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Introduction 

 
Stephenson-Wydler Technology Innovation 

Act of 1980 

 

Bayh-Dole Act of 1980 

 

Bill Clintonôs ñBiotech Directiveò of 

January 2001 

 

The Human Genome Project 

 

What is at stake? 



The CCR 5 Story 
J. Craig Venter, Wallace Steinberg, and William Haseltine: 

 HealthCare Investment Corporation, The Institute for 

Genomic Research (TIGR), and Human Genome Sciences (HGS) 

Yi Li and Steven M.Ruben, HGS 

Human G-protein chemokine 

receptor HDGNR 10: 6 June 1995 

FASTA and BLAST: computer algorithms 

 to find sequence homologies 

chemokines 



Research on the Receptor 

National Institutes of Health, Aaron Diamond AIDS Research  

Center-Rockefeller University, New York 

University School of Medicine, University of Pennsylvania 

School of Medicine, and Dana-Farber Cancer Institute 

 

 

HDGNR10 = CCR5= HIV-1 Co-Receptor 





CCR 5 

 



 



 



 



The Brussels Group 

Euroscreen, Free University of Brussels, and  

U Penn School of Medicine: 

 

 32 mutation of the CCR5 gene 

 



Responses to the the HGS Patent 

Wall Street 

Biomedical Researchers 

The incorrect sequence 





The Plot Thickens 

USPTO awards the patent to HGS  
on 15 February 2000 

 

USPTO awards the patent for the same gene to 
Euroscreen on 10 September 2002 



CCR Patents 

GCCR 1  US Department of Health 

GCCR 2 Regents of the University of California 

GCCR 3 Merck 

GCCR 4 Glaxo 

GCCR 5  HGS 

GCCR 6 Schering 

GCCR 7 SmithKline Beecham 



CCR5 Patent : Emblematic of the 

Problems with Gene Patenting 

GPatenting products of nature 

GThe relationship between written 
specification and the object patented 

GThe sufficiency of sequence 
homology in determining 

function/utility 

GBroad utility patents- claims not 
mentioned in the patent 

specification 

 

 



Diamond v. Chakrabarty (1980) 

GñThe laws of nature, physical phenomena, 

and abstract ideas have been held not 

patentable.ò 

GñThus, a new mineral discovered in the 

earth or a new plant found in the wild is not 

patentable subject matter. Likewise, 

Einstein could not patent his celebrated law 

that E=mc2; nor could Newton have 

patented the law of gravity.ò 



USPTO, EPO, JPO Joint 

Communiqué of 1988 

GñPurified natural products are not regarded under 

any of the three laws [35 U.S.C. 101] as products 

of nature or discoveries because they do not in fact 

exist in nature in an isolated form. Rather, they are 

regarded for patent purposes as biologically active 

substances and chemical compounds and are 

eligible for patents on the same basis as chemical 

compounds.ò 



Patenting Products of Nature 

GSupreme Court decisions: products of 

nature are not patentable  

GAmerican Wood-Paper Patent (1874) 

GCochrane v. Badische Anilin & Soda 

Fabrik (1884) 

GFunk Bros. Seed Co. v. Kalo Inoculate 

(1948) 



Patented Products of Nature 

GParke-Davis & Co. v. H. K. Mulford Co. 

(1911-12) 

GMerck Co. Inc. v. Olin Mathieson Chemical 

Company (1958) 

GDiamond v. Chakrabarty (1980) ??!! 

GAmgen, Inc. v. Chugai Pharmaceutical Co. 

(Fed. Cir. 1991) 

 



Amgen, Inc. v. Chugai 

Pharmaceutical Co. (1991) 

Gñ[P]urified and isolated gene sequences are 

different from those occurring in nature.ò 

Gñ[A] gene is a chemical compound, albeit a 

complex one.ò 



Incorrect Sequence 

GBRCA-1, EPO and Myriad Genetics 

G 35 U.S.C. Section 112, paragraph 1: ñThe 
specification shall contain a written description of 
the invention, and of the manner and process of 
making and using it, in such full, clear, concise, 
and exact terms as to enable any person skilled in 
the art in which it pertains, or with which it is 
most nearly connected, to make and use the same, 
and shall set forth the best mode contemplated by 
the inventor of carrying out his invention.ò (1952) 

 



Written Description vs. Deposit 

GGuaranty Trust Co. v. Union Solvents Corp 

(District of Delaware, 1931) 

GIn re Argoudelis (1970) 

GFed. Cir. 1985: ñThe PTO must continue to adapt 

its procedures to facilitate the advance of science 

and technology, since it is the public interest in the 

progress of useful arts that is benefitted as new 

technologies evolve.ò Unique and burdensome 

description requirements create barriers to 

patentability. 

 



University of California v. Eli 

Lilly (Fed. Cir. 1997) 

GRat vs. human insulin cDNA 

GñAn adequate description requires a kind of 

specificity usually achieved by means of 

recitation of nucleotides that make up the 

cDNA.ò 

GSo, as of 1997, it appears that one needs to 

specify the sequence in the written 

description é. however, é. 



Enzo Biochem, Inc. v. Gen-Prob Inc. (2002) 

GUS District Court of Southern New York 

GFederal Circuit Court Ruling 1 (Enzo I, citing U. 

Cal. v. Eli Lilly, 1997) 

GFederal Circuit Court Ruling 2 (Enzo II). So as of 

2003, it seems that one does not need to cite the 

sequence in the specification. 

GDisagreement among Federal Circuit Judges 

GEnzo II: Overturned, March 2010 by Federal 

Circuit Court of Appeals in Ariad Pharmaceuticals 

v. Eli Lilly and Co. The situation is rather fluid! 

 



Sequence Homology 

GUSPTO Revised Interim Utility Guidelines 

Training Materials (1999) 

GJack Spiegel, Director of the Division of 

Technology Transfer & Development, NIH 

GOne skilled in the art needs to decide 

whether specific properties require 

experimental substantiation. 

GUnpredictable vs. predictable arts: DNA vs. 

ómore traditionalô chemicals 

 


