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Overview of Subject Matter Limits

The Standards for Patentability

A valid patent must be . . .
» Fully and oppropriately described (§ 112)
* In compliance with statutory bars (§ 102)
« Novel (§ 102)
* Nonobvious (§ 103)
* The work of the inventors (§ 116)
o Useful (§ 101)
« Within the appropriate subject matter (§ 101)
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o Useful (§ 101)

« Within the appropriate subject matter (§ 101)

35U.5.C§ 101 - Inventions patentable

Whoever invents or discovers any new and useful
process, machine, manufacture, or composition of
matter, or any new and useful improvement thereof,

may obtain a patent therefor, subject to the conditions
and requirements of this title
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Categories of Subject Matter Limitations

Products of Nature / Living Things
Living Organisms
Naturally-Occurring Products

Mathematical Algorithms
Abstract Ideas
Computer Software?
Business Models?
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Claims at issue:
1) Process of producing a bacterial
organism
2)  Method of using a bacterial
organism

3)  The bacterial organism
Why does the examiner allow 1 & 2, but
not 37
Does it have any real effect on the scope
of coverage?




Diamond v Chakrabarty (1980)

The Section 101 categories:
“process, machine, manufacture, or
composition of matter”

Why doesn’t the claim fall clearly within
these categories?

What is the “real” issue here?

What is the “rule” of Chakrabarty?
Can you patent living things?

What living things?
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Discovery vs. Invention

Chakrabarty:

Discovery # Patentability
Invention = Patentability

Why impose this distinction?

If | spend S100M to discover o naturally-occurring product thet cures concer,
have | benefited society less thon if | had spent S100M to invent o synthetic
product with the same properfies?

Discovery vs. Invention

Won't a denial of patentability for “products of nature”
destroy a promising part of the biotech industry? (Aren't
many modern biotechnologies new uses for already-
existing natural materials?) What about advances in
genetics and “targeted” therapies? How are DNA pafents
legitimate?




Discovery vs. Invention

Parke Davis (SDNY 1911)

Claim: An “isolated and purified” version of material in
adrenal glands. (“Insulin”).

Is this patentable? How?

Isn't it invalid in light of the natural product?
Doesn't it run afoul of the “natural products” restriction?

Discovery vs. Invention

Parke-Davis (SDNY 1911)

Claim: An “isolated and purified” version of material in
adrenal glands. (“Insulin®).

Can you reconcile Chakrabarty and Parke-Davis?
What do these holdings suggest about biotech patenting?




Challenges to Biotech Patenting

The Discovery/Invention Distinction
[ Does this distinction have any real meaning? ]

Challenges to Biotech Patenting

Ownership Issues
[ If we are going to allow patenting of pseudo-products-of-

nature, how should we deal with (international) ownership
issues? ]




Challenges to Biotech Patenting

The Patenting of More Complex Organisms
[ What does the Chakrabarty / Parke-Davis framework suggest
about patenting chimeras, clones, etc? ]

Chakrabarty is the Supreme Court’s latest
word on biotech patentability.

In OT 2005, the Court granted cert. in Labcorp
v. Metabolite

cloim element: “correlate fest results”
later, cert. dismissed, with a long dissent by Breyer (with
Stevens & Souter)




Ass'n for Molecular Pathology v. USPTO
(Myriad)

Claims at Issue
Composition Claims to BRCA1 /2 Genes

Method of screening for cancer therapeutics.

Methods “comparing” or “analyzing” DNA sequences.




Claims at Issue
Composition Claims to BRCA1/2 Genes
Method of screening for cancer therapeutics.

Methods “comparing” or “analyzing” DNA sequences.

Claims at Issue
Composition Claims to BRCA1 /2 Genes

What does the dispute between
the majority and the dissent turn on?

Who has the better argument?

[ How does the majority respond to the over-breadth argument? ]




Myriad and Patent Policy

The Myriad patent claims appear to have very substantial impact
in the marketplace for testing / therapeutic screening.

Is this okay?
Is Section 101 the appropriate vehicle for these concerns?
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