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Pursuant to 37 C.F.R. § 42.64(b), Patent Owner Sanofi-Aventis Deutschland

GmbH hereby makes the following objections to the admissibility of documents

submitted with Petitioner Mylan Pharmaceuticals Inc.’s Reply.

“Practical Aspects of
Insulin Pen Devices”,
Journal of Diabetes
Science and
Technology, Vol. 4,
Issue 3, May 2010,
p.522-531

Evidence Petitioner’s Objections
Description
1044 Nat’l. Diabetes FRE 401/402: This evidence is not relevant
Statistic Report 2017, | as it is not cited in the Petition.
“Estimates of
Diabetes and Its FRE 801, 802: This exhibit is an out of court
Burden in the United | statement offered for its truth, and because it
States, CDC, p.1-20 | does not fall within any exception to the rule
against hearsay, it is inadmissible hearsay.
FRE 901: This exhibit is an unauthenticated
document and is not self-authenticating
under FRE 902.
1045 Teresa L. Pearson, FRE 401/402: This evidence is not relevant

as it is not cited in the Petition or in the
portions of the expert declaration relied upon
by the Petition.

FRE 403: The exhibit’s probative value to
any ground upon which trial was instituted is
substantially outweighed by the danger of
unfair prejudice, confusing the issues and
wasting resources.

FRE 801, 802: This exhibit is an out of court
statement offered for its truth, and because it
does not fall within any exception to the rule
against hearsay, it is inadmissible hearsay.

FRE 901: This exhibit is an unauthenticated
document and is not self-authenticating
under FRE 902.
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RN, CDE et al.,
“Assessment by
Patients with
Diabetes Mellitus of
Two Insulin Pen
Delivery Systems
Versus a Vial and
Syringe”, Clinical
Therapeutics, Vol.
20, No. 3, 1998,
p.486-196

Evidence Petitioner’s Objections
Description
1046 Nancy J.V. FRE 401/402: This evidence is not relevant
Bohannon, “Insulin as it is not cited in the Petition or in the
Delivery Using Pen portions of the expert declaration relied upon
Devices”, by the Petition.
Postgraduate
Medicine, Vol. 106, | FRE 403: The exhibit’s probative value to
No.5, Oct. 15, 1999, | any ground upon which trial was instituted is
p. 57-68, ISSN: 0032- | substantially outweighed by the danger of
5481 (Print) 1941- unfair prejudice, confusing the issues and
9260 — (Online) wasting resources.
Journal homepage:
https://www.tandfonli | FRE 801, 802: This exhibit is an out of court
ne.com/loi/ipgm20 statement offered for its truth, and because it
does not fall within any exception to the rule
against hearsay, it is inadmissible hearsay.
FRE 901: This exhibit is an unauthenticated
document and is not self-authenticating
under FRE 902.
1047 Marilyn R. Graff, FRE 401/402: This evidence is not relevant

as it is not cited in the Petition.

FRE 801, 802: This exhibit is an out of court
statement offered for its truth, and because it
does not fall within any exception to the rule
against hearsay, it is inadmissible hearsay.

FRE 901: This exhibit is an unauthenticated
document and is not self-authenticating
under FRE 902.
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William Curtis Biggs,
M.D., FACE, ECNU

in Support of Mylan-

Pfizer Reply

Evidence Petitioner’s Objections
Description
1048 Expert Declaration of | FRE 701/702/703: Patent Owner objects to

Ex. 1048 as being improper expert testimony
because paragraphs 25-58 comprise
testimony not based on sufficient facts or
data, that is irrelevant, that is not based on a
reliable foundation, and that constitutes
conclusory opinions without sufficient
support. It includes opinions that are not
admissible under FRE 701, 702, or 703 or
Daubert v. Merrell Dow Pharms., Inc., 509
U.S. 579 (1993).

Translation of DE
Patent 102 37 258A1,
Dr. Roney Graf
(Issued Mar. 182004)

1057 Benita Lee, MPH, FRE 401/402: This evidence is not relevant
“How Much Does as it is not cited in the Petition.
Insulin Cost? Here’s
How 23 Brands FRE 801, 802: This exhibit is an out of court
Compare”, Good RX, | statement offered for its truth, and because it
Aug. 23, 2019, pp. 1- | does not fall within any exception to the rule
11, against hearsay, it is inadmissible hearsay.
https:www.goodrx.co
m/glo/how-much- FRE 901: This exhibit is an unauthenticated
does-insuling- document and is not self-authenticating
cost,compare-brands/ | under FRE 902.

1058 Certified English FRE 401/402: This evidence is not relevant

as it is not cited in the Petition or in the
portions of the expert declaration relied upon
by the Petition.

37 C.F.R. § 42.63(b): This exhibit does not
contain an adequate attestation to the
“accuracy” of the translation.

FRE 801, 802: This exhibit lacks an original
copy of the allegedly translated document.
The certification statement contained in the
exhibit is thus an out of court statement
offered for its truth, and because it does not
fall within any exception to the rule against
hearsay, it is inadmissible hearsay.
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Evidence Petitioner’s Objections
Description
1059 M. Eledrisi, et al., FRE 401/402: This evidence is not relevant
“Twice-Daily Insulin | as it is not cited in the Petition.
Glargine for Patients
with Uncontrolled FRE 801, 802: This exhibit is an out of court
Type 2 Diabetes statement offered for its truth, and because it
Mellitus, Journal of | does not fall within any exception to the rule
Clinical & against hearsay, it is inadmissible hearsay.
Translational
Endocrinology 15 FRE 901: This exhibit is an unauthenticated
(2019), p. 35-36 document and is not self-authenticating
under FRE 902.
1060 Declaration and c.v. | FRE 401/402: This evidence is not relevant
of DeForrest McDuff, | as it is not cited in the Petition or in the
Ph.D. portions of the expert declaration relied upon
by the Petition.
FRE 701/702/703: Patent Owner objects to
Ex. 1060 as being improper expert testimony
because paragraphs 16-71 comprise
testimony not based on sufficient facts or
data, that is irrelevant, that is not based on a
reliable foundation, and that constitutes
conclusory opinions without sufficient
support. It includes opinions that are not
admissible under FRE 701, 702, or 703 or
Daubert v. Merrell Dow Pharms., Inc., 509
U.S. 579 (1993).
1061 2011 Orange Book FRE 401/402: This evidence is not relevant
(Excerpts) as it is not cited in the Petition or in the
portions of the expert declaration relied upon
by the Petition.
1062 2019 Orange Book FRE 401/402: This evidence is not relevant
(Excerpt — ADA 132 | as it is not cited in the Petition or in the
of 263) portions of the expert declaration relied upon
by the Petition.
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