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UNITED STATES PATENT AND TRADEMARK OFFICE 

____________ 
 

BEFORE THE PATENT TRIAL AND APPEAL BOARD 
____________ 

 
GENZYME CORPORATION, 

Petitioner, 
 

v. 
 

GENENTECH, INC. AND CITY OF HOPE, 
Patent Owner. 
____________ 

 
Case IPR2016-00383  
Patent 6,331,415 B1 

____________ 
 
 
Before LORA M. GREEN, ERICA A. FRANKLIN, and 
SUSAN L. C. MITCHELL, Administrative Patent Judges. 

 
GREEN, Administrative Patent Judge. 
 
 

DECISION 
Denying Institution of Inter Partes Review 

37 C.F.R. § 42.108 
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 INTRODUCTION 

Genzyme Corporation (“Petitioner”) filed a Petition requesting an 

inter partes review of claims 1–4, 9, 11, 12, 14–20, and 33 of U.S. Patent 

No. 6,331,415 B1 (Ex. 1001, “the ’415 patent”).  Paper 2 (“Pet.”).  

Genentech, Inc. and City of Hope (collectively “Patent Owner”) filed a 

Preliminary Response.  Paper 10.  In addition, after authorization from the 

Board (Paper 11), Petitioner filed a Reply to the Preliminary Response.  

Paper 12. 

We have jurisdiction under 35 U.S.C. § 314, which provides that an 

inter partes review may not be instituted “unless . . . there is a reasonable 

likelihood that the petitioner would prevail with respect to at least 1 of the 

claims challenged in the petition.”  Upon considering the Petition and the 

Preliminary Response, we determine that Petitioner has failed to 

demonstrate a reasonable likelihood that it would prevail in showing the 

unpatentability of any of the challenged claims.  Accordingly, we decline to 

institute an inter partes review. 

A. Related Proceedings 

Petitioner identifies IPR2015-01624, which was filed by Sanofi-

Aventis U.S. LLC (“Sanofi”) and Regeneron Pharmaceuticals, as 

challenging claims in the ’415 patent.  Pet. 58.  Trial was instituted in 

IPR2015-01624 on February 5, 2016.  IPR2015-01624, Paper 15. 

Patent Owner identifies also several district court and PTO 

proceedings related to the ’415 patent.  Paper 6. 

B. The ’415 Patent (Ex. 1001) 

The ’415 patent issued on December 18, 2001, and claims priority to 

an application filed on April 8, 1983, now U.S. Patent No. 4,816,567.  See 
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Ex. 1001, Title Page.  Shmuel Cabilly, Herbert L. Heyneker, William E. 

Holmes, Arthur D. Riggs, and Ronald B. Wetzel are the listed co-inventors.  

Id. 

The ’415 patent relates generally to processes for producing 

immunoglobulin molecules in a host cell transformed with a first DNA 

sequence encoding the variable domain of the heavy chain and a second 

DNA sequence encoding the variable domain of the light chain, as well as 

vectors and transformed host cells used in such processes.  Id., Abstract.  

More specifically, the first and second DNA sequences are present in either 

different vectors or in a single vector, and independently expressed so that 

the immunoglobulin heavy and light chains are produced as separate 

molecules in the transformed single host cell.  See id., cols. 1, 15, 18, 21, and 

33.   

According to the Specification of the ’415 patent, there were two 

major sources of vertebrate antibodies that could be generated in situ by the 

mammalian B lymphocytes or in cell culture by B-cell hybrids 

(hybridomas).  Id. at 1:42–45.  The Specification notes, however, that 

monoclonal antibodies produced by these two sources suffer from 

disadvantages, including contamination with other cellular materials, 

instability, production of an undesired glycosylated form, high cost, and an 

inability to manipulate the genome.  Id. at 2:40–66.  The Specification 

recognizes that “the use of recombinant DNA technology can express 

entirely heterologous polypeptides—so-called direct expression—or 

alternatively may express a heterologous polypeptide fused to a portion of 

the amino acid sequence of a homologous polypeptide.”  Id. at 4:33–37. 
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The Specification states that “[t]he invention relates to antibodies and 

to non-specific immunoglobulins (NSIs) formed by recombinant techniques 

using suitable host cell cultures,” which can “be manipulated at the genomic 

level to produce chimeras of variants which draw their homology from 

species which differ from each other.”  Id. at 4:53–59.  The Specification 

further indicates that “[t]he ability of the method of the invention to produce 

heavy and light chains or portions thereof, in isolation from each other offers 

the opportunity to obtain unique and unprecedented assemblies of 

immunoglobulins, Fab regions, and univalent antibodies.”  Id. at 12:52–62. 

C. Illustrative Claims 

Petitioner challenges claims 1–4, 9, 11, 12, 14–20, and 33 of the ’415 

patent.  Claims 1, 15, 18, and 33 are independent.  Independent claims 1 and 

18 are illustrative, and are reproduced below: 

1. A process for producing an immunoglobulin molecule or an 
immunologically functional immunoglobulin fragment comprising at 
least the variable domains of the immunoglobulin heavy and light 
chains, in a single host cell, comprising the steps of:  

(i) transforming said single host cell with a first DNA sequence 
encoding at least the variable domain of the immunoglobulin heavy 
chain and a second DNA sequence encoding at least the variable 
domain of the immunoglobulin light chain, and  

(ii) independently expressing said first DNA sequence and said second 
DNA sequence so that said immunoglobulin heavy and light chains are 
produced as separate molecules in said transformed single host cell.  

18.  A transformed host cell comprising at least two vectors, at least one 
of said vectors comprising a DNA sequence encoding at least a variable 
domain of an immunoglobulin heavy chain and at least another one of 
said vectors comprising a DNA sequence encoding at least the variable 
domain of an immunoglobulin light chain.  
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D.  The Asserted Grounds of Unpatentability 

Petitioner challenges the patentability of claims 1–4, 9, 11, 12, 14–20, 

and 33 of the ’415 patent on the following grounds (Pet. 3): 

References Basis Claims Challenged 

Salser1 § 102(e) 1–4, 9, 11, 12, 15–20, and 
33 

Salser and Ochi2 § 103(a) 1–4, 9, 11, 12, 14–20, and 
33 

Salser and Southern3 § 103(a) 2, 18, and 20 

 
Petitioner relies also on the Declaration of Margaret H. Baron, M.D., 

Ph.D.  Ex. 1058. 

 ANALYSIS 

A. Claim Construction 

In an inter partes review, claim terms in an unexpired patent are 

interpreted according to their broadest reasonable constructions in light of 

the Specification of the patent in which they appear.  See 37 C.F.R. 

§ 42.100(b); Cuozzo Speed Techs., LLC v. Lee, No. 15–446, 2016 WL 

3369425, at *12 (U.S. June 20, 2016) (upholding the use of the broadest 

reasonable interpretation standard).  Under the broadest reasonable 

                                                 
1 Salser et al., U.S. Patent No. 4,396,601, issued Aug. 2, 1983 (Ex. 1002) 
(“Salser”). 
2 Ochi et al., Transfer of a Cloned Immunoglobulin Light-Chain Gene to 
Mutant Hybridoma Cells Restores Specific Antibody Production, 302 
NATURE 340–42 (1983) (Ex. 1003) (“Ochi”). 
3  P.J. Southern and P. Berg, Transformation of Mammalian Cells to 
Antibiotic Resistance with a Bacterial Gene Under Control of the SV40 
Early Region Promoter, 1 J. MOLECULAR AND APPLIED GENETICS 327–341 
(1982) (Ex. 1004) (“Southern”). 

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Real-Time Litigation Alerts
  Keep your litigation team up-to-date with real-time  

alerts and advanced team management tools built for  
the enterprise, all while greatly reducing PACER spend.

  Our comprehensive service means we can handle Federal, 
State, and Administrative courts across the country.

Advanced Docket Research
  With over 230 million records, Docket Alarm’s cloud-native 

docket research platform finds what other services can’t. 
Coverage includes Federal, State, plus PTAB, TTAB, ITC  
and NLRB decisions, all in one place.

  Identify arguments that have been successful in the past 
with full text, pinpoint searching. Link to case law cited  
within any court document via Fastcase.

Analytics At Your Fingertips
  Learn what happened the last time a particular judge,  

opposing counsel or company faced cases similar to yours.

  Advanced out-of-the-box PTAB and TTAB analytics are  
always at your fingertips.

Docket Alarm provides insights to develop a more  

informed litigation strategy and the peace of mind of 

knowing you’re on top of things.

Explore Litigation 
Insights

®

WHAT WILL YOU BUILD?  |  sales@docketalarm.com  |  1-866-77-FASTCASE

API
Docket Alarm offers a powerful API 
(application programming inter-
face) to developers that want to 
integrate case filings into their apps.

LAW FIRMS
Build custom dashboards for your 
attorneys and clients with live data 
direct from the court.

Automate many repetitive legal  
tasks like conflict checks, document 
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks 
for companies and debtors.

E-DISCOVERY AND  
LEGAL VENDORS
Sync your system to PACER to  
automate legal marketing.


