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I. NATURE AND STAGE OF PROCEEDINGS 

Alnylam contends ALC-0315—a component in Defendants’ vaccine 

products—infringes 13 claims across five patents.  UF1 1.  The Court construed 

claim terms, expert discovery is complete, and trial begins July 7, 2025. 

II. SUMMARY OF ARGUMENT 

In its revised claim construction decision, the Court construed the term 

“head group” and “effectively nullif[ied]” all asserted dependent claims reciting a 

“head group” that “consists of a saturated aliphatic group and a hydroxyl group,” 

as inconsistent with the Court’s claim construction for “head group.”  D.I. 248 at 

27; UF 8.  Three such claims remain asserted: US 11,590,229 claim 28; US 

11,612,657 claim 19; and US 11,633,479 claim 12 (the “Nullified Claims”).   

Under a plain reading and logical application of the Court’s decision, all 

other remaining asserted claims—listed below—are not literally infringed: 

• US 11,246,933 claims 22, 24–26 

• US 11,382,979 claims 2, 4, 13, 17 

• US 11,590,229 claims 27 

• US 11,612,657 claims 5 

 

(the “Challenged Claims”).  UF 1.  Because the alleged ALC-0315 “head group” is 

the same “head group” recited in the Nullified Claims, it is not covered by the 

 
1 “UF” refers to the accompanying concise statement of undisputed facts. 
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Court’s “head group” claim construction.  Thus, ALC-0315 does not literally 

infringe the Challenged Claims. 

III. STATEMENT OF FACTS 

The Challenged Claims all recite a “head group.”  UF 3.  The Court 

construed “head group” as “a group that must be either permanently positively 

charged or protonatable.”  D.I. 249.  The Court found it “undisputed that an artisan 

of ordinary skill would not consider a head group consisting of a saturated aliphatic 

group and a hydroxyl group to be protonatable in a biological context.”  Id. at 27.  

Consequently, the Court found that its construction “effectively nullif[ies]” all 

dependent claims reciting such purported head groups.  The alleged “head group” 

of ALC-0315 is a saturated aliphatic group and a hydroxyl group—i.e., the same 

purported head group in the Nullified Claims.  UF 7, 8.    

IV. LEGAL STANDARDS 

A. Summary judgment 

The Court “shall grant summary judgment if the movant shows that there is 

no genuine dispute as to any material fact and the movant is entitled to judgment as 

a matter of law.”  Fed. R. Civ. P. 56(a). 

B. Literal infringement 

“Infringement entails a two-step process: First, the court determines the 

scope and meaning of the patent claims asserted and second, the properly 

construed claims are compared to the allegedly infringing device.”  Planet Bingo, 
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LLC v. GameTech Int’l, Inc., 472 F.3d 1338, 1341 (Fed. Cir. 2006) (cleaned up).  

“To prove literal infringement, the patentee must show that the accused [product] 

contains each and every limitation of the asserted claims.”  SIMO Holdings Inc. v. 

Hong Kong uCloudlink Network Tech. Ltd., 983 F.3d 1367, 1380 (Fed. Cir. 2021). 

V. ARGUMENT 

The Court construed “head group,” a term that appears in all asserted claims, 

as “a group that must be either permanently positively charged or protonatable.”  

D.I. 249.  In reaching that construction, the Court found it “undisputed that an 

artisan of ordinary skill would not consider a head group consisting of a saturated 

aliphatic group and a hydroxyl group to be protonatable in a biological context.”  

D.I. 248 at 27 (citing, e.g., Alnylam’s expert, Dr. Kros, D.I. 124-1 ¶¶18 n.4, 58 

n.16, 66 n.19) 2.  As a result, the Court also found that its construction “effectively 

nullif[ies]” the Nullified Claims reciting this alleged “head group” as inconsistent 

with the Court’s claim construction for “head group.”  Id.   

 
2 See also  

 

 

 

 

 

 D.I. 184 at 21 

(Alnylam: claims recite “biological cationic lipid compounds”); D.I. 124-1 (Kros. 

Decl.) ¶16 (claims recite “biological cationic lipids”), 37 n.19 (the “patented 

cationic lipids” are “for therapeutic purposes”). 
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Whereas the Court’s construction requires a head group that “must be … 

protonatable” (id. at 32), the “head group” in the Nullified Claims—in Alnylam’s 

words—is “only composed of groups that are not protonatable” and “not 

protonatable for the biological cationic lipid compounds claimed.” D.I. 184 at 13, 

21. Citing the Nullified Claims, Alnylam made clear this is undisputed: “It is 

without question each of the Patents-at-Issue include dependent claims in which 

the head groups are not positively charged or protonatable.” Id. at 53; see also D.I. 

86 at 56 n.26 (arguing these claims are “limited to non-protonatable head groups”). 

It is undisputed that the alleged ALC-0315 “head group” is the same head 

group recited in the Nullified Claims—i.e., “a saturated aliphatic group and a 

hydroxyl group.”  UF 7.  Consequently, the Challenged Claims necessarily are not 

literally infringed for the same reason the Court’s construction “effectively 

nullif[ies]” the dependent claims reciting the same head group: The Court’s 

construction does not cover a purported head group consisting of “a saturated 

aliphatic group and a hydroxyl group.” 

Thus, ALC-0315 does not meet the “head group” limitation as construed.   

VI. CONCLUSION 

The Court should enter summary judgment of no literal infringement for the 

Challenged Claims.   
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