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Patenting and Genetics: Distinguishing Nature from Invention:  An Annotated Bibliography

Although researchers need a means of compensation for their work, gene patents should be 
limited or banned because they have increased acutely, hold the potential to limit 
important research, do not fit completely into patent law, and monopolize genes and 
biological material.

This annotated bibliography endeavors to provide enough information about the gene 

patenting issue to write a thorough essay explaining my point of view: that gene patents should 

be limited or banned, yet describe the other side in order to fully discuss the topic and stay 

credible. The gene patenting issue focuses around the question: should patenting genes and 

biological material be legal? Current laws pertaining to patenting proclaim that biological 

material and genes are patentable, but a bill recently proposed to Congress, if passed, would ban 

all forms of biological material and gene patenting.

Major concerns with gene patenting involve the growing popularity of gene patents, and

the lenient and undefined laws enacted to control patentable and non-patentable material. Those 

who agree with gene patenting use the fact that so many patents have been issued for genes and 

biological material, as well as the gray area in the law to stake their claims. They believe in the 

necessity of patents to reward researchers for their hard work and give them credit for their 

inventions. The fact that gene patenting is currently legal creates a difficult obstacle for my 

argument to overcome; the laws present a gray area in-between “discovery” (non-patentable) and 

“invention” (patentable)—an isolated gene is neither; the US Patent Office currently ignores 

some of the laws of patentability.
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Because my stance follows the side against gene patents, I will explain that the process 

for isolating genes—the main way of patenting genes—has become widely used and unoriginal. 

The obviousness of the outcome revokes the deemed definition of “invention” because the law 

states that any patentable material must be “non-obvious.” The isolated gene’s composition does 

not differ much from its natural state. Major concerns for researchers and new scientists have 

emerged regarding the fact that patenting genes and biological material has grown marketable 

and increasingly popular, and that they cannot use these genes to research because of the cost, 

limiting areas of research. A plausible example is in the medical field, where researchers often 

must use outdated medicines for research because of all the patents on newer material. 

Monopolies form on patented genes, making their usage too costly.

Although my stance may differ from many people with patents, I will mainly write to

science and medical professors, and anyone in or looking to join those industries. I will attempt

to persuade them that the laws of patentability must change, and look at several solutions such as 

the Genomic Research and Accessibility Act of 2007 (the bill currently proposed to ban all gene 

and biological patents) and review the Genomic Research and Diagnostic Accessibility Act of 

2002, which did not pass as a law, but attempted to limit the enforceability of gene patents. I will 

also describe the situation in Europe, where nonprofit and private researchers can use patented 

material in experiments freely.

I found plenty of information supporting my stance, as well as some useful information 

refuting it. My most important sources came from the UCF library databases, as well as books. I 

was able to find the Elsevier SD Freedom Collection database, which gave me Holman’s “Patent 

Border Wars,” and Caskey’s “Gene Patents—a Time to Balance Access and Incentives,” both 

holding crucial information; both from the scholarly journal Trends in Biotechnology. Most of 
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the information regarding the Genomic Research and Accessibility Act of 2007 and the Genomic 

Research and Diagnostic Accessibility Act of 2002 came from Holman’s article. Caskey’s article 

gave me statistics for what types of organizations hold the most patents, and some insight about 

private and corporate organizations and entitlement to gene patents.

After I finished searching library databases, I went on a trip to the library and checked 

out Who Owns Life? by Arthur Caplan, David Magnus, and Glenn McGee, and Patenting of 

Human Genes and Living Organisms, edited by R. Grunwald and F. Vogel. Grunwald and 

Vogel’s anthology, with contributions from twenty different doctors, scientists, lawyers, and 

experts, expresses varying views on the topic. Who Owns Life? provides crucial information 

about patent law in the US and other countries, discussing good attributes, but mainly problems 

with the laws. All of these sources gave me different important information regarding current 

patent law, and many valid reasons for both sides of the issue. With all of the information I have 

found, I am convinced I have enough material to write a powerful essay.
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Beier, F.—K. and R. Moufang “Patentability of Human Genes and Living Organisms: Principles 
of a Possible International Understanding.” Patenting of Human Genes and Living 
Organisms. Eds. F. Vogel and R. Grunwald. Germany: Springer—Verlag, 1994. 
205-19.

This chapter, from an anthology written by doctors, scientists, and experts to their peers, 
contrasts the ideas of invention and discovery in patent law. It refutes isolated genes as a 
discovery; they do not exist naturally. The authors also explain that no law in patenting mentions 
specification of “biological nature.” The authors balance their argument by acknowledging that 
patents should never stop research, and that in Europe, an “explicit research or experimental use 
exemption” allows for anyone involved in private research to experiment on patented material 
for free. The material provides possible solutions as well as arguments to address.

Caplan, Arthur, David Magnus, and Glenn McGee. Who Owns Life? New York: Prometheus, 
2002.

This book, written by three professors of bioethics at the University of Pennsylvania to fellow 
science scholars, focuses on the argument that gene patents fall in-between two categories: 
“products of nature” and “manufactures,” making the issue difficult to resolve. The authors 
express that the Patent Office will not distinguish organisms from basic matter, and that the 
Office should only allow gene patents if others can use the base organism/gene pre-alteration. 
They emphasize the issue that developed countries continue to patent simple remedies used in 
the non-developed world, and these countries must fight back by publishing their folk medicines. 
The authors point out that patent law now disregards the “usefulness” criteria, a crucial fact in 
understanding the vagueness of patent laws.

Caskey, C. Thomas. “Gene Patents—a Time to Balance Access and Incentives.” Trends in 
Biotechnology 14 (1996): 298-302. Elsevier SD Freedom Collection. Science 
Direct. U Central Florida Lib. 16 Mar. 2008 <http://www.elsevier.com/>.

In this journal article, published in the scholarly Trends in Biotechnology, Dr. Caskey, M.D., 
F.A.C.P. informs fellow intellectuals about the increase in gene/biological material patents, 
different positions taken on the argument, owners of most gene patents (the US commercial 
corporations), the needed “balance” between “access” to new information, and “incentives” to 
make money and conduct more research: essential background information. Caskey explains 
how patents with strict laws aid the scientific community, providing enticement to research with 
the promise of credit for work, and wealth from discovery. He also believes that owners of gene 
patents should allow access of the gene to other researchers in order not to limit medical 
research, and recommends possible solutions to the argument.
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Holman, Christopher. “Patent Border Wars: Defining the Boundary Between Scientific 
Discoveries and Patentable Inventions.” Trends in Biotechnology 25 (2007): 539-
43. Elsevier SD Freedom Collection. Science Direct. U of Central Florida Lib. 
5 Nov. 2007 <http://www.elsevier.com/>.

Holman’s article, published in the scholarly journal Trends in Biotechnology, discusses 
government powers for limiting patents, other country’s limited patentability of biological 
material, a brief history of biological material patenting, and information about a bill proposed to 
Congress that would ban all patents on biological material. Holman expresses both promise and 
concern for the bill, and tries to persuade his academic audience that “instead of banning DNA 
patents,” patents should lose power so other researchers could still experiment with the genes. He 
supports this idea, much like the “Genomic Research and Diagnostic Accessibility Act of 2002,” 
a bill proposed that failed to become law. Newly proposed bills build an action incentive for the 
opposing side of the argument. 

Meek, James. “The Race to Buy Life.” (London) Guardian Internet Edition 15 Nov. 2000. 
19 Feb. 2008 < http://www.guardian.co.uk/society/2000/nov/15/health>.

Meek continues to write articles about the gene patenting issue. This newspaper article, posted 
on the London Guardian’s website, written to the British general public, analyzes the current 
situation of gene patenting. Due to an uninformed audience, the article reports essential 
information including how many genes get patented per month, the concern for future medical 
researchers since the influx in gene patents, quotes from authoritative individuals,  which 
companies hold the most gene patents and how many patents held, countries holding the most 
patents (US, Europe, Japan), and provides a British point of view: the US pressure on Europe to 
“liberalize gene patent laws” because the US patents thousands of genes per month. However, 
Meek gives a balanced view. Statistics create an understanding of the problem.

U.S. Human Genome Project. 19 Feb. 2008. <http:// 
www.ornl.gov/sci/techresources/Human_Genome/project/about.shtml>.

The Human Genome Project, a government development that mapped all the continuous gene 
sequences of the human body, has an official government website which specifies to the public 
all about the Project, as well as gene patenting, with objectivity. It includes information about 
how many worldwide gene patents exist, how researchers can now patent gene fragments, the 
problem of multiple patents on gene fragments of the same gene sequence, and the high cost to 
use those sequences. The site also confirms that the Human Genome Project posted all its 
discoveries online for public knowledge. It brings up new related issues.
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Westerlund, Li. Biotech Patents: Equivalency and Exclusions Under European and US Patent 
Law. New York: Kluwer Law, 2002.

Kluwer Law International, a publishing company focused on supplying legal information to the 
public, published this book, which provides information such as the definition of patents, a 
theory that less research would be conducted if patents were not granted, and the fact that the US 
Patent office unofficially absolved the law that “living organisms and their parts were non-
patentable products of nature.” Westerlund remarks that wording in patent law such as “existing 
in nature” needs clearer definitions in order to resolve the gene patent issue. One must know full 
patent law regarding biological material in order to understand the loopholes. 

Williamson, Alan R. “Gene Patents: Socially Acceptable Monopolies or an Unnecessary 
Hindrance to Research?” Trends in Genetics 17 (2001): 670-73. Elsevier SD 
Freedom Collection. Science Direct. U of Central Florida Lib. 16 Mar. 2008 
<http://www.elsevier.com/>.

Williamson’s article, printed in the scholarly journal Trends in Genetics, discusses the basic 
criteria needed for a patent, gene patents treated as “chemical compounds,” granted as 
“composition-of-matter patents,” and gene patents excluding other researchers from studying 
that gene for 20 years. He then endeavors to persuade his intellectual audience that in science, no 
necessity for patents exists and the public does not wish for monopolies to form around genes, 
causing prices to rise. He argues for patents given to those who find the use of a specific gene, 
not just the gene itself, and brings up imperative loopholes allowing for patented biological 
material.


