
Paper No. ___ 
Filed: April 29, 2019  

 
 
 

UNITED STATES PATENT AND TRADEMARK OFFICE 
_____________________________ 

 
BEFORE THE PATENT TRIAL AND APPEAL BOARD 

 
_____________________________ 

 
 

MODERNA THERAPEUTICS, INC., 
Petitioner,  

 
v. 
 

ARBUTUS BIOPHARMA CORPORATION, 
Patent Owner. 

 
_____________________________ 

 
Case IPR2019-00554 
Patent No. 8,058,069  

_____________________________ 
 
 

PATENT OWNER’S PRELIMINARY RESPONSE  
PURSUANT TO 37 C.F.R. § 42.107 

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


 

-i- 

TABLE OF CONTENTS 

Page 

I.  Introduction ...................................................................................................... 1 

II.  The General Plastic Factors as well as Petitioner’s Abuse of Inter 
Partes Review Petitions Warrant Denial of Institution ................................... 3 

A.  Each of General Plastic Factors Support Discretionary Denial ........... 4 

i.  Factor 1 supports denial because Petitioner previously 
filed a petition directed against similar claims in a related 
patent ........................................................................................... 4 

ii.  Factor 2 supports denial because at the time of filing the 
petition for the ’739 IPR, Petitioner knew of the prior art 
asserted in the instant petition ..................................................... 6 

iii.  Factor 3 supports denial because Petitioner benefited 
from Patent Owner’s briefings and the institution 
decision in the ’739 IPR .............................................................. 6 

iv.  Factors 4 and 5 support denial because there is no 
justification for the 10 month delay in filing the instant 
petition ........................................................................................ 7 

v.  Factor 6 supports denial because the finite resources of 
the Board should not be used to entertain Petitioner’s 
attempt at re-litigating the issues of the ’739 IPR ...................... 8 

vi.  Factor 7 and its considerations under 35 U.S.C. 
§316(a)(11) also support denial .................................................. 8 

B.  Petitioner’s Conduct is an Abuse of the Inter Partes Review 
Process and Patent Owner Harassment ................................................. 9 

i.  Petitioner largely ignores the issues raised and evidence 
presented in the ’739 IPR ............................................................ 9 

ii.  The instant petition was filed to harass Patent Owner .............. 11 

III.  Overview of the ʼ069 Patent and the Prior Art .............................................. 13 

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


 

-ii- 

IV.  Claim Construction ........................................................................................ 15 

V.  Grounds 1-3: Prior Art Does Not Disclose the Claimed Phospholipid 
Range. ............................................................................................................ 17 

A.  Grounds 1 & 2 – The ’196 PCT and the ’189 Publication do not 
teach the recited phospholipid concentration range. ........................... 18 

B.  Ground 3 – The ’554 Publication also does not teach the recited 
phospholipid concentration range. ...................................................... 19 

C.  Petitioner engages in illogical calculations and improper 
hindsight to arrive at purported ranges. ............................................... 19 

VI.  There is No Rationale/Motivation Supporting Obviousness ......................... 23 

A.  Formulating Nucleic Acid-Lipid Particles Was Not a Matter of 
Routine Optimization .......................................................................... 26 

B.  Lin and Ahmad Do Not Supply the Missing Motivation for 
Ground 2 .............................................................................................. 29 

VII.  Unexpected Results Further Rebut any Prima Facie Obviousness .............. 32 

A.  The ʼ069 Patent Reports Extensive Testing of Numerous 
Formulations within the Claimed Range ............................................. 34 

B.  Post-Filing Publications Provide Testing Data for a Broad 
Range of Lipids and Cargo Molecules (including both siRNA 
and mRNA) ......................................................................................... 37 

VIII.  Petitioner Fails to Make the Requisite Assessment of Objective 
Indicia of Non-Obviousness .......................................................................... 42 

A.  Long-Felt Need – the delivery problem was not solved for over 
20 years ................................................................................................ 43 

B.  Failure of Others – despite the motivation alleged by Petitioner, 
those in the art failed to formulate nucleic acid-lipid particles 
suitable for systemic delivery .............................................................. 45 

C.  Skepticism – those in the art questioned the safety of the 
SNALP as a suitable delivery platform ............................................... 46 

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


 

-iii- 

D.  Commercial Success – The Claimed Nucleic Acid-Lipid 
Particle is the First FDA Approved siRNA Drug ............................... 47 

IX.  Conclusion ..................................................................................................... 48 

X.  Certificate of Compliance .............................................................................. 50 

XI.  Appendix – List of Exhibits ........................................................................... 51 

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


 

-1- 

I. INTRODUCTION  

The Board should not institute inter partes review of claims 1-22 of U.S. 

Patent No. 8,058,069 (the ’069 patent) because Moderna Therapeutics, Inc. 

(“Moderna” or “Petitioner”) fails to show that it has a reasonable likelihood of 

prevailing.  

The nucleic acid-lipid particles claimed by the ’069 patent have achieved 

tremendous recognition in the field of genetic therapy.  The ’069 patent is now 

listed in the FDA’s Orange Book as protecting the patisiran commercial product—

tradename “Onpattro.”  EX2025.  Patisiran received regulatory approval in the 

U.S. and Europe and has been designated by the FDA as a “first-in-class” drug.  

EX2023; EX2024. 

As an initial matter, the petition (2-3) cites to Petitioner’s pending challenge 

(IPR2018-00739) of Patent Owner’s related U.S. Patent No. 9,364,435, but fails to 

appreciate that its serial attacks actually weigh against institution here.  Petitioner 

asserts similarities between the cases, but does not explain why it sat on the present 

challenge for 10 months while using prior Board decisions and Patent Owner’s 

briefing as a roadmap for drafting the current petition.  Despite this advantage, 

Petitioner ignores the evidence presented in the ’739 IPR directly pertinent to 

numerous issues presented here—evidence that should have been addressed but 

was not.  Infra Sections VII-VIII.  This includes, inter alia, extensive experimental 
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