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DETAILED ACTION
Applicants'

amendment

filed 12-30-04,

which was

revive the abandoned application and the petition

Claim

1

accompany with a petition

was granted on 2-17-05, has been

to

entered.

has been amended. Claims 1-28 are pending and claims 1-11 are under consideration.

Claim Rejections
1.

filed in

-

35

USC §101

35 U.S.C. 101 reads as follows:
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.

Whoever invents

Claims 1-11 are rejected under 35 U.S.C. 101 because the claimed invention
to non-statutory subject matter.

chemical compositions.
the form of a database.

The claims

On page

3, lines

are

drawn

The

of

A database is not considered patentable subject

Claim Rejections
is

profiles

A database may comprise more than one library for chemical

matter. Therefore, the instantly claimed invention

The following

of molecular

directed

23-24, the specification discloses "The library can be in

compositions of different toxicity categories."

2.

to a library

is

a quotation of the

first

is

-

directed to a non-statutory subject matter.

35

USC § 112

paragraph of 35 U.S.C.

1

12:

and of the manner and process of making
any person skilled in the art to which it
make and use the same and shall set forth the best mode

specification shall contain a written description of the invention,

and using

it,

in such

full, clear,

concise,

and exact terms

as to enable

which it is most nearly connected, to
contemplated by the inventor of carrying out his invention.

pertains, or with

3.

Claims 1-11 are rejected under 35 U.S.C. 112,

the written description requirement.

The

described in the specification in such a

first

paragraph, as failing to comply with

claim(s) contains subject matter

way as

to reasonably

which was not

convey to one

skilled in the relevant

Application/Control Number: 09/864,62 1

Page 3

Art Unit: 1632

art that the inventor(s), at the

time the application was

filed,

had possession of the claimed

invention.

Claims 1-11 read on a library of molecular profiles of chemical compositions having
predetermined toxicities by contacting an isolated mammalian embryoid body with the chemical
compositions, recording alterations in gene expression or protein expression in said

embryoid body and compiling a

library

of molecular

profiles for at least

mammalian

two chemical

compositions.

The chemical compositions encompass

therapeutic agents, neurotoxins, renal toxins,

hepatic toxins, toxins of hematopoietic cells, myotoxins, agents that are toxic to cells of

reproductive organs, teratogenic agents, carcinogens, agricultural chemicals, cosmetics, and

environmental contaminants. The specification only discloses the protein expression profiles of

mouse embryoid body treated with

troglitazone or erythromycin

compared

no treatment of troglitazone or erythromycin. The chemical compositions

numerous

different chemical

properties,

activities,

that

compounds having

would have a

certain effect

would

same chemical composition, not

to

differ

above include

chemical structures, chemical

feature of the chemical compositions

on the gene expression or protein expression

pattern in a

disclosed in the present invention. Further, different

embryoid bodies derived from various mammal, such
etc.,

common

Common structural

mammalian embryoid body has not been

whales, primates, dogs

set forth

different chemical structures, physical

and biological functions. They don't have

and biological functions.

to the control having

as

humans, mice,

rats, pigs,

from each other physiologically, and

sheep, cows,

their

response to

mention different chemical compositions, could vary.

Therefore, the pattern of alterations in gene expression or protein expression in various
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mammalian embryoid bodies responding
be predictable

at the

would not be able

numerous

to

One

time of the invention.

different chemical compositions

would not

skilled in the art at the time of the invention

to anticipate the gene expression or protein expression pattern in the

mammalian embryoid body treated with

various chemical compositions other than the disclosed

protein expression pattern of mouse embryoid

body treated with

either troglitazone or

erythromycin. The general knowledge and level of skill in the art do not supplement the omitted
description because specific, not general, guidance

The limited information disclosed
convey to one

is

what

is

needed.

in the present invention is

skilled in the art that applicants

were

in

not sufficient to reasonably

possession of the claimed libraries of

molecular profiles of numerous different chemical compositions. Thus,
written description requirement

is

it is

concluded that the

not satisfied for the libraries of molecular profiles of numerous

different chemical compositions as claimed.

Applicant

cites Atlantic

Thermoplastics

products by process claims, therefore, there
structural characteristics

(amendment,

is

p. 6-7).

v.

Faytex Corp., and argues that claims 1-1

no need
This

is

fails to

point out

not found persuasive because of the

how it is related to the product by process

i.e.

Faytex

is

is

no

a library of

the patterns of gene expression or protein expression, of numerous

different chemical compositions

when

said chemical compositions contact with an isolated

mammalian embryoid body. As discussed above,
different chemical

v.

claims and there

need to define the structural characteristics of products. The claimed invention
molecular profiles,

are

to define the products in terms of

reasons set forth above and that applicant only states "e.g. Atlantic thermoplastics

Corp." but

1

compounds having

the chemical compositions include

numerous

different chemical structures, physical properties,

and

Application/Control Number: 09/864,62 1

Page 5

Art Unit: 1632

biological functions.

They don't have common chemical

structures, chemical activities,

biological functions. Further, different embryoid bodies derived

humans, mice,

rats, pigs,

sheep, cows, whales, primates, dogs

physiologically, and their response to

and

from various mammal, such

etc.,

would

differ

as

from each other

same chemical composition, not to mention

different

chemical compositions, could vary. Therefore, the pattern of alterations in gene expression or
protein expression in various

mammalian embryoid bodies responding

chemical compositions would not be predictable
art at the

at the

to

skilled in the

mammalian embryoid body treated with various chemical compositions

other than the disclosed protein expression pattern of mouse embryoid

body

troglitazone or erythromycin. Thus, the written description requirement

4.

One

time of the invention.

different

time of the invention would not be able to anticipate the gene expression or protein

expression pattern in the

libraries

numerous

is

treated with either

not satisfied for the

of molecular profiles of numerous different chemical compositions as claimed.

Claims 1-11 are rejected under 35 U.S.C

1

12, first paragraph,

because the specification,

while being enabling for the library of protein expression profile of troglitazone and

erythromycin in the mouse embryoid body, does not reasonably provide enablement for libraries

of molecular profiles of numerous different chemical compositions

embryoid bodies. The specification does not enable any person
pertains, or with

commensurate

which

in

it is

most nearly connected,

to

in various

mammalian

skilled in the art to

make and/or use the

which

it

invention

scope with these claims.

Claims 1-11 read on a library of molecular profiles of chemical compositions having
predetermined toxicities by contacting an isolated mammalian embryoid body with the chemical
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compositions, recording alterations in gene expression or protein expression in said

embryoid body and compiling a

library

of molecular

compositions. Claim 2 specifies the embryoid body

embryoid body

is

profiles for at least

is

mammalian

two chemical

of human. Claims 6 and 7 specify the

of non-human mammals, such as rodents. Claims 3-5 and 8-10 specify the

chemical compositions are therapeutic agents, neurotoxins, renal toxins, hepatic toxins,
teratogenic agents, carcinogens, agricultural chemicals, cosmetics, environmental contaminants

etc.

As

discussed above, the chemical compositions encompass therapeutic agents,

neurotoxins, renal toxins, hepatic toxins, toxins of hematopoietic cells, myotoxins, agents that
are toxic to cells of reproductive organs, teratogenic agents, carcinogens, agricultural chemicals,

cosmetics, and environmental contaminants.

The

specification only discloses the protein

expression profiles of mouse embryoid body treated with troglitazone or erythromycin compared
to the control having

set forth

no treatment of troglitazone or erythromycin. The chemical compositions

above include numerous different chemical compounds having different chemical

structures, physical properties,

derived from various

dogs

etc.,

would

and biological functions. Further,

mammal, such

differ

as

humans, mice,

rats, pigs,

from each other physiologically, and

different

embryoid bodies

sheep, cows, whales, primates,

their response to

same chemical

composition, not to mention different chemical compositions, could vary. Therefore, the
alterations in

gene expression or protein expression

in various

mammalian embryoid bodies

responding to numerous different chemical compositions would not be predictable
the invention.

One

skilled in the art at the time

at the

time of

of the invention would not be able to anticipate

the gene expression or protein expression pattern in the

mammalian embryoid body

treated with
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various chemical compositions other than the disclosed protein expression pattern of mouse

embryoid body treated with

either troglitazone or erythromycin. Applicants

were not

in

possession of the claimed libraries of molecular profiles of numerous different chemical
compositions. Thus, the present invention does not enable the use of the broadly claimed
libraries

of molecular profiles of numerous different chemical compositions.

Applicant

cites Atlantic

Thermoplastics

products by process claims, therefore, there
structural characteristics

(amendment,

is

p. 6-7).

v.

Faytex Corp., and argues that claims 1-11 are

no need
This

is

to define the products in terms of

not found persuasive because of the

reasons set forth above and the reasons set froth above under 35 U.S.C.

1

12, first paragraph,

written description rejection.

Conclusion

No

claim

Any

is

allowed.

inquiry concerning this communication or earlier communications from the

examiner should be directed to Shin-Lin Chen whose telephone number
examiner can normally be reached on Monday to Friday from 9:30
If attempts to reach the

supervisor,

group

is

is

am to

(571) 272-0726. The

6 pm.

examiner by telephone are unsuccessful, the examiner's

Ram Shukla can be reached on (571) 272-0735. The fax phone number

for this

(571) 273-8300.

Any

inquiry of a general nature or relating to the status of this application or proceeding

should be directed to (571) 272-0547.
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Patent applicants with problems or questions regarding electronic images that can be

viewed

in the Patent

USPTO's

Application Information Retrieval system (PAIR) can

Patent Electronic Business Center (Patent

EBC)

for assistance.

now

contact the

Representatives are

from 6 am to midnight (EST). The toll free number is
(866) 217-9197. When calling please have your application serial or patent number, the type of
document you are having an image problem with, the number of pages and the specific nature of
the problem. The Patent Electronic Business Center will notify applicants of the resolution of
the problem within 5-7 business days. Applicants can also check PAIR to confirm that the
problem has been corrected. The USPTO's Patent Electronic Business Center is a complete
service center supporting all patent business on the Internet. The USPTO's PAIR system
provides Internet-based access to patent application status and history information. It also
enables applicants to view the scanned images of their own application file folder(s) as well as
available to answer your questions daily

general patent information available to the public.

For

all

other customer support, please call the

9199.

Shin-Lin Chen, Ph.D.

USPTO

Call Center

(UCC)

at

800-786-

