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SOME IMPORTANT TOPICS CONCERNING U.S. PATENTS
CLAIMING THERAPEUTIC COMPOSITIONS AND
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General Structure of U.S. Patent Claims Covering Therapeutic Compositions and Methods
The Preamble
The Transitional Phrase
The Three Types of Transitional Phrases: Comprising/Comprises/Comprised Of;
Consisting Essentially Of; and Consisting Of/Consists Of
The Body of the Claim
Claims to Naturally Occurring Chemical Compounds and Other Substances
Extracts of Plant-based and Animal-based Materials/Traditional Medicines
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The General Structure of a U.S. Patent Claim

The Three Parts of a Patent Claim: Preamble + Transitional Phrase + Body of the Claim

The preamble is the introductory part of a patent claim and functions to place the claimed
invention within a broadly designated category of patent-eligible subject matter, e.g.,
compound, composition, method or process, etc.

Ordinarily, the preamble should be neutral in its content, i.e., it should avoid using any word
or words that could be considered a imitation of the invention even if such word or
words also appear in the body of the claim. The preamble should also avoid using any
word or words that might suggest or imply that some aspect of the invention may be in
the prior art.
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e
Examples of Acceptable Preambles
“A compound ...”

“A composition ...”

“A composition for treating [recitation of specific disease(s) or bodily condition(s) to be
treated] ...”

“A therapeutic [or drug] composition for treating [recitation of specific disease(s) or bodily
condition(s) to be treated] ...”
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Preambles That Should Probably be Avoided

“A traditional Chinese drug composition ...” Comment: “traditional Chinese drug” could be
considered by a patent examiner to suggest or imply that the claimed invention or some
aspect of it may be in the prior art.

“A composition isolated from ...” Comment: “isolated from” more properly belongs to the
definition of the invention in the body of the claim.

“A composition extracted from ...” Comment: “extracted from’” more properly belongs to the
definition of the invention in the body of the claim.

“A therapeutically effective composition” Comment: “therapeutically effective” more
properly belongs to the definition of the invention in the body of the claim.

“An improved ...” Comment: the word “improved” could be taken as an admission by
applicant that at least part of the claimed invention is already known in the prior art; it
should be the task of the specification, not the claims, to show that the claimed invention is
an improvement over the prior art.
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The Transitional Phrase

The Role of the Transitional Phrase - The transitional phrase functions to indicate the scope of
the claim and to link the claim preamble to the body of the claim.

The Three Types of Transitional Phrases: “Comprising”, “Comprises” and “Comprised Of”

The transitional phrases “comprising” and its equivalents “comprises” and “comprised of”
open a claim up to the inclusion of any and all unrecited materials, components,
substances, etc., in any and all amounts.
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“Comprising”

A composition for treating [recitation of condition X to be treated] comprising A.

The transitional phrase “comprising” opens this claim up to the addition of one or more
unrecited materials B, C, D, etc., in any and all amounts. The claim covers A by itself as
well as A in combination with one or more components such as those commonly used in
the manufacture of drug dosage forms. So-called “comprising” claims provide the broadest
scope of patent protection for an invention and for this reason are by far the most common
type of claim.
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“Consisting Essentially Of”

The transitional phrase “consisting essentially of” closes a claim to a compound or material to
the addition of any unrecited materials or amounts of unrecited materials that would
materially affect the usefulness of the claimed compound or material.

Example

The specification of a patent claiming therapeutic compound A for treating a particular bodily
condition discloses that the presence of compound B must be avoided if compound A is
to exhibit its intended therapeutic effect.

The claim of the patent reads:

A composition for treating [recitation of condition X to be treated] consisting essentially of
compound A.

The transitional phrase “consisting essentially of” excludes compound B from the claim but
keeps the claim open to any and all other unrecited materials C, D, E, etc., in any and all
amounts, that do not materially affect the therapeutic usefulness of compound A.
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“Consisting Of” and “Consists Of”

The transitional phrase “consisting of” and its equivalent “consists of” close a claim directed
to a chemical compound or other material to any and all unrecited materials except for
minor amounts of impurities that may normally be present in the chemical compound or
other material.

Example

The claim of a patent reads: A composition for treating [recitation of condition X to be
treated] consisting of compound A.

The transitional phrase “consisting of” excludes all unrecited materials B, C, D, etc. (except
impurities) from its scope thereby resulting in a claim of very limited scope and one
which might therefore be easily avoided. For example, this claim might be avoided by
combining compound A with one or other materials, e.g., preservative agent B,
antioxidant agent C, etc.

Because of their very narrow scope, very few patent claims directed to compounds,
compositions, materials, etc., use the transitional phrase “consisting of”.
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The Body of the Claim

The body of the claim functions to define the invention in such a way as to cover all of what is
patentable and at the same time to distinguish, or differentiate, the invention from the
prior art.

Example
The claims of a patent read:
A composition for treating [recitation of condition X to be treated] comprising compound A.

A method for treating [recitation of condition X] comprising administering to a human subject
for which treatment of condition X is indicated a therapeutically effective amount of
compound A.

In these claims, the body of the claim is all the wording in the claim which follows its
transitional phrase “comprising”.
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I1. Claims to Naturally Occurring Chemical Compounds and Other Substances

A valid patent claim cannot be obtained for a chemical compound or substance that exists in
nature as a component of a living thing or as the result of a natural process (“product of
nature”). For example, a compound or substance isolated from a plant or animal, a drug
metabolite, a protein or a mineral discovered in earth is not patentable unless the patent
claim distinguishes the compound or substance from the way in which the compound or
substance is found in nature.

Extracts of Plant-based and Animal-based Materials

Chemical compounds and substances of indeterminate or complex composition that have been
isolated or extracted from natural sources can be patented provided they are claimed in
such a manner as will distinguish, or differentiate, them from the manner in which they

exist in nature.
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Example

The specification of a patent application describes compound A, useful for the treatment of
breast cancer, isolated in essentially pure forms from the bark of a certain variety of tree.
The bark itself does not exhibit this therapeutic use.

The claims of the application read:
A composition comprising compound A.
A composition comprising essentially pure compound A.
A composition consisting essentially of compound A.
A composition comprising a pharmaceutically acceptable salt of compound A.

A composition useful for treating breast cancer which comprises a therapeutically effective
amount of compound A in a pharmaceutically acceptable carrier.

A method for treating breast cancer comprising administering to a human subject for which
treatment of breast cancer is indicated a therapeutically effective amount of compound
A.
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Claim 1 is not patentable since as a “comprising” claim, it does not distinguish compound A
from its association with other unrecited materials such as those constituting the bark in
which compound A is naturally present. In short, under long-standing principles of U.S.
patent law, Claim 1 would be understood as claiming compound A in any environment

such as tree bark containing naturally occurring compound A.

According to examination guidelines recently adopted by the United State Patent and
Trademark Office (USPTO), Claims 2 and 3 are probably not eligible for patent protection
since they claim a compound known to occur in nature, i.e., in the bark of a tree.

However, Claims 4-5 are patent-eligible since they distinguish compound A from naturally-
occurring compound A. Thus, unlike the pharmaceutically acceptable salt of compound A
of Claim 4, naturally occurring compound A is not present in the form of a salt. Similarly,
in the case of Claim 5 claiming a mixture of compound A and a pharmaceutically
acceptable carrier, naturally occurring compound A is not present in a pharmaceutically
acceptable carrier.

Claim 6 is patent-eligible since compound A has not previously been used for treating breast
cancer.
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Traditional Medicines

A traditional medicine, e.g., a traditional herbal remedy, cannot be patented as such since by
definition it has been known for a long time. However, variations and modifications of a
traditional medicine may be patentable if it can be shown to be different from the known
traditional medicine in some way, e.g., in its composition and in its therapeutic effect,
when compared with the known traditional medicine.
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Example

As disclosed in the specification of a patent application, a traditional medicine known to be
useful for treating bodily condition X or promoting a condition of health Y is identified
as an extract of botanical A. The specification discloses another traditional medicine
which is also useful for treating bodily condition X or promoting a condition of health Y
which is identified as an extract of botanical B. The specification states that the extracts
of botanicals A and B are not known to have ever been combined.

The claims of the application read:
A composition comprising an extract of botanical A.
A composition comprising an extract of botanical B.

A composition comprising an extract of botanical A in combination with an extract of
botanical B.

A composition comprising an extract of botanical A and compound C.
A composition comprising an extract of botanical B and compound C.
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Claims 1 and 2 are not patentable since they claim the known extracts of botanicals A and B.
However, Claim 3 may be patentable in claiming a combination of extracts of botanicals A
and B provided it can be shown that the A and B combination is superior for treating bodily
condition X or promoting a condition of health Y than the extract of botanical A alone and
the extract of botanical B alone.
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Claims 4 and 5 may be patentable if it can be shown that the recited combinations of extract
and compound C, not known to exist in the prior art, are more effective for treating bodily
condition X or promoting a condition of health Y than the extracts alone.
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Example
In the example in the previous slide, the specification also discloses a novel extract of
botanical A which differs from the known extract of botanical A in having a different
compositional profile.
The claim of the application reads:

A composition comprising an extract of botanical A containing component X in an amount of
from to weight percent, component Y in an amount of from to weight

percent _ and component Z in an amount of from to

Provided the stated weight ranges of components X, Y and Z in the claimed extract are shown
to be different from those in the known extract and that the claimed extract is shown to be
superior in its therapeutic activity than the known extract, this claim is likely patentable

over the known extract.
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Conclusion

This discussion of U.S. patent law as it relates to patent claims, particularly patent claims
directed to therapeutic compositions and therapeutic uses, has necessarily been a brief
one. It is therefore entirely understandable that there may be questions about one or
more of the topics that were covered. With this in mind, we invite any questions you

may have including those questions that may address topics that go beyond this
presentation.
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CONTACT US

Thank you.

Michael J. Musella, Esq.
Dilworth & Barrese, LLP
mmusella@dilworthbarrese.com

Dilworth & Barrese, LLP
1000 Woodbury Road, Suite 405
Woodbury, NY 11797 USA

Telephone: (516) 228-8484
Fax: (516) 228-8516
E-mail: iplaw@dilworthbarrese.com
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