claim 1, wherein the step of preparing the aqueous thrombin 
solution comprises dissolving a dried thrombin component with a liquid component. 

5. The method according to claim 1, comprising delivering the hemostatic composition to 
the bleeding tissue surface of the patient. 

6. The method according to claim 5, wherein the tissue surface comprises an organ surface 
selected from the group consisting of a liver surface, a spleen surface, a heart surface, a 
kidney surface, an intestine surface, a blood vessel surface, and a vascular organ surface. 

- 9 -



7. The method according to claim 1, comprising delivering the hemostatic component to the 
abraded or damaged tissue surface. 

8. The method according to claim 7, wherein the tissue surface comprises an organ surface 
selected from the group consisting of a liver surface, a spleen surface, a heart surface, a 
kidney surface, an intestine surface, a blood vessel surface, and a vascular organ surface. 

9. A method for preparing a hemostatic composition, the method comprising: connecting a 
first syringe with a fitting, wherein the first syringe contains an amount of resorbable 
fragmented cross linked gelatin gel having an equilibrium swell value within a range 
from about 400% to about 1300%; connecting a second syringe with the fitting, wherein 
the second syringe contains an amount of thrombin in aqueous solution; mixing the 
thrombin solution and gelatin gel by passing them back and forth between the first and 
second syringes, thus forming the hemostatic composition; and delivering the hemostatic 
composition to a bleeding site or bleeding tissue surface of a patient, or to an abraded or 
damaged tissue surface of a patient. 

10. The method according to claim 9, wherein the fitting comprises a Luer fitting. 

12. The method according to claim 9, comprising delivering the hemostatic composition to 
the bleeding site on the patient. 

13. The method according to claim 9, comprising delivering the hemostatic composition to 
the bleeding tissue surface of the patient. 

14. The method according to claim 13, wherein the tissue surface comprises an organ surface 
selected from the group consisting of a liver surface, a spleen surface, a heart surface, a 
kidney surface, an intestine surface, a blood vessel surface, and a vascular organ surface. 

15. The method according to claim 9, comprising delivering the hemostatic component to the 
abraded or damaged tissue surface. 

16. The method according to claim 15, wherein the tissue surface comprises an organ surface 
selected from the group consisting of a liver surface, a spleen surface, a heart surface, a 
kidney surface, an intestine surface, a blood vessel surface, and a vascular organ surface. 

17. A method for preparing a hemostatic composition, the method comprising: obtaining a 
first syringe, the first syringe containing an amount of resorbable fragmented cross linked 
gelatin gel, wherein the gelatin gel is at least partially hydrated; preparing a second 
syringe, the second syringe containing an amount of thrombin in aqueous solution; 
connecting the first syringe and the second syringe; and mixing the amounts of thrombin 
and gelatin gel, thus forming the hemostatic composition; and delivering the hemostatic 
composition to a bleeding site or bleeding tissue surface of a patient, or to an abraded or 
damaged tissue surface of a patient. 

-10 -



18. The method according to claim 17, wherein the connecting step comprises connecting the 
first and second syringes with a fitting. 

19. The method according to claim 18, wherein the fitting comprises a Luer fitting. 

21. The method according to claim 18, wherein the step of preparing the second syringe 
comprises dissolving a dried thi-ombin component with a liquid component. 

22. The method according to claim 17, comprising delivering the hemostatic composition to 
the bleeding tissue surface of the patient. 

23. The method according to claim 22, wherein the tissue surface comprises an organ surface 
selected from the group consisting of a liver surface, a spleen surface, a heart surface, a 
kidney surface, an intestine surface, a blood vessel surface, and a vascular organ surface. 

24. The method according to claim 17, comprising delivering the hemostatic component to 
the abraded or damaged tissue surface. 

25. The method according to claim 24, wherein the tissue surface comprises an organ surface 
selected from the group consisting of a liver surface, a spleen surface, a heart surface, a 
kidney surface, an intestine surface, a blood vessel surface, and a vascular organ surface. 

26. The method according to claim 1, comprising delivering the hemostatic composition to 
the bleeding site of the patient. 

27. The method according to claim 17, comprising delivering the hemostatic composition to 
the bleeding site of the patient. 

C. The '378 Patent 

The '378 patent, entitled "Fragmented Polymeric Compositions and Methods for Their 

Use," issued on January 22, 2013. The '378 patent is assigned to Baxter International Inc. and 

Baxter Healthcare S.A. The '378 patent generally relates to "a medical delivery device for the 

delivery to a target site in a patient's body o f . . . biocompatible polymeric compositions . . . , 

beneficial for localized drug delivery." (Compl. at ^ 40.) 

The '378 patent has 6 claims, all of which are asserted against Respondents. The asserted 

claims read as follows (with the first instance of the agreed-upon terms highlighted in italics and 

the disputed terms highlighted in bold): 

-11 -



1. A medical delivery device consisting of: a sterile syringe having an extrusion orifice; and 
an amount of a resorbable fragmented partially hydrated cross-linked gelatin gel 
present in the syringe, wherein the gel has an equilibrium swell ranging from 400% to 
1300%. 

2. The device according to claim 1, wherein the gel has an equilibrium swell ranging from 
500% to 1100%. 

3. The device according to claim 2, wherein the gel biodegrades in a patient's body in a time 
period ranging from 1 to 90 days. 

4. The device according to claim 1, wherein the gel biodegrades in a patient's body in time 
period ranging from 2 to 30 days. 

5. The device according to claim 1, wherein the gel resorbs in a time period ranging from 14 
to 60 days. 

6. The device according to claim 1, wherein the diameter of the extrusion orifice is in the 
range from 0.01 mm to 5.0 mm. 

D. The '729 Patent 

The '729 patent is entitled "Fragmented Polymeric Compositions and Methods for Their 

Use." The '729 patent issued on August 20, 2013, and is assigned to Baxter International Inc. 

and Baxter Healthcare S.A. The '729 patent is directed to methods for delivering biocompatible 

compositions to various treatments sites in a patient's body. (Compl. at ^ 37.) 

The '729 patent has 18 claims, of which claims 1-7, 9-16, and 18 are asserted against 

Respondents. The asserted claims read as follows (with the first instance of the agreed-upon 

terms highlighted in italics and the disputed terms highlighted in bold): 

1. A method of treating a patient with a hemostatic composition, the method comprising: 
delivering the hemostatic composition to a treatment site of the patient, wherein the 
hemostatic composition comprises a mixture containing an amount of thrombin and an 
amount of resorbable fragmented cross-linked gelatin gel having an equilibrium swell 
value within a range from 400% to 1300%). 

2. The method according to claim 1, wherein the treatment site is a bleeding site or bleeding 
tissue surface of a patient, or an abraded or damaged tissue surface of a patient. 

- 12-



3. The method according to claim 1, wherein the delivery step includes extruding the 
mixture from a syringe to the treatment site. 

4. The method according to claim 2, wherein the tissue surface comprises an organ surface 
selected from the group consisting of a liver surface, a spleen surface, a heart surface, a 
kidney surface, an intestine surface, a blood vessel surface, and a vascular organ surface. 

5. The method according to claim 2, comprising delivering the hemostatic composition to 
the bleeding site or bleeding tissue surface of the patient. 

6. The method according to claim 2, comprising delivering the hemostatic component to the 
abraded or damaged tissue surface. 

7. A method of treating a patient with a hemostatic composition, the method comprising: 
delivering the hemostatic composition from a syringe to a treatment site of the patient, 
wherein the hemostatic composition comprises a mixture containing an amount of 
aqueous buffer and an amount of resorbable fragmented cross-linked gelatin gel having 
an equilibrium swell value within a range from 400% to 1300%). 

9. The method according to claim 7, wherein the aqueous buffer comprises sodium chloride. 

10. A method of treating a patient with a hemostatic composition, the method comprising: 
delivering the hemostatic composition from a syringe to a treatment site of the patient, 
wherein the hemostatic composition comprises a mixture containing an amount of sterile 
saline for injection and an amount of resorbable fragmented cross-linked gelatin gel 
having an equilibrium swell value within a range from 400% to 1300%. 

11. A method of treating a patient with a hemostatic composition, the method comprising: 
delivering the hemostatic composition from a syringe to a target site of the patient, 
wherein the hemostatic composition comprises a mixture containing an amount of sterile 
water and an amount of resorbable fragmented cross-linked gelatin gel having an 
equilibrium swell value within a range from 400% to 1300%). 

12. The method according to claim 11, wherein the gelatin gel is at least partially hydrated. 

13. A method of treating a patient with a hemostatic composition, the method comprising: 
delivering the hemostatic composition from a syringe to a treatment site of the patient, 
wherein the hemostatic composition comprises a mixture containing an amount of 
aqueous medium and an amount of resorbable fragmented cross-linked gelatin gel having 
an equilibrium swell value within a range from 400% to 1300%). 

14. The method according to claim 1, wherein the hemostatic composition consists 
essentially of the mixture containing the amount of thrombin and the amount of 
resorbable fragmented cross-linked gelatin gel. 

- 13 -



15. The method according to claim 7, wherein the hemostatic composition consists 
essentially of the mixture containing the amount of aqueous buffer and the amount of 
resorbable fragmented cross-linked gelatin gel. 

16. The method according to claim 10, wherein the hemostatic composition consists 
essentially of the mixture containing the amount of sterile saline for injection and the 
amount of resorbable fragmented cross-linked gelatin gel. 

18. The method according to claim 13, wherein the hemostatic composition consists 
essentially of the mixture containing the amount of aqueous medium and the amount of 
resorbable fragmented cross-linked gelatin gel. 

E . The '511 Patent 

The '511 patent is entitled "Fragmented Polymeric Compositions and Methods for Their 

Use." The '511 patent issued on December 10, 2013, and is assigned to Baxter International Inc. 

and Baxter Healthcare S.A. The '511 patent generally relates to "a medical delivery device for 

the delivery to a target site in a patient's body o f . . . biocompatible polymeric compositions . . . , 

beneficial for localized drug delivery." (Compl. at If 43.) 

The '511 patent has 9 claims, of which claims 1, 2, and 4-9 are asserted against 

Respondents. The asserted claims read as follows (with the first instance of the agreed-upon 

terms highlighted in italics and the disputed terms highlighted in bold): 

1. A medical delivery device, comprising: a sterile syringe having an extrusion orifice; and 
an amount of a resorbable fragmented partially hydrated cross-linked gelatin gel 
present in the syringe, wherein the gel has an equilibrium swell ranging from 400% to 
1300%. 

2. The device according to claim 1, further comprising an amount of aqueous buffer present 
in the syringe. 

4. The device according to claim 2, wherein the aqueous buffer comprises sodium chloride. 

5. The device according to claim 1, further comprising an amount of sterile saline for 
injection present in the syringe. 

6. The device according to claim 1, further comprising an amount of a hemostatic agent 
present in the syringe. 

- 1 4 -



7. The device according to claim 6, wherein the hemostatic agent comprises an amount of 
thrombin. 

8. The device according to claim 1, wherein the gel has an equilibrium swell ranging from 
500% to 1100%. 

9. The device according to claim 1, wherein the diameter of the extrusion orifice is in the 
range from 0.01 mm to 5.0 mm. 

VI. C L A I M CONSTRUCTION 

A. Agreed-Upon and Disputed Claim Terms 

1. Construction of Agreed-Upon Claim Terms 

The parties agree on the construction of the following terms: 

Claim Term Relevant Patent(s)/Claim(s) Agreed-to Definition 

"fragmented" '325 Patent: claim 1 
'981 Patent: claims 1,9, 17 

'378 Patent: claim 1 
'729 Patent: claims 1, 7, 10-

11, 13-16, 18 
'511 Patent: claim 1 

"in the form of discrete 
snbunits" 

"gel" '325 Patent: claim 1 "hydrogel" 
"gelatin gel" '981 Patent: claims 1, 9, 17 

'378 Patent: claim 1 
'729 Patent: claims 1,7, 10-

16, 18 
'511 Patent: claim 1 

"a hydrogel in which the 
polymer is gelatin" 

"fully hydrated" '325 Patent: claim 1 "having a moisture content 
greater than that 

corresponding to 95% of the 
equilibrium swell of the 

hydrogel" 

"subunit size" '325 Patent: claim 1 "the characteristic width or 
diameter of a discrete piece 

of hydrogel" 

"Has a subunit size in the 
range from 0.01 mm to 5 
mm when fully hydrated" 

'325 Patent: claim 1 "has a characteristic width or 
diameter of a discrete piece of 

hydrogel in the range from 
0.01 mm to 5 mm when fully , 

hydrated" 

- 15-



Claim Term Relevant l>atcnt(K)/< Taim(s) Agreed-to Definition 

"equilibrium swell" or 
"equilibrium swell value" 

'325 Patent: claim 1 
'981 Patent: claims 1, 9 
'378 Patent: claims 1-2 

'729 Patent: claims 1, 7, lu
l l , 13 

'511 Patent: claims 1, 8 

"The percent swell at 
equilibrium after the polymeric 
material has been immersed in a 
wetting agent for a time period 
sufficient for water content to 

become constant" where 
"percent swell" means that "the 

dry weight is subtracted from the 
wet weight, divided by the dry 
weight and multiplied by 100, 
where wet weight is measured 

after the wetting agent has been 
removed as completely as 

possible from the exterior of the 
material, and where dry weight 
is measured after exposure to an 
elevated temperature for a time 

sufficient to evaporate the 
wetting agent." 

"substantially free from an 
aqueous phase" 

'325 Patent: claim 1 "Not hydrated substantially 
above the hydrogel's capacity to 
have water or an aqueous buffer 
bound up such that free water 

(or free aqueous phase) 
comprises no more than 10 
percent by weight of the 
hydrogel composition." 

(JCat 1-3.) 

The undersigned hereby adopts the parties' proposed constructions and shall construe the 

terms set forth above according to their agreed-to definitions. 
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2. Construction of the Disputed Claim Terms 

a) "hydrogel" 

The term "hydrogel" appears in claims 1-8 of the '325 patent. The parties agree that the 

first portion of the definition is "single phase aqueous colloid in which a biologic or non-biologic 

polymer absorbs water or an aqueous buffer." (Elliott, 7/15/14 Tr. at 35:3-11; JC at 3.) The 

parties, however, disagree on whether or not to include a "non-dry" requirement and have 

proposed the following constructions: 

B A X T E R RESPONDENTS S T A F F 

"single phase aqueous colloid 
in which a biologic or non-
biologic polymer absorbs 
water or an aqueous buffer" 

"single phase aqueous colloid 
in which a biologic or non-
biologic polymer absorbs 
water or an aqueous buffer in 
an amount greater than or 
equal to 20% by weight" 

"single phase aqueous colloid 
in which a biologic or non-
biologic polymer absorbs 
water or an aqueous buffer in 
an amount sufficient to be 
swollen and not a free flowing 
powder" 

Baxter argues that both Respondents and Staff improperly add a limitation concerning the 

required moisture content of the hydrogel. (CMRB at 3.) According to Baxter, the word 

"aqueous" already covers the concept that the hydrogel is not dry. (Id.) However, i f the 

undersigned does include such a limitation, Baxter would agree to Staffs proposed construction. 

(Id. at 4 (stating that Staffs proposed construction "is most consistent with the specification, 

requiring that the composition have a moisture content above the residual moisture content of 

loose, free-flowing powders.").) 

As to Respondents' proposed construction, Baxter argues that it "ignorejs] the 

specification's teaching that dry powders wil l 'typically' or 'usually,' but not necessarily, have a 

moisture content below 20%." (Id. (citing JMX-1 at 5:60, 8:42-43).) Indeed, Baxter contends 

that the specification does not set an exact moisture content requirement.for dry powders. (Id.) 
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Respondents argue that the specification teaches that to be a hydrogel, the material must 

have a moisture content sufficiently high so that the material wil l act as a hydrogel. (RMIB at 

10.) According to Respondents, their proposed construction distinguishes the claimed hydrogels 

from dry powders and starting materials. (Id. at 10-11.) Respondents also submit that other 

Baxter patents define "dry" compositions as having a moisture content of 20% or less by weight. 

(Id. at 12 (citing RMX-0007 at EITC00002766; RMX-0008 at EITC00003398-99).) As to 

Staffs proposed construction, Respondents agree that it also distinguishes hydrogels from dry 

material. (Id. at 13; RMRB at 5.) 

Staff claims that its proposed construction reflects that a hydrogel is not dry and is based 

directly on the specification. (SMIB at 8,10 (citing JMX-1 at 5:40-43, 7:9-11, 5:38-40, 6:3-5).) 

According to Staff, the specification repeatedly distinguishes between dry power and a hydrogel 

by stating that dry powder is a precursor from which hydrogels are formed. (Id. at 10 (citing 

JMX-1 at 5:40-43, 7:9-11, 5:38-40, 6:3-5).) Staff also contends that the applicant relied upon the 

non-dry characteristic of hydrogels to distinguish prior art during prosecution. (Id. at 10-11.) 

While Staffs and Respondents' constructions are similar, Staff argues that its proposed 

construction "better reflects the specification's discussion of 'dry ' compositions." (Id. at 13 

(citing JMX-1 at 8:41-45).) 

The undersigned finds Staffs arguments persuasive. The parties all agree that a 

"hydrogel" is not dry. (See Ben-Ami, 7/15/14 Tr. at 31:4-11; CMRB at 3; RMIB at 10-11; SMIB 

at 9-12; SMRB at 5-6.). In addition, the specification distinguishes between hydrogels and dry 

powder by stating that the dry powder "wil l be useful as a starting material for preparation of the 

hydrogels." (JMX-1 at 5:38-42.) Baxter's position is undercut by the fact that Baxter agrees 

with Staffs construction for the term "partially hydrated." (See JC at 3.) The construction 
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proposed by Baxter and Staff for that term delineates the boundary between partially hydrated 

and dry by stating that "partially hydrated" means "having a moisture content sufficient to be 

swollen and not a free flowing powder . . . ." (See id.; SMIB at 19; Bhattacharyya, 7/15/14 Tr. at 

106:7-107:6.) This is consistent with the specification, which states that "[t]he term 'dry' will 

mean that the moisture content is sufficiently low, typically below 20% by weight water, so that 

the powder will be free-flowing and that the individual particles wil l not aggregate." (JMX-1 at 

5:59-62.) Moreover, Baxter stated that Staffs proposed construction should be adopted i f a non-

dry limitation is included. (See CMRB at 4.) The undersigned therefore rejects Baxter's 

proposed construction. The undersigned also rejects Respondents' proposed construction 

because the specification uses the words "typically" and "usually" when referring to a 20% limit 

and thus, such a strict numerical limit is merely an example and should not be imported into the 

claim construction. (See, e.g., JMX-1 at 5:59-62; 8:37-45.) Furthermore, the fact that other 

Baxter patents may define "hydrogel" in a certain way is not persuasive. 

Accordingly, the undersigned hereby construes the term "hydrogel" as "singlephase 

aqueous colloid in which a biologic or non-biologic polymer absorbs water or an aqueous 

buffer in an amount sufficient to be swollen and not a free flowing powder." 
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b) "partially hydrated" 

The term "partially hydrated" appears in claims 1 and 3 of '325 patent, claim 17 of the 

'981 patent, claim 1 of the '378 patent, claim 12 of the '729 patent, and claim 1 of the '511 

patent. The parties disagree on the proper claim construction and have proposed the following 

constructions: 

B A X T E R 5 RESPONDENTS S T A F F 

"having a moisture content 
sufficient to be swollen and not a 
free flowing powder, but less 
than or equal to the moisture 
content corresponding to 95% of 
the equilibrium swell of the 
hydrogel or gelatin gel." 

"having a moisture content 
greater than or equal to 20% by 
weight but less than or equal to 
the moisture content 
corresponding to 95% of the 
equilibrium swell of the hydrogel 
or gelatin gel." 

"having a moisture content 
sufficient to be swollen and not a 
free flowing powder, but less 
than or equal to the moisture 
content corresponding to 95% of 
the equilibrium swell of the 
hydrogel or gelatin gel." 

The parties agree that "partially hydrated" refers to a hydration level that falls in between 

a "dry powder" and a "fully hydrated"6 hydrogel. (CMIB at 16-17; CMRB at 9; RMRB at 12-13; 

SMIB at 19, Maslowski, Tr. at 103:8-10.) The parties also agree on the upper boundary of this 

term - i.e., "having a moisture content greater than that corresponding to 95%> of the equilibrium 

swell of the hydrogel or gelatin gel." (JC at 2 (defining the term "fully hydrated.") The only issue 

that remains is how to distinguish between "dry" and "partially dry" material7, which is 

substantively identical to the issue discussed in the context of the "hydrogel" term - namely, how 

to define "dry" powder. Thus, for all the reasons set forth above in Section V.B.2.a, the 

undersigned rejects Respondents' strict 20%> test, and finds that Staffs (and Baxter's) 

construction more adequately reflects the specification's discussion of "dry" compositions. 

5 Baxter originally proposed and briefed a different construction for this term. (See generally CMIB at 16-18; 
CMRB at 9-10.) While Baxter indicated it would be willing to accept Staffs proposed construction in its reply brief, 
Baxter abandoned its original proposed construction and formally adopted Staffs position for this term during the 
Markman hearing. (See CMRB at 9; Ben-Ami, Tr. at 101:21-102:9.) 
6 The parties agree the term "fully hydrated" should be construed as "having a moisture content greater than that 
corresponding to 95% of the equilibrium swell of the hydrogel" and have incorporated this construction into their 
proposed constructions for "partially hydrated." (See Section VI.A. 1; see also JC at 2.) 
7 Respondents' proposed constraction expresses this limit quantitatively ("having a moisture content greater than or 
equal to 20% by weight"), whereas Staffs (and Baxter's) proposed construction does so qualitatively ("having a 
moisture content sufficient to be swollen and not a free flowing powder"). 
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Accordingly, "partially hydrated" shall be construed to mean "having a moisture content 

sufficient to be swollen and not a free flowing powder, but less than or equal to the moisture 

content corresponding to 95% of the equilibrium swell of the hydrogel or gelatin gel." 

SO ORDERED. 

Charles E. Bullock 
Chief Administrative Law Judge 
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