
Exhibit B-8 

Invalidity of U.S. Patent No. 11,878,076 in view of Hikma/DailyMed 

2018 Injectable Product Catalog, HIKMA (2018) (“Hikma”), which was published in 2018, and/or Label: PHENOBARBITAL 

SODIUM - phenobarbital sodium injection, DAILYMED (updated August 2011) (“DailyMed”), which was publicly available by at least 

October 4, 2015, qualify as prior art under at least 35 U.S.C. §§ 102 and 103 as to the claims 1-20 of U.S. Patent No. 11,878,076 

(“the ’076 Patent”), as discussed in greater detail in the chart that follows.1 

To the extent Plaintiff alleges that Hikma/DailyMed does not disclose any particular limitation of claims 1-20 of the ’076 

Patent, either expressly or inherently, it would have been obvious to a person of ordinary skill in the art as of the priority date of 

the ’076 Patent to modify and/or to combine the teachings of Hikma/DailyMed, including but not limited to the prior art references 

presently found in Sun’s Invalidity Contentions and any supplements thereto and the relevant section of charts for other prior art for 

the ’076 Patent in a manner that would have rendered the claims 1-20 invalid as obvious. The inclusion of the particular limitation into 

the pharmaceutical compositions and products described in Hikma/DailyMed would have been obvious for at least the following 

reasons: It would have been obvious to modify the pharmaceutical compositions and products described in Hikma/DailyMed, alone or 

in combination with the references identified in Section VII.B.2 of Sun’s Invalidity Contentions, to meet this limitation based on: (a) 

the teachings of Hikma/DailyMed itself; (b) a person of ordinary skill in the art implementing a predictable variation of the 

pharmaceutical compositions and products described in Hikma/DailyMed or in the other identified references; (c) the logic, judgment, 

1 Nothing in these claim charts should be construed as an admission regarding infringement, either literally or under the doctrine of 

equivalents, or as an admission regarding Sun’s understanding of the proper scope of the claims of the ’076 Patent. Given Plaintiff’s 

vague and ambiguous infringement contentions, the exemplary citations herein necessarily account for a variety of possible 

infringement arguments and claim constructions. Sun reserves the right to rely on additional citations or sources of evidence that also 

may be applicable, or that may become applicable in light of claim construction, changes in Plaintiff’s infringement contentions, 

and/or information obtained during discovery as the case progresses, including, but not limited to, third-party discovery related to any 

pharmaceutical product available at the time of the alleged invention. Various positions put forth in this document are predicated on 

Plaintiff’s overly broad interpretation of its claims as evidenced by the infringement allegations received to date. Those positions are 

not intended to and do not necessarily reflect Sun’s interpretation of the true and proper scope of Plaintiff’s claims, and Sun reserves 

the right to adopt claim construction positions that differ from or even conflict with various positions put forth in this document. 
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intelligence, creativity, innovation and common sense a person of ordinary skill in the art would employ; (d) the inferences and 

creative and routine steps that a person of ordinary skill in the art would employ; (e) market demand for pharmaceutical compositions 

and products to include this limitation; and/or (f) design needs or market pressures to solve a problem with a finite number of solutions 

that could have produced the desired outcome.  

 

Sun reserves the right to amend or supplement this claim chart pursuant to the Docket Control Order issued by the Court on 

September 27, 2024 (Dkt. No. 37). 
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A. Claim 1 

’076 Patent Claim 

Limitation 
Hikma/DailyMed 

[1p] A storage stable 

pharmaceutical product, 

comprising:  

To the extent the preamble is limiting, Hikma/DailyMed discloses and/or renders obvious the preamble 

based on at least the following citations. See, e.g.:  

 

• Hikma at 35 

 
 

• Hikma at 62 
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’076 Patent Claim 

Limitation 
Hikma/DailyMed 

 
 

• DailyMed 
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’076 Patent Claim 
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’076 Patent Claim 

Limitation 
Hikma/DailyMed 

 

To the extent Hikma/DailyMed does not expressly disclose the preamble, a person of ordinary skill in 

the art would have determined that the preamble is either inherent and/or obvious to one of ordinary 

skill in the art in view of the teachings of Hikma/DailyMed. Further, one of ordinary skill in the art 

would have been motivated to modify Hikma/DailyMed or combine it with any of the present prior art 

references found in Sun’s Invalidity Contentions and any supplements thereto and the relevant section 

charts for other prior art for the ’076 Patent in a manner that would result in the subject matter of the 

preamble given, at the very least, the person’s understanding of the state of the art, the problems 

addressed and solved in the prior art, and the teachings of Hikma/DailyMed. 

[1a] a single use dose 

vial, and  

Hikma/DailyMed discloses and/or renders obvious this limitation based on at least the following 

citations. See, e.g.:  

 

• Hikma at 35 

 
 

• Hikma at 62 
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’076 Patent Claim 

Limitation 
Hikma/DailyMed 

 

 
 

• DailyMed 
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’076 Patent Claim 

Limitation 
Hikma/DailyMed 

 

18 Nivagen Ex. 2023 
Sun v. Nivagen 
IPR2025-00893



’076 Patent Claim 

Limitation 
Hikma/DailyMed 

 

To the extent Hikma/DailyMed does not expressly disclose this limitation, a person of ordinary skill in 

the art would have determined that this limitation is either inherent and/or obvious to one of ordinary 

skill in the art in view of the teachings of Hikma/DailyMed. Further, one of ordinary skill in the art 

would have been motivated to modify Hikma/DailyMed or combine it with any of the present prior art 

references found in Sun’s Invalidity Contentions and any supplements thereto and the relevant section 

charts for other prior art for the ’076 Patent in a manner that would result in the subject matter of this 

limitation given, at the very least, the person’s understanding of the state of the art, the problems 

addressed and solved in the prior art, and the teachings of Hikma/DailyMed. 

[1b] a composition 

comprising a 65 mg dose, a 

100 mg dose, a 130 mg 

dose, or a 200 mg dose of 

phenobarbital sodium, in the 

single use dose vial,  

Hikma/DailyMed discloses and/or renders obvious this limitation based on at least the following 

citations. See, e.g.:  

 

• Hikma at 35 

 
 

• Hikma at 62 
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’076 Patent Claim 

Limitation 
Hikma/DailyMed 

 

 
 

• DailyMed 
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Limitation 
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’076 Patent Claim 

Limitation 
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’076 Patent Claim 

Limitation 
Hikma/DailyMed 

 

To the extent Hikma/DailyMed does not expressly disclose this limitation, a person of ordinary skill in 

the art would have determined that this limitation is either inherent and/or obvious to one of ordinary 

skill in the art in view of the teachings of Hikma/DailyMed. Further, one of ordinary skill in the art 

would have been motivated to modify Hikma/DailyMed or combine it with any of the present prior art 

references found in Sun’s Invalidity Contentions and any supplements thereto and the relevant section 

charts for other prior art for the ’076 Patent in a manner that would result in the subject matter of this 

limitation given, at the very least, the person’s understanding of the state of the art, the problems 

addressed and solved in the prior art, and the teachings of Hikma/DailyMed. 

[1c] wherein the 

composition is sterile and 

lyophilized, and  

A person of ordinary skill in the art would have determined that this limitation is either inherent and/or 

obvious to one of ordinary skill in the art in view of the teachings of Hikma/DailyMed. Further, one of 

ordinary skill in the art would have been motivated to modify Hikma/DailyMed or combine it with any 

of the present prior art references found in Sun’s Invalidity Contentions and any supplements thereto 

and the relevant section charts for other prior art for the ’076 Patent in a manner that would result in the 

subject matter of this limitation given, at the very least, the person’s understanding of the state of the 

art, the problems addressed and solved in the prior art, and the teachings of Hikma/DailyMed. 

[1d] wherein the 

composition comprises no 

less than 98% phenobarbital 

sodium. 

Hikma/DailyMed discloses and/or renders obvious this limitation based on at least the following 

citations. See, e.g.:  

 

• Hikma at 35 
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’076 Patent Claim 

Limitation 
Hikma/DailyMed 

 
 

• Hikma at 62 

 

 
 

• DailyMed 

28 Nivagen Ex. 2023 
Sun v. Nivagen 
IPR2025-00893



’076 Patent Claim 

Limitation 
Hikma/DailyMed 
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Limitation 
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’076 Patent Claim 

Limitation 
Hikma/DailyMed 

 

To the extent Hikma/DailyMed does not expressly disclose this limitation, a person of ordinary skill in 

the art would have determined that this limitation is either inherent and/or obvious to one of ordinary 

skill in the art in view of the teachings of Hikma/DailyMed. Further, one of ordinary skill in the art 

would have been motivated to modify Hikma/DailyMed or combine it with any of the present prior art 

references found in Sun’s Invalidity Contentions and any supplements thereto and the relevant section 

charts for other prior art for the ’076 Patent in a manner that would result in the subject matter of this 

limitation given, at the very least, the person’s understanding of the state of the art, the problems 

addressed and solved in the prior art, and the teachings of Hikma/DailyMed. 

 

B. Claim 2 

’076 Patent Claim 

Limitation 
Hikma/DailyMed 

[2p] The pharmaceutical 

product of claim 1,  

See supra Claim 1. 

[2a] wherein the 

composition has the 

property that when the 

composition is stored at 40° 

C. for 6 months and then 

reconstituted for injection 

with 10 mL of an aqueous 

solution to form a 

reconstituted composition, 

the reconstituted 

composition contains no 

more than 0.1% PEAU. 

A person of ordinary skill in the art would have determined that this limitation is either inherent and/or 

obvious to one of ordinary skill in the art in view of the teachings of Hikma/DailyMed. Further, one of 

ordinary skill in the art would have been motivated to modify Hikma/DailyMed or combine it with any 

of the present prior art references found in Sun’s Invalidity Contentions and any supplements thereto 

and the relevant section charts for other prior art for the ’076 Patent in a manner that would result in the 

subject matter of this limitation given, at the very least, the person’s understanding of the state of the 

art, the problems addressed and solved in the prior art, and the teachings of Hikma/DailyMed. 

 

36 Nivagen Ex. 2023 
Sun v. Nivagen 
IPR2025-00893



C. Claim 3 

’076 Patent Claim 

Limitation 
Hikma/DailyMed 

[3p] The pharmaceutical 

product of claim 1,  

See supra Claim 1. 

[3a] wherein the 

composition has the 

property that when the 

composition is stored at 

room temperature for 6 

months and then 

reconstituted for injection 

with 10 mL of an aqueous 

solution to form a 

reconstituted composition, 

the reconstituted 

composition contains no 

more than 0.05% PEAU. 

A person of ordinary skill in the art would have determined that this limitation is either inherent and/or 

obvious to one of ordinary skill in the art in view of the teachings of Hikma/DailyMed. Further, one of 

ordinary skill in the art would have been motivated to modify Hikma/DailyMed or combine it with any 

of the present prior art references found in Sun’s Invalidity Contentions and any supplements thereto 

and the relevant section charts for other prior art for the ’076 Patent in a manner that would result in the 

subject matter of this limitation given, at the very least, the person’s understanding of the state of the 

art, the problems addressed and solved in the prior art, and the teachings of Hikma/DailyMed. 

 

D. Claim 4 

’076 Patent Claim 

Limitation 
Hikma/DailyMed 

[4p] The pharmaceutical 

product of claim 1,  

See supra Claim 1. 

[4a] wherein the 

composition has the 

property that when the 

composition is stored at 40° 

C. for 6 months and then 

reconstituted for injection 

A person of ordinary skill in the art would have determined that this limitation is either inherent and/or 

obvious to one of ordinary skill in the art in view of the teachings of Hikma/DailyMed. Further, one of 

ordinary skill in the art would have been motivated to modify Hikma/DailyMed or combine it with any 

of the present prior art references found in Sun’s Invalidity Contentions and any supplements thereto 

and the relevant section charts for other prior art for the ’076 Patent in a manner that would result in the 

subject matter of this limitation given, at the very least, the person’s understanding of the state of the 
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’076 Patent Claim 

Limitation 
Hikma/DailyMed 

with 10 mL of an aqueous 

solution to form a 

reconstituted composition, 

the reconstituted 

composition contains no 

more than 0.05% of 2-ethyl-

2-phenylmalonamide 

(2EPMM) or alpha-

phenylbutyrylguanidine 

(PBG). 

art, the problems addressed and solved in the prior art, and the teachings of Hikma/DailyMed. 

 

E. Claim 5 

’076 Patent Claim 

Limitation 
Hikma/DailyMed 

[5p] The pharmaceutical 

product of claim 1,  

See supra Claim 1. 

[5a] wherein the 

composition is amorphous. 

A person of ordinary skill in the art would have determined that this limitation is either inherent and/or 

obvious to one of ordinary skill in the art in view of the teachings of Hikma/DailyMed. Further, one of 

ordinary skill in the art would have been motivated to modify Hikma/DailyMed or combine it with any 

of the present prior art references found in Sun’s Invalidity Contentions and any supplements thereto 

and the relevant section charts for other prior art for the ’076 Patent in a manner that would result in the 

subject matter of this limitation given, at the very least, the person’s understanding of the state of the 

art, the problems addressed and solved in the prior art, and the teachings of Hikma/DailyMed. 

 

F. Claim 6 

’076 Patent Claim 

Limitation 
Hikma/DailyMed 

[6p] The pharmaceutical See supra Claim 1. 
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’076 Patent Claim 

Limitation 
Hikma/DailyMed 

product of claim 1,  

[6a] wherein the 

composition has the 

property that when the 

composition is stored at 

room temperature for 24 

months and then 

reconstituted for injection 

with 10 mL of an aqueous 

solution to form a 

reconstituted composition, 

the reconstituted 

composition contains at 

most 0.1% 

phenylethylacetylurea 

(PEAU). 

A person of ordinary skill in the art would have determined that this limitation is either inherent and/or 

obvious to one of ordinary skill in the art in view of the teachings of Hikma/DailyMed. Further, one of 

ordinary skill in the art would have been motivated to modify Hikma/DailyMed or combine it with any 

of the present prior art references found in Sun’s Invalidity Contentions and any supplements thereto 

and the relevant section charts for other prior art for the ’076 Patent in a manner that would result in the 

subject matter of this limitation given, at the very least, the person’s understanding of the state of the 

art, the problems addressed and solved in the prior art, and the teachings of Hikma/DailyMed. 

 

G. Claim 7 

’076 Patent Claim 

Limitation 
Hikma/DailyMed 

[7p] A pharmaceutical 

product, comprising: 

To the extent the preamble is limiting, Hikma/DailyMed discloses and/or renders obvious the preamble 

based on at least the following citations. See, e.g.:  

 

• Hikma at 35 
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’076 Patent Claim 

Limitation 
Hikma/DailyMed 

 
 

• Hikma at 62 

 

 
 

• DailyMed 
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’076 Patent Claim 
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’076 Patent Claim 
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’076 Patent Claim 
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’076 Patent Claim 

Limitation 
Hikma/DailyMed 

 

To the extent Hikma/DailyMed does not expressly disclose the preamble, a person of ordinary skill in 

the art would have determined that the preamble is either inherent and/or obvious to one of ordinary 

skill in the art in view of the teachings of Hikma/DailyMed. Further, one of ordinary skill in the art 

would have been motivated to modify Hikma/DailyMed or combine it with any of the present prior art 

references found in Sun’s Invalidity Contentions and any supplements thereto and the relevant section 

charts for other prior art for the ’076 Patent in a manner that would result in the subject matter of the 

preamble given, at the very least, the person’s understanding of the state of the art, the problems 

addressed and solved in the prior art, and the teachings of Hikma/DailyMed. 

[7a] a single use dose 

vial, and 

Hikma/DailyMed discloses and/or renders obvious this limitation based on at least the following 

citations. See, e.g.:  

 

• Hikma at 35 

 
 

• Hikma at 62 
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’076 Patent Claim 

Limitation 
Hikma/DailyMed 

 

 
 

• DailyMed 
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’076 Patent Claim 

Limitation 
Hikma/DailyMed 

 

To the extent Hikma/DailyMed does not expressly disclose this limitation, a person of ordinary skill in 

the art would have determined that this limitation is either inherent and/or obvious to one of ordinary 

skill in the art in view of the teachings of Hikma/DailyMed. Further, one of ordinary skill in the art 

would have been motivated to modify Hikma/DailyMed or combine it with any of the present prior art 

references found in Sun’s Invalidity Contentions and any supplements thereto and the relevant section 

charts for other prior art for the ’076 Patent in a manner that would result in the subject matter of this 

limitation given, at the very least, the person’s understanding of the state of the art, the problems 

addressed and solved in the prior art, and the teachings of Hikma/DailyMed. 

[7b] a composition 

comprising a 65 mg dose, a 

100 mg dose, a 130 mg 

dose, or a 200 mg dose of 

phenobarbital sodium, in the 

single use dose vial, 

Hikma/DailyMed discloses and/or renders obvious this limitation based on at least the following 

citations. See, e.g.:  

 

• Hikma at 35 

 
 

• Hikma at 62 
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’076 Patent Claim 

Limitation 
Hikma/DailyMed 

 

 
 

• DailyMed 
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’076 Patent Claim 
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’076 Patent Claim 

Limitation 
Hikma/DailyMed 

 

To the extent Hikma/DailyMed does not expressly disclose this limitation, a person of ordinary skill in 

the art would have determined that this limitation is either inherent and/or obvious to one of ordinary 

skill in the art in view of the teachings of Hikma/DailyMed. Further, one of ordinary skill in the art 

would have been motivated to modify Hikma/DailyMed or combine it with any of the present prior art 

references found in Sun’s Invalidity Contentions and any supplements thereto and the relevant section 

charts for other prior art for the ’076 Patent in a manner that would result in the subject matter of this 

limitation given, at the very least, the person’s understanding of the state of the art, the problems 

addressed and solved in the prior art, and the teachings of Hikma/DailyMed. 

[7c] wherein the 

composition is sterile and 

lyophilized, 

A person of ordinary skill in the art would have determined that this limitation is either inherent and/or 

obvious to one of ordinary skill in the art in view of the teachings of Hikma/DailyMed. Further, one of 

ordinary skill in the art would have been motivated to modify Hikma/DailyMed or combine it with any 

of the present prior art references found in Sun’s Invalidity Contentions and any supplements thereto 

and the relevant section charts for other prior art for the ’076 Patent in a manner that would result in the 

subject matter of this limitation given, at the very least, the person’s understanding of the state of the 

art, the problems addressed and solved in the prior art, and the teachings of Hikma/DailyMed. 

[7d] wherein the 

composition comprises no 

less than 98% phenobarbital 

sodium, and 

Hikma/DailyMed discloses and/or renders obvious this limitation based on at least the following 

citations. See, e.g.:  

 

• Hikma at 35 
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’076 Patent Claim 

Limitation 
Hikma/DailyMed 

 
 

• Hikma at 62 

 

 
 

• DailyMed 
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To the extent Hikma/DailyMed does not expressly disclose this limitation, a person of ordinary skill in 

the art would have determined that this limitation is either inherent and/or obvious to one of ordinary 

skill in the art in view of the teachings of Hikma/DailyMed. Further, one of ordinary skill in the art 

would have been motivated to modify Hikma/DailyMed or combine it with any of the present prior art 

references found in Sun’s Invalidity Contentions and any supplements thereto and the relevant section 

charts for other prior art for the ’076 Patent in a manner that would result in the subject matter of this 

limitation given, at the very least, the person’s understanding of the state of the art, the problems 

addressed and solved in the prior art, and the teachings of Hikma/DailyMed. 

[7e] wherein the 

composition has the 

property that when the 

composition is stored at 

room temperature for 6 

months and then 

reconstituted for injection 

with 10 mL of an aqueous 

solution to form a 

reconstituted composition, 

the reconstituted 

composition contains no 

more than 0.1% 

phenylethylacetylurea 

(PEAU). 

A person of ordinary skill in the art would have determined that this limitation is either inherent and/or 

obvious to one of ordinary skill in the art in view of the teachings of Hikma/DailyMed. Further, one of 

ordinary skill in the art would have been motivated to modify Hikma/DailyMed or combine it with any 

of the present prior art references found in Sun’s Invalidity Contentions and any supplements thereto 

and the relevant section charts for other prior art for the ’076 Patent in a manner that would result in the 

subject matter of this limitation given, at the very least, the person’s understanding of the state of the 

art, the problems addressed and solved in the prior art, and the teachings of Hikma/DailyMed. 

 

H. Claim 8 

’076 Patent Claim 

Limitation 
Hikma/DailyMed 

[8p] The pharmaceutical 

product of claim 7,  

See supra Claim 7. 
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[8a] wherein the 

composition has the 

property that when the 

composition is stored at 

room temperature for 6 

months and then 

reconstituted for injection 

with 10 mL of an aqueous 

solution to form a 

reconstituted composition, 

the reconstituted 

composition contains no 

more than 0.05% PEAU. 

A person of ordinary skill in the art would have determined that this limitation is either inherent and/or 

obvious to one of ordinary skill in the art in view of the teachings of Hikma/DailyMed. Further, one of 

ordinary skill in the art would have been motivated to modify Hikma/DailyMed or combine it with any 

of the present prior art references found in Sun’s Invalidity Contentions and any supplements thereto 

and the relevant section charts for other prior art for the ’076 Patent in a manner that would result in the 

subject matter of this limitation given, at the very least, the person’s understanding of the state of the 

art, the problems addressed and solved in the prior art, and the teachings of Hikma/DailyMed. 

 

I. Claim 9 

’076 Patent Claim 

Limitation 
Hikma/DailyMed 

[9p] The pharmaceutical 

product of claim 7, 

See supra Claim 7. 

[9a] wherein the 

composition has the 

property that when the 

composition is stored at 

room temperature for 6 

months and then 

reconstituted for injection 

with 10 mL of an aqueous 

solution to form a 

reconstituted composition, 

the reconstituted 

A person of ordinary skill in the art would have determined that this limitation is either inherent and/or 

obvious to one of ordinary skill in the art in view of the teachings of Hikma/DailyMed. Further, one of 

ordinary skill in the art would have been motivated to modify Hikma/DailyMed or combine it with any 

of the present prior art references found in Sun’s Invalidity Contentions and any supplements thereto 

and the relevant section charts for other prior art for the ’076 Patent in a manner that would result in the 

subject matter of this limitation given, at the very least, the person’s understanding of the state of the 

art, the problems addressed and solved in the prior art, and the teachings of Hikma/DailyMed. 
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composition contains no 

more than 0.05% of 2-ethyl-

2-phenylmalonamide 

(2EPMM). 

 

J. Claim 10 

’076 Patent Claim 

Limitation 
Hikma/DailyMed 

[10p] The pharmaceutical 

product of claim 7, 

See supra Claim 7. 

[10a] wherein the 

composition has the 

property that when the 

composition is stored at 

room temperature for 6 

months and then 

reconstituted for injection 

with 10 mL of an aqueous 

solution to form a 

reconstituted composition, 

the reconstituted 

composition contains no 

more than 0.05% of alpha-

phenylbutyrylguanidine 

(PBG). 

A person of ordinary skill in the art would have determined that this limitation is either inherent and/or 

obvious to one of ordinary skill in the art in view of the teachings of Hikma/DailyMed. Further, one of 

ordinary skill in the art would have been motivated to modify Hikma/DailyMed or combine it with any 

of the present prior art references found in Sun’s Invalidity Contentions and any supplements thereto 

and the relevant section charts for other prior art for the ’076 Patent in a manner that would result in the 

subject matter of this limitation given, at the very least, the person’s understanding of the state of the 

art, the problems addressed and solved in the prior art, and the teachings of Hikma/DailyMed. 
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[11p] The pharmaceutical 

product of claim 10, 

See supra Claim 10. 

[11a] wherein the 

composition has the 

property that when the 

composition is stored at 

room temperature for 6 

months and then 

reconstituted for injection 

with 10 mL of an aqueous 

solution to form a 

reconstituted composition, 

the reconstituted 

composition contains no 

more than 0.05% of 2-ethyl-

2-phenylmalonamide 

(2EPMM). 

A person of ordinary skill in the art would have determined that this limitation is either inherent and/or 

obvious to one of ordinary skill in the art in view of the teachings of Hikma/DailyMed. Further, one of 

ordinary skill in the art would have been motivated to modify Hikma/DailyMed or combine it with any 

of the present prior art references found in Sun’s Invalidity Contentions and any supplements thereto 

and the relevant section charts for other prior art for the ’076 Patent in a manner that would result in the 

subject matter of this limitation given, at the very least, the person’s understanding of the state of the 

art, the problems addressed and solved in the prior art, and the teachings of Hikma/DailyMed. 

 

L. Claim 12 

’076 Patent Claim 

Limitation 
Hikma/DailyMed 

[12p] The pharmaceutical 

product of claim 7,  

See supra Claim 7. 

[12a] wherein the 

composition is amorphous. 

A person of ordinary skill in the art would have determined that this limitation is either inherent and/or 

obvious to one of ordinary skill in the art in view of the teachings of Hikma/DailyMed. Further, one of 

ordinary skill in the art would have been motivated to modify Hikma/DailyMed or combine it with any 

of the present prior art references found in Sun’s Invalidity Contentions and any supplements thereto 
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and the relevant section charts for other prior art for the ’076 Patent in a manner that would result in the 

subject matter of this limitation given, at the very least, the person’s understanding of the state of the 

art, the problems addressed and solved in the prior art, and the teachings of Hikma/DailyMed. 

 

M. Claim 13 

’076 Patent Claim 

Limitation 
Hikma/DailyMed 

[13p] The pharmaceutical 

product of claim 12, 

See supra Claim 12. 

[13a] wherein the 

composition has the 

property that when the 

composition is stored at 

room temperature for 6 

months and then 

reconstituted for injection 

with 10 mL of an aqueous 

solution to form a 

reconstituted composition, 

the reconstituted 

composition contains no 

more than 0.05% of alpha-

phenylbutyrylguanidine 

(PBG). 

A person of ordinary skill in the art would have determined that this limitation is either inherent and/or 

obvious to one of ordinary skill in the art in view of the teachings of Hikma/DailyMed. Further, one of 

ordinary skill in the art would have been motivated to modify Hikma/DailyMed or combine it with any 

of the present prior art references found in Sun’s Invalidity Contentions and any supplements thereto 

and the relevant section charts for other prior art for the ’076 Patent in a manner that would result in the 

subject matter of this limitation given, at the very least, the person’s understanding of the state of the 

art, the problems addressed and solved in the prior art, and the teachings of Hikma/DailyMed. 

 

N. Claim 14 

’076 Patent Claim 

Limitation 
Hikma/DailyMed 
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[14p] The pharmaceutical 

product of claim 1,  

See supra Claim 1. 

[14a] wherein the 

composition has the 

property that when the 

composition is stored at 

room temperature for 6 

months and then 

reconstituted for injection 

with 10 mL of an aqueous 

solution to form a 

reconstituted composition, 

the reconstituted 

composition contains no 

more than 0.05% PEAU, 

and wherein the 

reconstituted composition 

contains no more than 

0.05% of 2-ethyl-2-

phenylmalonamide 

(2EPMM) or alpha-

phenylbutyrylguanidine 

(PBG). 

A person of ordinary skill in the art would have determined that this limitation is either inherent and/or 

obvious to one of ordinary skill in the art in view of the teachings of Hikma/DailyMed. Further, one of 

ordinary skill in the art would have been motivated to modify Hikma/DailyMed or combine it with any 

of the present prior art references found in Sun’s Invalidity Contentions and any supplements thereto 

and the relevant section charts for other prior art for the ’076 Patent in a manner that would result in the 

subject matter of this limitation given, at the very least, the person’s understanding of the state of the 

art, the problems addressed and solved in the prior art, and the teachings of Hikma/DailyMed. 

 

O. Claim 15 

’076 Patent Claim 

Limitation 
Hikma/DailyMed 

[15p] The pharmaceutical 

product of claim 14, 

See supra Claim 14. 

[15a] wherein the A person of ordinary skill in the art would have determined that this limitation is either inherent and/or 
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composition is amorphous. obvious to one of ordinary skill in the art in view of the teachings of Hikma/DailyMed. Further, one of 

ordinary skill in the art would have been motivated to modify Hikma/DailyMed or combine it with any 

of the present prior art references found in Sun’s Invalidity Contentions and any supplements thereto 

and the relevant section charts for other prior art for the ’076 Patent in a manner that would result in the 

subject matter of this limitation given, at the very least, the person’s understanding of the state of the 

art, the problems addressed and solved in the prior art, and the teachings of Hikma/DailyMed. 

 

P. Claim 16 

’076 Patent Claim 

Limitation 
Hikma/DailyMed 

[16p] The pharmaceutical 

product of claim 1, 

See supra Claim 1. 

[16a] wherein the product 

comprises the 100 mg dose 

in the single use dose vial. 

Hikma/DailyMed discloses and/or renders obvious this limitation based on at least the following 

citations. See, e.g.:  

 

• Hikma at 35 
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• Hikma at 62 

 

 
 

• DailyMed 
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To the extent Hikma/DailyMed does not expressly disclose this limitation, a person of ordinary skill in 

the art would have determined that this limitation is either inherent and/or obvious to one of ordinary 

skill in the art in view of the teachings of Hikma/DailyMed. Further, one of ordinary skill in the art 

would have been motivated to modify Hikma/DailyMed or combine it with any of the present prior art 

references found in Sun’s Invalidity Contentions and any supplements thereto and the relevant section 

charts for other prior art for the ’076 Patent in a manner that would result in the subject matter of this 

limitation given, at the very least, the person’s understanding of the state of the art, the problems 

addressed and solved in the prior art, and the teachings of Hikma/DailyMed. 

 

Q. Claim 17 

’076 Patent Claim 

Limitation 
Hikma/DailyMed 

[17p] The pharmaceutical 

product of claim 7, 

See supra Claim 7. 

[17a] wherein the product 

comprises the 100 mg dose 

in the single use dose vial. 

Hikma/DailyMed discloses and/or renders obvious this limitation based on at least the following 

citations. See, e.g.:  

 

• Hikma at 35 
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• Hikma at 62 

 

 
 

• DailyMed 
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To the extent Hikma/DailyMed does not expressly disclose this limitation, a person of ordinary skill in 

the art would have determined that this limitation is either inherent and/or obvious to one of ordinary 

skill in the art in view of the teachings of Hikma/DailyMed. Further, one of ordinary skill in the art 

would have been motivated to modify Hikma/DailyMed or combine it with any of the present prior art 

references found in Sun’s Invalidity Contentions and any supplements thereto and the relevant section 

charts for other prior art for the ’076 Patent in a manner that would result in the subject matter of this 

limitation given, at the very least, the person’s understanding of the state of the art, the problems 

addressed and solved in the prior art, and the teachings of Hikma/DailyMed. 

 

R. Claim 18 

’076 Patent Claim 

Limitation 
Hikma/DailyMed 

[18p] The pharmaceutical 

product of claim 8, 

See supra Claim 8. 

[18a] wherein the 

composition has the 

property that when the 

composition is stored at 

room temperature for 6 

months and then 

reconstituted for injection 

with 10 mL of an aqueous 

solution to form a 

reconstituted composition, 

the reconstituted 

composition contains no 

more than 0.05% of 2-ethyl-

2-phenylmalonamide 

(2EPMM). 

A person of ordinary skill in the art would have determined that this limitation is either inherent and/or 

obvious to one of ordinary skill in the art in view of the teachings of Hikma/DailyMed. Further, one of 

ordinary skill in the art would have been motivated to modify Hikma/DailyMed or combine it with any 

of the present prior art references found in Sun’s Invalidity Contentions and any supplements thereto 

and the relevant section charts for other prior art for the ’076 Patent in a manner that would result in the 

subject matter of this limitation given, at the very least, the person’s understanding of the state of the 

art, the problems addressed and solved in the prior art, and the teachings of Hikma/DailyMed. 
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[19p] The pharmaceutical 

product of claim 8, 

See supra Claim 8. 

[19a] wherein the 

composition has the 

property that when the 

composition is stored at 

room temperature for 6 

months and then 

reconstituted for injection 

with 10 mL of an aqueous 

solution to form a 

reconstituted composition, 

the reconstituted 

composition contains no 

more than 0.05% of alpha-

phenylbutyrylguanidine 

(PBG). 

A person of ordinary skill in the art would have determined that this limitation is either inherent and/or 

obvious to one of ordinary skill in the art in view of the teachings of Hikma/DailyMed. Further, one of 

ordinary skill in the art would have been motivated to modify Hikma/DailyMed or combine it with any 

of the present prior art references found in Sun’s Invalidity Contentions and any supplements thereto 

and the relevant section charts for other prior art for the ’076 Patent in a manner that would result in the 

subject matter of this limitation given, at the very least, the person’s understanding of the state of the 

art, the problems addressed and solved in the prior art, and the teachings of Hikma/DailyMed. 

 

T. Claim 20 

’076 Patent Claim 

Limitation 
Hikma/DailyMed 

[20p] The pharmaceutical 

product of claim 8,  

See supra Claim 8. 

[20a] wherein the 

composition is amorphous. 

A person of ordinary skill in the art would have determined that this limitation is either inherent and/or 

obvious to one of ordinary skill in the art in view of the teachings of Hikma/DailyMed. Further, one of 

ordinary skill in the art would have been motivated to modify Hikma/DailyMed or combine it with any 
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of the present prior art references found in Sun’s Invalidity Contentions and any supplements thereto 

and the relevant section charts for other prior art for the ’076 Patent in a manner that would result in the 

subject matter of this limitation given, at the very least, the person’s understanding of the state of the 

art, the problems addressed and solved in the prior art, and the teachings of Hikma/DailyMed. 
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