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Petition for Inter Partes Review of U.S. Patent No. 6,612,985
Filed on May 31, 2013

On behalf of Cardiocom, LLC (“Cardiocom”) and in accordance with 35
U.S.C. § 311 and 37 C.F.R. § 42.100, inter partes review is respectfully requested

for claims 1-9 of U.S. Patent No. 6,612,985 (“the *985 Patent”).

I. MANDATORY NOTICES UNDER 37 C.F.R. § 42.8(a)(1)

As set forth below and pursuant to 37 C.F.R. § 42.8(a)(1), the following
mandatory notices are provided as part of this Petition.

A. Real Party-In-Interest Under 37 C.F.R. § 42.8(b)(1)

Cardiocom, LLC is the real party-in-interest for petitioner.

B. Related Matters Under 37 C.F.R. § 42.8(b)(2)

The ‘985 patent is presently the subject of a patent infringement lawsuit
brought by the assignee University of Rochester and purported licensee My Health,
Inc. against Cardiocom, LLC captioned My Health, Inc. and University of
Rochester v. Cardiocom, LLC, United States District Court for the Eastern District
of Texas, Case No.: 2:13-cv-136.

C. Lead and Back-Up Counsel under 37 C.F.R. § 42.8(b)(3)
Pursuant to 27 C.F.R. §§ 42.8(b)(3) and 42.10(a), Petitioner provides the

following designation of counsel.

Lead Counsel Back-Up Counsel
Daniel W. McDonald (Reg. No. 32,044) | Andrew J. Lagatta (Reg. No. 62,529)
dmcdonald@merchantgould.com alagatta@merchantgould.com
Postal and Hand-Delivery Address: Postal and Hand-Delivery Address:
MERCHANT & GOULD, P.C. MERCHANT & GOULD, P.C.




Petition for Inter Partes Review of U.S. Patent No. 6,612,985
Filed on May 31, 2013

80 South 8™ St., Suite 3200 80 South 8" St., Suite 3200
Minneapolis, MN 55402 Minneapolis, MN 55402
Telephone: (612) 336-4637 Telephone: (612) 371-5383
Fax: (612) 332-9081 Fax: (612) 332-9081

Pursuant to 37 C.F.R. § 42.10(b), a Power of Attorney accompanies this
Petition.

D. Service Information Under 37 C.F.R. § 42.8(b)(4)

Service information for lead and back-up counsel is provided in the

designation of lead and back-up counsel, above.

II. PAYMENT OF FEES UNDER 37 C.F.R. § 42.103
Payment of $23,000.00 for the fees set forth in 37 C.F.R. § 42.15(a)(1-2) for

this Petition for Inter Partes Review accompanies this request by way of credit
card payment. Nine claims are challenged, so no excess claim fees are required.
The undersigned further authorizes payment for any additional fees that might be

due in connection with this Petition to be charged to Deposit Account No. 13-2725.

III. REQUIREMENTS FOR INTER PARTES REVIEW UNDER 37 C.F.R.
§§ 42.104

As set forth below and pursuant to 37 C.F.R. §§ 42.104, each requirement
for inter partes review of the ‘985 Patent is satisfied.

A. Grounds for Standing Under 37 C.F.R. § 42.104(a)

Petitioner hereby certifies that the ‘985 Patent is available for inter partes

review and that the Petitioner is not barred or estopped from requesting inter partes
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Petition for Inter Partes Review of U.S. Patent No. 6,612,985
Filed on May 31, 2013

review challenging the claims of the ‘985 Patent on the ground identified herein.
More particularly, Petitioner certifies that: (1) Petitioner is not the owner of the
‘985 patent; (2) Petitioner has not filed a civil action challenging the validity of a
claim of the ‘985 Patent; (3) this Petition is filed less than one year after the date
on which the Petitioner, the Petitioner’s real party-in-interest, or a privy of the
Petitioner was served with a complaint alleging infringement of the ‘985 Patent;
(4) the estoppel provisions of 35 U.S.C. § 315(e)(1) do not prohibit this inter
partes review; and (5) the ‘985 patent is a patent that is not described in section
3(n)(1) of the Leahy-Smith America Invents Act and so is available for this inter
partes review, per 37 C.F.R. § 42.102(a)(2).

B. Identification of Challenge Under 37 C.F.R. § 42.104(b) and Relief
Requested

The precise relief requested by Petitioner is that the Patent Trial and Appeal
Board find claims 1-9 of the ‘985 Patent unpatentable.

1. Claims for Which Inter Partes review is Requested Under 37 C.F.R.
§ 42.104(b)(1)

Petitioner requests inter partes review of claims 1-9 of U.S. Patent No.
6,612,985.

2. The Specific Art and Statutory Ground(s) on Which the Challenge is
Based Under 37 C.F.R. § 42.104(b)(2)

Inter partes review of the ‘985 Patent is requested in view of the following

references: (1) U.S. Patent No. 6,126,596 to Freedman (“Freedman”); (2) PCT
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Petition for Inter Partes Review of U.S. Patent No. 6,612,985
Filed on May 31, 2013

Publication No. WO 99/04043 to Caple, et al. (“Caple”) (3) U.S. Patent No.

6,024,699 to Surwit, et al. (“Surwit”); (4) U.S. Patent No. 5,583,758 to Mcllroy, et

al. (“Mcllroy”); and (5) PCT Publication No. WO 98/58,338 to Graham, et al.

(“Graham”).

Each of the patents listed above is prior art to the ‘985 Patent under pre-AIA

35 U.S.C. §§ 102(a), (b), or (e), as established in Section V(A), below.

Claim Proposed Statutory Rejections
Nos. for the ‘985 Patent
1-9 | Claims 1-9 are anticipated under § 102(a) and (e) by Freedman
1-9 | Claims 1-9 are obvious under § 103(a) over Freedman in view of Caple
1-9 | Claims 1-9 are obvious under § 103(a) over Freedman in view of Caple
in further view of Graham
1-9 | Claims 1-9 are obvious under § 103(a) over Freedman in view of Surwit
1-9 | Claims 1-9 are obvious under § 103(a) over Freedman in view of Surwit
in further view of Graham
1,2,4, | Claims 1, 2,4, 5, 7, and 8 are obvious under § 103(a) over Mcllroy in
5,7,8 | view of Caple
1,2,4, | Claims 1, 2,4, 5, 7, and 8 are obvious under § 103(a) over Mcllroy in
5,7, 8 | view of Caple in further view of Graham
1-9 | Claims 1-9 are obvious under § 103(a) over Mcllroy in view of Surwit
1-9 | Claims 1-9 are obvious under § 103(a) over Mcllroy in view of Surwit in
further view of Graham
3. How the Challenged Claims Are To Be Construed Under 37 C.F.R. §

42.104(b)(3)

A claim subject to inter partes review receives the “broadest reasonable

construction in light of the specification of the patent in which it appears.” 42

C.F.R. § 42.100(b). Petitioner submits, for the purposes of the IPR only, the

constructions given in section IV, below.




Petition for Inter Partes Review of U.S. Patent No. 6,612,985
Filed on May 31, 2013

4. How the Construed Claims are Unpatentable Under 37 C.F.R. §
42.104(b)(4)

An explanation of how construed claims 1-9 of the ‘985 Patent are
unpatentable under the statutory grounds identified above, including the
identification of where each element of the claim is found in the prior art patents or
printed publications, is provided in Section VI, below, in the form of claim charts.

5. Supporting Evidence Under 37 C.F.R. § 42.104(b)(5)

The exhibit numbers of the supporting evidence relied upon to support the
challenge and the relevance of the evidence to the challenge raised, including
identification of specific portions of the evidence that support the challenge, are
provided in Section VI, below, in the form of claim charts. An Appendix of
Exhibits identifying the exhibits is also attached. Pursuant to 37 C.F.R. § 42.63(a),
Exhibit EX1009 is a Declaration by Bryan Bergeron, M.D. Regarding U.S. Patent
No. 6,612,985 Under 37 C.F.R. § 42.63(a), attesting to, among other issues, the
invalidity of claims 1-9 of the ‘985 patent, reasons for intercombination of the
references cited in this Petition, and supporting bases for the proposed grounds of

unpatentability.
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IV. SUMMARY OF THE ‘985 PATENT
A. Description of the Alleged Invention of the ‘985 Patent

The 985 patent generally relates to systems for the health monitoring and
treatment of remote patients for a diagnosed condition. (Ex. 1001, ‘985 patent,
Abstract.) In particular, the ‘985 patent includes features directed towards two
relevant features: assessing and updating existing treatment plans for patients, and
tracking physician compliance in creating treatment plans that meet prescribed
treatment guidelines. (Ex. 1001, col. 5:47-53.)

The ‘985 patent generally describes a system and method that involves
collecting data from a patient (FIG. 2); generating a current “clinical assessment”
for each diagnosed illness from the data (FIG. 3); algorithmically updating the
patient’s treatment plan based on the clinical assessment (FIG. 4); reviewing the
updated treatment plan and making any changes (FIG. 4); generating compliance
data comparing the reviewed and updated treatment plans (FIG. 4); and generating
compliance data based on the patient’s adherence to the treatment plan (FIG. 4).
(See also Ex. 1001, claims 1, 4, and 7.)

In the context of the claims of the ‘985 patent, the “treatment plan” provided
to a patient is generally a plan or series of specific medical treatments to be
performed for treating a patient’s medical condition. (See Ex. 1001, col. 4:31-49;

Ex. 1009, Decl. at 425.) As such, the current “clinical assessment” relates to a
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determination of a patient’s condition in view of a diagnosis and an existing
treatment plan, allowing a provider to update that treatment plan based on
interaction with the patient (e.g., based on information from the patient).

In connection with assessing a patient and updating a treatment plan, the
‘985 patent also employs both “assessment guidelines” and “treatment guidelines.”
(See Ex. 1001, claims 1, 4, and 7.) The “assessment guidelines” represent
guidelines in determining what questions to ask or tests to be performed to
diagnose a patient. (See Ex. 1001, col. 9:39-47; Ex. 1009, Decl. at 427.) By way
of contrast, the “treatment guidelines” represent guidelines for treatment of a
relevant (diagnosed) disease or illness once that ailment has been diagnosed. (See
Ex. 1001, col. 12:8-12; Ex. 1009, Decl. at 928.)

B. Summary of the Prosecution of the ‘985 Patent

The patent application that issued as the ‘985 patent was filed on Feb. 26,
2001 as U.S. Patent Application No. 09/793,191 (the ““191 application”). The
claims of the ‘191 application were initially rejected over art not at issue in this
Petition. In response, the Applicant amended the claims in the application by
adding language directed to reviewing an updated treatment plan and generating
compliance data based on the updated and reviewed treatment plans. (Ex. 1007,

Response dated 2/10/2003, Appendix A.)
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The Applicant argued that the amendments made the claims allowable over
the cited references. In particular, the Applicant argued that the cited references did
not disclose generating compliance data between a recommended treatment plan
based on guidelines and a reviewed and modified treatment plan. (Ex. 1007,
Response dated 2/10/2003, p. 5-6.) The Applicant relied on the newly added
limitation of “generating and providing compliance data based on differences
between the updated treatment plan and the reviewed treatment plan for each of the
diagnosed conditions” as the basis of allowance. (see, e.g., Ex. 1007, p. 5-6) (“the
compliance data discussed at col. 14, lines 45-55 in Szabo refers to compliance of
a person to a proposed nutritional supplementation, not compliance between an
earlier proposed nutritional supplementation based on a guideline and an updated
nutritional supplementation which may have been reviewed and changed.”),

Ultimately, the Examiner allowed the claims based on tracking physician
compliance with published treatment guidelines. Following this Amendment, all of
the pending claims were allowed. The Notice of Allowance, mailed March 31,
2003, included an Examiner’s Amendment that, inter alia, removed the phrase
“differences between” from the newly added limitation in the amended claims. A
Statement of Reasons for Allowance stated “the claims distinguish over the prior
art in that tracking physician compliance with treatment guidelines is not taught.”
(Ex. 1008, Notice of Allowance dated 3/31/2003 p. 2.) Because the patent was

8
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granted based on the applicant’s argument and examiner agreement as to the lack
of physician compliance data in the prior art, the broadest reasonable construction
of the term “compliance data” in claims 1, 4, 7 and their dependent claims appears
to require that such compliance data includes physician compliance data, or data
related to whether a physician-prescribed treatment plan complies with treatment

guidelines.

V. THERE IS A REASONABLE LIKELIHOOD THAT AT LEAST ONE
CLAIM OF THE ‘985 PATENT IS UNPATENTABLE UNDER 37
C.F.R. § 42.104(b)(4)

A. Identification of the References as Prior Art

U.S. Patent No. 6,126,596 to Freedman (Ex. 1002) was filed on June 2,
1997. Freedman predates by over three years the earliest claimed effective filing
date of February 26, 2001 for the ‘985 patent. Freedman therefore qualifies as prior
art under pre-AIA 35 U.S.C. §§102(a) and 102(e).

PCT Publication No. WO 99/04043 to Caple, et al. (Ex. 1003) was published
January 28, 1999. Caple’s publication predates the earliest claimed effective filing
date for the ‘985 patent by more than a year. Therefore, Caple is prior art to the
‘985 Patent under 35 U.S.C. § 102(b).

U.S. Patent No. 6,024,699 to Surwit, et al. (Ex. 1005) was filed March 13,

1998, and issued February 15, 2000. Surwit’s publication predates the earliest
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claimed effective filing date for the ‘985 patent by more than a year. Therefore,
Surwit is prior art to the ‘985 Patent under 35 U.S.C. § 102(b).

U.S. Patent No. 5,583,758 to Mcllroy, et al. (Ex. 1006) was filed June 7,
1995, and issued December 10, 1996. Mcllroy’s publication predates the earliest
claimed effective filing date for the ‘985 patent by more than a year. Therefore,
Mcllroy is prior art to the ‘985 Patent under 35 U.S.C. § 102(b).

PCT Publication No. WO 98/58,338 to Graham, et al. (Ex. 1004) was
published December 23, 1998. Graham’s publication predates the earliest claimed
effective filing date for the ‘985 patent by more than a year. Therefore, Graham is
prior art to the ‘985 Patent under 35 U.S.C. § 102(b).

Freedman, Caple, Mcllroy, and Graham were not of record during
prosecution of the ‘985 Patent. Surwit was incorporated by reference into the
description of the ‘985 patent, and discussed as background to the purported
invention of the ‘985 patent. None of the references was relied upon in any
rejection of the claims.

B. Summary of Invalidity Arguments

Doctors have been relying for decades on the recommendations of
professional organizations such as the National Institutes of Health for best

practices as to how to diagnose and treat patients. Hospital administrators and
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insurance administrators have been tracking doctors’ compliance with those
recommendations for nearly as long.

Concurrently, telehealth systems were developed in the 1990°s that allowed
for remote patient interaction, information gathering, and treatment. The ‘985
patent represents one of many attempts to merge remote patient interaction and
compliance tracking. It was not the first such attempt, and in fact contrary to
Reasons for Allowance, it was not the first to provide physician compliance.

As outlined in the claim charts below, both Freedman and Mcllroy disclose
patient assessment systems that allow providers to assess previously-diagnosed
patients, update treatment plans, and manage and track compliance with treatment
guidelines. Freedman specifically discloses two types of compliance: (1) provider
compliance with treatment guidelines, and (2) patient compliance with a treatment
plan ultimately prescribed. Mcllroy discusses provider compliance, and discloses
details of reports relating to deviations between a provider’s treatment plan and the
treatment suggested under a set of treatment guidelines. Graham also tracks
provider compliance with treatment guidelines, and discloses specific statistical
measures for doing so relative to an individual provider.

Surwit and Caple disclose patient assessment systems as well, and are within
the same field of art as Freedman, Mcllroy, and Graham. Surwit and Caple include
specific teachings relating to interaction with remotely-located patients, and

11
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providing patients with their treatment plans; in fact, applicants for the ‘985 patent
admit that Surwit teaches such features. Surwit also discloses patient compliance
with a particular treatment plan (e.g., attending appointments, etc.), which is

relevant to features of dependent claims.
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Petition for Inter Partes Review of U.S. Patent No. 6,612,985
Filed on May 31, 2013

VII. CONCLUSION

For the foregoing reasons, inter partes review of claims 1-9 of U.S. Patent
No. 6,612,985 is respectfully requested.

Respectfully submitted,
MERCHANT & GOULD, P.C.

BY: /Andrew J. Lagatta/

Daniel W. McDonald, Reg. No. 32,044
Andrew J. Lagatta, Reg. No. 62,529

80 South 8th St., Suite 3200
Minneapolis, MN 55402

Telephone: (612) 332-5300

Fax: (612) 332-9081
dmcdonald@merchantgould.com
alagatta@merchantgould.com

(Trial No. ) ATTORNEYS FOR PETITIONER
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Petition for Inter Partes Review of U.S. Patent No. 6,612,985
Filed on May 31, 2013

CERTIFICATE OF SERVICE ON PATENT OWNER

Pursuant to 37 C.F.R. § 42.6(e), the undersigned certifies that on the 31* day
of May, 2013, a complete and entire copy of this Petition for Inter Partes Review
Under 37 C.F.R. §42.100, alongside an accompanying Power of Attorney, Exhibit
List, and Exhibits 1001-1009, were provided via Federal Express, postage prepaid,
to the Patent Owner by serving the correspondence address of record for the ‘985
Patent, as well as litigation counsel for the copending lawsuit captioned in the

foregoing Petition:

Attorney of Record Litigation Counsel

Attn: Gunnar Leinberg Attn: Elizabeth L. Derieux
LeClairRyan Capsha DeRieux, L.L.P.
70 Linden Oaks 114 East Commerce Ave.
Suite 210 Gladewater, TX 75647

Rochester, NY 14625

Respectfully submitted,

MERCHANT & GOULD P.C.

BY: /Andrew J. Lagatta/

Daniel W. McDonald, Reg. No. 32,044
Andrew J. Lagatta, Reg. No. 62,529

80 South 8" St., Suite 3200
Minneapolis, MN 55402

Telephone: (612) 332-5300

Fax: (612) 332-9081

(Trial No. ) ATTORNEYS FOR PETITIONER
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