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Ex. 1002 File History of U.S. Patent No. 9,051,542 B2 to Wright, et al. 

Ex. 1003 International Patent Pub. No. WO 01/66137 A1 to Evans and Volkin. 

Ex. 1004 International Patent Pub. No. WO 99/41416 to Frei, et al. 

Ex. 1005 Huang J, Gao, et al., “Aggregation of AAV vectors, its impact on liver 
directed gene transfer and development of vector formulations to 
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efficiency,” Mol Ther. 1:S286 (2000).  

Ex. 1006 Mingozzi, et al., “Improved Hepatic Gene Transfer by Using an 
Adeno-Associated Virus Serotype 5 Vector,” J Virol. 76:10497-502 
(2002).  

Ex. 1007 Wright et al., “Recombinant Adeno-Associated Virus: Formulation 
Challenges and Strategies for a Gene Therapy Vector,” Curr. Opin. 
Drug Disc. Dev. 6(2): 174-178 (2003). 

Ex. 1008  Gatlin, L., Chapter 17, “Formulation and Administration Techniques 
to Minimize Injection Pain and Tissue Damage Associated with 
Parental Products,” in Injectable Drug Development: Techniques to 
Reduce Pain and Irritation, (eds. P. Gupta and G. Brazeau), pp. 401-
421 (1999). 

Ex. 1009 International Patent Pub. No. WO 03/039459 A2 to Liu, et al. 

Ex. 1010 International Patent Pub. No. WO 03/046142 A2 to Lochrie and 
Colosi. 

Ex. 1011 Potter M., et, al. Chapter 24, Streamlined Large-Scale Production of 
Recombinant Adeno-Associated Virus (rAAV) Vectors” in Methods in 
Enzymol., 346:413 (2002) 
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Ex. 1015 U.S. Patent No. 6,261,823 B1 to Tang et al. 
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I. Discretionary Denial is Not Appropriate in View of Petitioner’s 

Stipulation 

 

In Director Vidal’s June 21, 2022 Guidance on Discretionary Denials, she 

stated that “the PTAB will not discretionarily deny institution of an IPR or PGR in 

view of parallel district court litigation where a petitioner stipulates not to pursue in 

a parallel district court proceeding the same grounds as in the petition or any grounds 

that could have reasonably been raised in the petition.”  Director’s Interim Guidance 

at 7.1  In the interest of efficiency, Petitioner has filed a Sotera stipulation (Ex. 1030) 

in the related litigation in order to moot the Fintiv issues raised by Patent Owner (see 

POPR at 61-67). See id. 

 
 Respectfully Submitted 

 
Date: July 12, 2023 By:  / John D. Livingstone / 
 John D. Livingstone 
 Reg. No. 59,613 
   

Lead Counsel for Petitioner Novartis Gene 
Therapies, Inc., and Novartis 
Pharmaceuticals Corporation 

 
1 Available at: 

https://www.uspto.gov/sites/default/files/documents/interim_proc_discretionary_d

enials_aia_parallel_district_court_litigation_memo_20220621_.pdf. 
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CERTIFICATE OF SERVICE 

Pursuant to 37 C.F.R. § 42.6(e), the undersigned certifies that on July 12, 

2023, a copy of the foregoing PETITIONER’S REPLY TO PATENT OWNER’S  

PRELIMINARY RESPONSE and NOVARTIS EXHIBIT 1027 were served on 

Patent Owner via email (by consent) to: 

Zolgensma-Dechert-AllIPRs@dechert.com 
 

 

 
 

Dated:  July 12, 2023   By:  /Lauren K. Young/ 
      Lauren K. Young 
      Litigation Legal Assistant 
            FINNEGAN, HENDERSON, FARABOW,   
      GARRETT & DUNNER, L.L.P. 


