


Isn’t This Counter to the
Constitution?

Does this not seem counter to the Constitution
(and the Patent Act), which specifically provides for
the patenting of “discoveries”?

The definition of a “discovery” is “something
found, invented or uncovered.” Yet, uncovering a
gene just isnt enough according to the Supreme
Court, in contradiction to Article 1, Section 8,
which expressly allows Congress to provide for a
time period of exclusive rights for discoveries.

The Patent Office has no choice but to fol-
low Supreme Court precedent, and is applying
the Supreme Court’s holding to all natural prod-
ucts, rejecting claims to natural products under
Section 101.

A legislative fix to overrule the
arguably unconstitutional holding in
Myriad may be called for.

However, the materials provided by the Patent
Office suggest that increased stability is a sufficient
basis for establishing patentability of a natural prod-
uct.”* Thus, on an ongoing basis, we should be able
easily to show increased stability over the natural
product, which is subject to degradation by prote-
ases, nucleases, lipases, and the soup of contaminants
found in its natural state. Few products will be less
stable in their purified form, and if so, usually one
can add buffer or chelating agent or other preserva-
tive to improve stability.

However, many of the issued patents will not
have the benefit of this guidance, and the holding
by the Supreme Court has greatly reduced, if not
eliminated, the value of many biological product
patents.

Given that it took nearly 60 years to overrule
the “separate but equal” doctrine,” it appears that a
legislative fix to overrule the arguably unconstitu-
tional holding in Myriad may be called for.

Notes

1. Patent Act of 1790, Ch. 7, 1 Stat. 109-112 (April 10,
1790) (providing that where “he, she, or they, hath or
have invented or discovered any useful art, manufacture,
engine, machine, or device, or any improvement therein
not before known or used, and praying that a patent may
be granted therefor”).

2. 1952 Patent Act, July 19, 1952, ch. 950, 66 Stat. 797,
codified at 35 U.S.C. § 101.

3.35 US.C. § 100.

4. See US730176 (“1. A substance possessing the herein-
described physiological characteristics and reactions
of the suprarenal glands in a stable and concentrated
form, and practically free from inert and associated
gland-tissue.”).

5. See US1469994, Extract obtainable from the mammalian
pancreas or from the related glands in fishes, useful in
the treatment of diabetes mellitus, and a method of
preparing it.

6. See also Parke-Davis & Co. v. H.K. Mulford Co., 189 E
95,103 (C.C.S.D.N.Y. 1911) (holding (arguably in dicta)
that purified adrenalin is patentable subject matter).

7. George Graham G., “Treatment Of Diabetes By
Raw Fresh Gland (Pancreas),” Br Med J. 1925;1(3357)
859-860.

8. US2563794 (“The compound vitamin B12 an organic
substance containing cobalt, together with carbon,
nitrogen, hydrogen, oxygen, and phosphorus, said com-
pound being a red crystalline substance soluble in water,
methyl and ethyl alcohol and phenol, and insoluble in
acetone, ether and chloroform, and exhibiting strong
absorption maxima at about 2780 A 3610 A. and 5500
5.,and an L. L. D. activity of about 11,000,000 L. L. D.
units per milligram.”).

9. Whipple G.H. & Ruobscheit-Robbins ES., “Favourable
influence of liver, heart and skeletal muscle in diet on
blood regeneration in anemia,” Am J Physiol. 1925;
72:408-418. Indeed, George Hoyt Whipple shared the
1934 Nobel Prize in Medicine with 1934 with George
Richards Minot, and William Parry Murphy “for their
discoveries concerning liver therapy in cases of anemia.”

10. AMP v. Myriad Genetics, Inc., 569 U.S. _ (2013).

11. Id.

12. See, e.g., US5747282 (“1. An isolated DNA coding for
a BRCAL polypeptide, said polypeptide having the
amino acid sequence set forth in SEQ ID NO:2”).

13. See Myriad Genetics, 569 U.S.at___ (“Nor are Myriad’s
claims saved by the fact that isolating DNA from the
human genome severs chemical bonds and thereby cre-
ates a non-naturally occurring molecule.”).

14. See Nature Based Product examples published at http://
www.uspto.gov/patents/law/exam/mdc_examples_nature-
based_products.pdf (“Because the claim is a nature-based
product, i.e., a combination of a naturally occurring
substance (pomelo juice) with an added preservative,
the nature-based combination is analyzed to deter-
mine whether it has markedly different characteristics
from any naturally occurring counterpart(s) in their
natural state. In this case, there is no naturally occurring
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counterpart to the claimed combination, so the com-
bination is compared to the individual components as
they occur in nature. The specification indicates that
the preservative can be natural or non-natural in ori-
gin, but that regardless of its origin, when an effective
amount of preservative is mixed with the pomelo juice,
the preservative affects the juice so that it spoils much
more slowly (spoils in a few weeks) than the naturally
occurring juice by itself (spoils in a few days). This
property (slower spoiling) of the claimed combination is

15.

markedly different from properties of the juice by itself
in nature. Accordingly, the claimed combination has
markedly different characteristics, and is not a “product
of nature” exception. Thus, the claim is not directed to
an exception (Step 2A: NO), and qualifies as eligible
subject matter.”

Brown v. Bd of Educ. of Topeka, 347 U.S. 483 (1954)
(overruling the Plessy v. Ferguson, 163 U.S. 537
(1896), doctrine of “separate but equal” as applied to
racial segregation).
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