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WRITTEN DESCRIPTION
TRAINING MATERIALS




In 1999, the United States Patent and Trademark Office

(“USPTQ”) published training materials regarding the examination

of patent applications under the written description requirement of
35 U.S.C. § 112, first paragraph. (See http://www.uspto.gov/web/
offices/pac/writtendesc.pdf). Since that time, the case law and tech-
nology have developed in such a way as to necessitate a revision of
the 1999 training materials. Consequently, this revision was created
to supercede and replace the 1999 training materials. To the extent

that any conflict exists between the 1999 training materials and the

present materials, the present materials control.
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APPLYING THE WRITTEN DESCRIPTION REQUIREMENT

As discussed in the Guidelines for Examination of Patent Applications under the 35
U.S.C. 112, paragraph 1, “Written Description” Requirement (attached as Appendix A - Fed.

Reg. 66(4):1103), the examination of patent claims for compliance with the Written Description
Requirement should include:

1. A determination as to what the claim as a whole covers.

In making this determination, the examiner should consider and discuss the full
scope of the claim.

2. A full review of the application to understand how the applicant provides support
for the claimed invention including each element and/or step. This review includes
comparing the claim scope with the scope of the description.

3. A determination as to whether one skilled in the art would recognize that the
applicant was in possession of the claimed invention as a whole at the time of filing.
This determination should include the following considerations:

a. Actual reduction to practice
b. Disclosure of drawings or structural chemical formulas
c. Sufficient relevant identifying characteristics, such as:
i. Complete structure
ii. Partial structure
iii. Physical and/or chemical properties
iv. Functional characteristics when coupled with a known or disclosed
correlation between function and structure
d. Method of making the claimed invention
e. Level of skill and knowledge in the art
f. Predictability in the art
4. For each claim drawn to a single embodiment or species, consider the above factors
in regard to that embodiment or species to determine whether one of ordinary skill

in the art would recognize that the applicant was in possession of the species or
embodiment at the time of filing.

5. For each claim drawn to a genus, consider each of the above factors to determine
whether there is disclosure of a representative number of species which would lead
one skilled in the art to conclude that the applicant was in possession of the claimed

invention. The number of species required to represent a genus will vary, depending
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on the level of skill and knowledge in the art and the variability among the claimed

genus. For instance, fewer species will be required where the skill and knowledge in

the art is high, and more species will be required where the claimed genus is highly

variable.




ExAaMPLE 1: PRIORITY, ORIGINAL AND
AMENDED CLAIMS

This example is based, in part, on the

fact pattern in Tronzo v. BioMet, Inc.,

1A: 35 U.S.C. 120 BENEFIT 156 F.3d 1154, 47 U.S.P.Q.2d 1829
Specification: (Fed. Cir. 1998).

The specification is directed to an artificial hip

socket that includes cup implants adapted to replace

the acetabulum (the cup-shaped socket of the hip bone). The specification discloses that the
shape of the cup is not important, so long as the implant can effectively function as an artificial
hip socket. The application is a continuation-in-part (CIP). The parent application describes an
acetabular cup prosthesis wherein the cup is a trapezoid, a truncated cone, or of conical shape.
All of these terms describe a conical-shaped cup. In contrast to the CIP specification, the parent
specification touts the criticality of a conical cup over all other shaped cups.

A reference disclosing the claimed invention was published between the filing date of
the parent application and the instant application. Applicant asserts entitlement to the filing
date of the parent application.

Claims:

Claim 1. An acetabular cup prosthesis comprising:

a body extending generally longitudinally and terminating into front and rear
surfaces,

the front surface extending substantially transversely toward the body; and

at least one fin for securing the cup to a prepared acetabulum cavity,

the fin having a length extending generally longitudinally from the front surface
continuously along the body toward the rear surface thereby engaging the body with

the cavity and securing the cup.

Claim 2. The prosthesis of claim 1, wherein the body has a generally conical outer
surface.

Analysis:

Claim 1
Claim 1 is broadly drawn to an acetabular cup prosthesis that is generic as to shape.

(Compare claim 1 to claim 2.)



ExaMPLE 1: PrIORITY, ORIGINAL AND AMENDED CLAIMS

The parent application more narrowly describes acetabular cup prostheses. For ex-
ample, the parent application discloses only conical shaped cups, and discloses that a conical
shape is critical to cup function compared with other cup shapes.

For a claim in a later-filed application to be entitled to the filing date of an earlier appli-
cation, the earlier application must describe the subject matter of the claim in a way that satis-
fies the written description requirement of 35 U.S.C. 112, first paragraph.

To do so, the disclosure of the earlier application must convey to one of ordinary skill in
the art that the inventor had possession of the later-claimed subject matter at the time the par-
ent application was filed. Here, there is nothing in the earlier-filed application to suggest that
shapes other than conical are part of the disclosure. In fact, the earlier-filed application teaches
the advantages of conical cups versus other shapes of cups. Accordingly, a person of ordinary
skill in the art would not view the applicant to have been

in possession of the generic subject matter claimed

PracTicE NoTE

based on the single species disclosed in the earlier-filed
application. This example deals only with the
Conclusion: written description analysis of the
The parent application fails to adequately claimed prosthesis. Other issues,
describe the full scope of the genus of claim such as enablement, are not addressed
1. Thus, claim 1 is not entitled to the ben- here, but should be considered during
efit of the parent application filing date. examination.

Accordingly, a rejection should be made un-
der the appropriate section(s) of 35 U.S.C.
102 over the intervening prior art.

Claim 2

Claim 2 is narrowly drawn to an acetabular cup prosthesis that has a conical outer sur-
face.

Because the parent application likewise describes acetabular cup prostheses that have
conical shapes, a person of ordinary skill in the art would view the applicant to have been in
possession of the narrow subject matter claimed based on the single species disclosed the ear-
lier-filed application.

Conclusion:

The specification satisfies the written description requirement of 35 U.S.C. 112,
first paragraph, with respect to the full scope of claim 2.
A notation should be made in the file that claim 2 is entitled the benefit of the

parent application filing date. Claim 2 would not be rejected for anticipation.



ExaMPLE 1: PrIORITY, ORIGINAL AND AMENDED CLAIMS
1B: CriTicAL FEATURE MissING FROM ORIGINAL, GENERIC CLAIM
The fact pattern is similar to the fact pattern of Example 1A, except that in this example
there is no continuation-in-part (CIP) application.

Specification:

The specification is directed to an artificial hip PracTice NoTE

socket that includes cup implants adapted to replace

the acetabulum (the cup-shaped socket of the hip bone). If applicant amended the parent by
The specification discloses that a conical-shaped cup is adding claims to the subject matter of
critical to the prosthesis effectively functioning as an claim 1, the amendment would have
artificial hip socket. The specification describes an ac- been new matter and the amended
etabular cup prosthesis wherein the cup is a trapezoid, claims would have been rejected for
a truncated cone, or of conical shape. All of these terms lack of written description.

describe a conical cup. The specification also touts the

criticality of a conical-shaped cup over all other shaped

cups.
Claims:
Claim 1. An acetabular cup prosthesis comprising:
a body extending generally longitudinally and terminating into front and rear
surfaces,
the front surface extending substantially transversely toward the body; and
at least one fin for securing the cup to a prepared acetabulum cavity,
the fin having a length extending generally longitudinally from the front surface
continuously along the body toward the rear surface thereby engaging the body with
the cavity and securing the cup.
Claim 2. The prosthesis of claim 1, wherein the body has a generally conical outer
surface.
Analysis:
Claim 1

Claim 1 is broadly drawn to an acetabular cup prosthesis that is generic as to shape.
(Compare claim 1 to claim 2.)

The specification discloses only conical shaped cups. There is no reduction to practice
or disclosure of shapes other than conical. The specification discloses that prosthesis shape
is critical to the proper functioning of the claimed invention, and that the device will not work
without the proper shape. However, the specification does not disclose what other shapes

might function as claimed. Further, no information is provided from which a person of ordi-



ExampPLE 1: PrioriTY, ORIGINAL AND AMENDED CLAIMS
nary skill in the art could predict which shapes would function properly, i.e., there is no known
or disclosed structure-function correlation. Because a conical shape is the only contemplated
shape of the invention, a person of ordinary skill in the art would not view the applicant to have
been in possession of the generic subject matter claimed based on the single species disclosed
in the specification.
Conclusion:
The specification fails to satisfy the written description requirement of 35 U.S.C.
112, first paragraph, with respect to the full scope of claim 1.
Claim 2
Claim 2 is narrowly drawn to an acetabular cup prosthesis that has a conical outer sur-
face. Because the specification likewise discloses acetabular cup prostheses that have only
conical shapes, a person of ordinary skill in the art would view the applicant to have been in
possession of the narrow subject matter claimed based on the specification.
Conclusion:
The specification satisfies the written description requirement of 35 U.S.C. 112,

first paragraph, with respect to the full scope of claim 2.

1C: A PrerFERRED FEATURE MissiNG FROM ORIGINAL CLAIM
The fact pattern is similar to the fact pattern of Example 1B, except that in this example
the shape of the conical cup is disclosed as being preferred.

Specification:

The specification is directed to an artificial hip socket that includes cup implants adapt-
ed to replace the acetabulum (the cup-shaped socket of the hip bone). The specification dis-
closes that the shape of the cup must allow the prosthesis to effectively function as an artificial
hip socket, but does not define which shapes will or will not effectively function. The applica-
tion describes and has figures of an acetabular cup prosthesis wherein the shape of the cup is
trapezoid, a truncated cone, or of conical shape. All of these terms describe a conical cup. The

specification emphasizes that a conical cup is preferred over all other shaped cups.



ExampPLE 1: PrioriTY, ORIGINAL AND AMENDED CLAIMS
Claims:
Claim 1. An acetabular cup prosthesis comprising:

a body extending generally longitudinally and terminating into front and rear
surfaces,

the front surface extending substantially transversely toward the body; and
at least one fin for securing the cup to a prepared acetabulum cavity,

the fin having a length extending generally longitudinally from the front surface
continuously along the body toward the rear surface thereby engaging the body with

the cavity and securing the cup.

Claim 2. The prosthesis of claim 1, wherein the body has a generally conical outer

surface.
Analysis:
Claim 1

Claim 1 is broadly drawn to an acetabular cup prosthesis that is generic as to shape.
(Compare claim 1 to claim 2.)

The specification does not show the reduction to practice of any acetabular cup prosthe-
ses. The specification includes drawings of only acetabular cup prostheses that have conical
shapes. The specification does not disclose what shapes other than conical might function as
claimed. Although the application states that conical shaped cups are preferred, the specifica-
tion does not indicate that a conical shape is critical to cup function compared with other cup
shapes. Thus, the shape of the cup is not a critical feature. Accordingly, a person of ordinary
skill in the art would view the applicant to have been in possession of the generic subject mat-
ter claimed based on the single species disclosed in the specification because the invention as
claimed will function in its intended manner even without the specific disclosed conical shape.

Conclusion:

The specification satisfies the written description requirement of 35 U.S.C. 112,
first paragraph, with respect to the full scope of claim 1.
Claim 2

Claim 2 is narrowly drawn to an acetabular cup prosthesis that has a conical outer sur-
face.

Because the specification describes acetabular cup prostheses that have conical shapes
as a preferred embodiment, a person of ordinary skill in the art would view the applicant to

have been in possession of the narrow subject matter claimed based on in the specification.






ExaMPLE 2: AMENDED CLAIM

This example is based on the fact
Specification:

pattern in Gentry Gallery, Inc. v.
Berkline Corp., 134 F.3d 1473, 45
U.S.P.Q.2d 1498 (Fed. Cir. 1998).

The specification is directed to a unit of a sec-
tional sofa with a console between two reclining chairs,
wherein the control means for the reclining chairs are
mounted on the console. The specification clearly identi-
fies the console as the only possible location for the controls, and provides for only the most
minor variation in the location of the controls; i.e., the controls may be mounted on the top,
front, or side surfaces of the console. Additionally, the specification states that the purpose of
the console is to house the controls. The original claims required the controls to be on the con-
sole. The applicant subsequently amends the claims to remove this limitation.

Claim:

Claim 1. (Amended) A sectional sofa comprising:

a pair of reclining seats disposed in parallel relationship with one another in a
double reclining seat sofa section,

each of said reclining seats having a backrest and seat cushions and being
movable between upright and reclined positions,

a fixed console disposed in the double reclining seat sofa section between the
pair of reclining seats, and

a pair of control means mounted on the double reclining seat sofa section to
enable each of the pair of reclining seats to move separately between the reclined
and upright positions.

Analysis:

The facts indicate that the claim has been amended. Therefore, the examiner should
follow Appendix B: “Decision Tree: Where No Benefit Claimed” in these training materials.
Following that decision tree, the examiner should first compare the scope of the amended claim
to the scope of the original claim(s) and the disclosure in the specification.

Here, the amended claim is directed to a sectional sofa comprising, inter alia, a pair of
control means mounted anywhere on the double reclining seat sofa sectional unit. The origi-
nal claim required that the pair of control means was located on the center console. Thus, the
amended claim is broader than the original claim, because it is missing an element (limitation)
that was recited in the original claim.

The decision tree directs the examiner to consider next whether the missing element is

described in the specification as being a critical feature of the invention. Here, the specification

9



ExampPLE 2: AMENDED CLAIM
makes clear that the disclosed invention is a unit of a sectional sofa comprising control means
located on a console that separates the seats in the double reclining seat sofa section. The dis-
closure provides no description or support for controls located anywhere other than on the con-
sole. The disclosure unambiguously limits the location of the controls to the console. Thus,
the claim is broader than the description of the invention in the specification.

Because the specification supports only a narrow understanding of the location of
the controls, the specification does not support a broader claim that omits this limitation.
Accordingly, the specification does not adequately describe the genus recited in claim 1.
Conclusion:

The specification fails to satisfy the written description requirement of 35 U.S.C.

112, first paragraph, with respect to claim 1.

10




ExaMPLE 3: FLow DIAGRAMS

Specification:

The specification is directed to a mechanism for controlling the mode of operation of a
modem. A modem is used for modulating and demodulating signals, both analog and digital,
over telephone lines. It has two modes: (1) a transparent mode, in which the modem performs
the modulation-demodulation function, and (2) a command mode, in which the modem re-
sponds to predetermined commands and performs operations by executing a set of instructions
stored in Read-Only-Memory (ROM) or firmware. An escape command tells the modem when to
switch between transparent and command modes.

The application claims an improved mechanism for detecting an escape command by a
modem. The decision making capability and timing means preferably reside in a microproces-
sor, preferably a Z-8 type microprocessor. The specification discloses logic flow diagrams and
provides a detailed functional recitation that describes how to program computers to detect
an escape command, but the specification does not provide a computer program listing with
source code. The specification describes the escape sequence as one full second of no data,
followed by the predetermined escape command, followed by another full second of no data.
Claim:

Claim 1. In a modem including data input port for connecting said modem to a

utilization device, and a telephone port for connecting said modem to a telephone line,

said modem being of the type having two distinct modes of operation;

a transparent mode of operation for which said modem provides modulated
signals to said telephone port in response to data signals provided to said data input
port; and

a command mode of operation for which said modem responds to said data
signals provided to said data input port as instructions to said modem:;

said modem including means defining a predetermined sequence of said data
signals as an escape character, the improvement comprising:

timing means for detecting each occurrence of a passage of a predetermined
period of time after provision of one of said data signals to said data input port; and

means, operative when said modem is in said transparent mode of operation,
for detecting provision of said predetermined sequence of said data signals, and for
causing said modem to switch to said command mode of operation, if and only if

said predetermined sequence of data signals occurs contiguous in time with at least

11



ExampPLE 3: FLow Di1AGRAMS
one said occurrence of said passage of said predetermined period of time during
which none of said data signals are provided to said data input port.
Analysis:
Claim 1

Claim 1 is drawn to a genus of modems having two modes of operation (transparent
and command), a timing means, and a means for detecting an escape sequence and causing the
modem to switch from the transparent to the command mode.

The specification does not describe a reduction to practice of modems having two
modes of operation (transparent and command) with any particular timing means or means for
detecting the escape command and switching to the command mode.

The specification provides drawings of the modems as claimed in the form of detailed
functional flow diagrams. However, aside from the detailed drawings, the specification does
not disclose the complete or partial structures of a modem, nor the physical properties of tim-
ing means or means for detecting the escape command and switching to the command mode.
The specification does not disclose a method for making the claimed modems.

Nonetheless, a search of the prior art indicates that the hardware required to con-
struct the claimed modems is conventional, and that one skilled in the art would know how to
program a microprocessor to perform the necessary steps described in the specification and
detailed drawings. A review of the prior art also indicates that there would be no substantial
variation expected among the species of modem within the claimed genus.

Because the claimed invention is supported by conventional hardware structure and be-
cause there is a detailed description, including drawings, of what the software does to operate
the computer, there is sufficient description of the claimed invention. Disclosing a micropro-
cessor capable of performing certain functions is sufficient to satisfy the written description
requirement, when one skilled in the relevant art would understand what is being described and
recognize that the applicant was in posession of the invention claimed.

Conclusion:

The specification satisfies the written description requirement of 35 U.S.C. 112,

first paragraph, with respect to claim 1.
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ExampLE 4: ExPRESSED SEQUENCE Taags (ESTSs)

4A: ErreEcT oF OPEN TRANSITIONAL LANGUAGE
Specification:

The specification discloses SEQ ID NO: 16, which is an EST, i.e., a cDNA that corresponds
to only part of a protein-encoding open reading frame (ORF). The specification does not ad-
dress whether the cDNA crosses an exon/intron splice junction. The specification provides a
working example in which the cDNA of SEQ ID NO: 16 was isolated from a yeast cDNA library
and sequenced. The specification discloses that SEQ ID NO: 16 will hybridize to its complement
in yeast genomic DNA and that the cDNA is useful for identifying yeast infections.

Claim:

Claim 1. An isolated DNA comprising SEQ ID NO: 16.
Analysis:
Claim 1

Claim 1 is directed to the genus of DNAs comprising the cDNA sequence described
in the specification as SEQ ID NO: 16; the claimed DNAs may also include additional DNA se-
quences attached to either end of the sequence shown in SEQ ID NO: 16. The claimed genus
therefore includes the full-length open reading frame (ORF) that includes SEQ ID NO: 16, as well
as fusion constructs and vectors comprising SEQ ID NO: 16. (The genus might include the full-
length genomic gene. More specifically, if SEQ ID NO: 16 is derived from a single exon, the ge-
nomic sequence would comprise SEQ ID NO: 16; if SEQ ID NO: 16 is derived from more than one
exon, the genomic sequence would not comprise SEQ ID NO: 16.)

There may be substantial variability among the species of DNAs encompassed by the

scope of the claim because SEQ ID NO: 16 may be combined with other DNA sequences, how-

PracTicE NoTE

ESTs are recognized in the art as small pieces of DNA sequence (usually 200 to 500 nucleotides long) that

are generated by sequencing either one or both ends of an expressed gene. The idea is to sequence bits of DNA
that represent genes expressed in certain cells, tissues, or organs. These “tags” are used to “fish out” a gene
from a portion of chromosomal DNA by matching base pairs. See, e.g., www.ncbi.nlm.nih.gov/About/primer/
est.html, “Just the Facts: A Basic Introduction to the Science Underlying NCBI Resources, ESTs: GENE
DISCOVERY MADE EASIER.”
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ExaMPLE 4: EXPRESSION SEQUENCE TAGs
ever the scope of the genus is defined by the presence of the structure shown in SEQ ID NO: 16.
Thus, all members of the genus will predictably include SEQ ID NO: 16.
The specification provides an actual reduction to practice and the complete struc-
ture of one species within the genus; i.e., the cDNA consisting of the sequence shown in
SEQ ID NO: 16. SEQ ID NO: 16 also represents a partial structure of each DNA encompassed by
the claimed genus: each member of the claimed genus must include SEQ ID NO: 16 as part of

its structure because the presence of SEQ ID NO: 16 defines the scope of the claimed genus. It

is within the level of skill and knowledge to add any de-
sired DNA sequence to either end of SEQ ID NO: 16 with PracrtickE NoTE
no more than routine experimentation.

Because SEQ ID NO: 16 is a structural feature This example deals only with the writ-

common to all members of the genus and the specifi- ten description analysis of the claimed

cation describes the complete structure (sequence) of product. Claims to ESTs often raise

SEQ ID NO: 16, one skilled in the art would recognize other issues, particularly whether the

application discloses a patentable util-

ity for the claimed EST(s), whether

that the applicant was in possession of a common struc-

tural feature of members of the genus. The species

shown in the specification; i.e., SEQ ID NO: 16, is there- the claims are enabled throughout

fore representative of the species within the claimed ge- their scope, and whether the claims

are so broad that they read on prod-
nus.

. ucts disclosed in the prior art. These
Conclusion:

The specification satisfies the written de- other issues are not addressed here,

scription requirement of 35 U.S.C. 112, first but should be considered during ex-

paragraph, with respect to the claimed DNAs. amination. Other rejections should

be made when appropriate.

4B: ErreEcT oF CLOSED TRANSITIONAL LANGUAGE

Specification:

The specification discloses a working example in which ESTs were isolated from certain
metastatic cancers. Example 1 describes a process for isolating and quantifying three ESTs
from bladder and kidney tumors, as well as from normal healthy bladder and kidney tissue.

The ESTs are named BKC1, BKC2, and BKC3, and their nucleic acid sequences are disclosed as
SEQ ID NOS: 1-3, respectively. The sequences are each 300 nucleotides in length.

Example 2 provides data from over 300 patients showing that these three ESTs are
found in 10- to 50-fold higher concentrations on average in the tumors of adults having bladder
and kidney cancer compared with the corresponding tissues in normal healthy adults. The data
also indicate that tumors having 30-fold and higher concentrations of BKC2 are three times less
likely to respond to chemotherapies using cisplatin. Prophetic examples are also provided for

14



ExamPLE 4: EXPRESSION SEQUENCE TAGS
making a library of cDNAs encoding full length proteins using random primers in combination

with primers based on the nucleic acid sequences of the three disclosed ESTs.

Claims:
Claim 1. Anisolated nucleic acid comprising SEQ ID NO: 1.
Claim 2. An isolated nucleic acid consisting of SEQ ID NO: 1.
Analysis:
Claim 2

Because claim 2 uses the “closed” transitional term “consiting of” it encompasses a
single species of isolated nucleic acid, i.e., BKC1. The specification discloses the complete
structure of BKC1, j.e., SEQ ID NO: 1. The specification also describes a method of isolating
BKC1 from bladder and kidney cells. Because the specification discloses the complete structure
of the claimed species, as well as a method of making it, those of ordinary skill in the EST art

would recognize the inventor to have been in possession of the claimed nucleic acid at the time

of filing.
Conclusion:
The specification satisfies the written description requirement of 35 U.S.C. 112,
first paragraph, with respect to the full scope of claim 2.
Claim 1

Claim 1 encompasses a genus of isolated nucleic acids each having as part of its struc-
ture SEQ ID NO: 1. Because the claim uses the open transitional phrase “comprising,” the
claimed nucleic acids may also include additional DNA sequences at either end of the sequence
shown in SEQ ID NO: 1. The genus, therefore, includes the full-length open reading frame that
includes SEQ ID NO: 1, as well as fusion constructs and vectors comprising SEQ ID NO: 1. (The
genus might include the full-length genomic gene. More specifically, if SEQ ID NO: 1 is derived
from a single exon, the genomic sequence would comprise SEQ ID NO: 1; if SEQ ID NO: 1 is de-
rived from more than one exon, the genomic sequence would not comprise SEQ ID NO: 1.)

There may be substantial variability among the species of DNAs encompassed by the
scope of the claim because SEQ ID NO: 1 may be combined with other DNA sequences, but the
scope of the genus is defined by the presence of the structure shown in SEQ ID NO: 1. Thus, all
members of the genus will predictably include SEQ ID NO: 1.

The specification provides an actual reduction to practice and disclosure of one spe-
cies within the genus; i.e., the cDNA consisting of the sequence shown in SEQ ID NO: 1. That
sequence also represents a partial structure of each DNA encompassed by the claimed genus:
each member of the claimed genus must include SEQ ID NO: 1 as part of its structure because
the presence of SEQ ID NO: 1 defines the scope of the claimed genus.

15



ExaMPLE 4: EXPRESSION SEQUENCE TAGS

It is within the level of skill and knowledge in the p N
art to add any desired DNA sequence to either end of B

SEQ ID NO: 1 with no more than routine experimenta-

This example deals only with the writ-
tion. Because SEQ ID NO: 1 is a structural feature com- o ' '
ten description analysis of the claimed
mon to members of the claimed genus and the specifi- ' '
product. Claims to ESTs often raise
cation describes the complete structure (sequence) of , )
other issues, particularly whether the
SEQ ID NO: 1, one skilled in the art would recognize that o ,
application discloses a patentable util-
the applicant was in possession of a structural feature ] )
ity for the claimed EST(s), whether
shared by members of the claimed genus. The species
the claims are enabled throughout
shown in the specification; i.e., SEQ ID NO: 1, is, there-
their scope, and whether the claims
fore, representative of the species within the claimed
are so broad that they read on prod-
genus.
ucts disclosed in the prior art. These
Conclusion:
other issues are not addressed here but
The specification satisfies the written de-
should be considered during examina-
scription requirement of 35 U.S.C. 112, first
tion. Other rejections should be made
paragraph, with respect to the full scope of ,
when appropriate.
claim 1.
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ExAMPLE b: PARTIAL PROTEIN STRUCTURE

Specification:

The specification discloses a working example
in which Protein A was isolated from human urine.
Protein A is a 22 kDa protein that binds to and activates

Protein X. Example 1 describes a process for isolat-

This example is based on the fact
pattern in In re Wallach, 378 F.3d
1330, 71 U.S.P.Q.2d 1939 (Fed. Cir.
2004).

ing Protein A from human urine. The process includes dialyzing human urine to form a crude

protein concentrate, loading the protein concentrate onto an affinity column of immobilized

Protein X, and eluting Protein A from the column as a single peak in a fraction corresponding

to about 31% acetonitrile using reversed-phase high pressure liquid chromatography (HPLC),

wherein the purity of Protein A is confirmed by SDS-PAGE under reducing conditions. The ex-

ample provides data showing that Protein A so isolated binds to and activates Protein X. The

specification also discloses a 10 amino acid sequence from the N-terminus of Protein A (identi-

fied as SEQ ID NO: 1).

Prophetic examples are also provided for making a library of cDNAs encoding Protein A

using random primers in combination with primers based on nucleic acid sequences predicted

from the disclosed 10 amino acid sequence of the N-terminus of Protein A.

Claims:

Claim 1. An isolated protein comprising Protein A,

wherein said Protein A includes the amino acid sequence of SEQ ID NO: 1 in the

N-terminal portion of the protein, and has the same ability to bind to and activate

Protein X as Protein A from human urine, and

wherein said Protein A is purified by subjecting a crude protein recovered from

a dialyzed concentrate of human urine to affinity chromatography on a column of

immobilized Protein X, and elutes from a reversed-phase HPLC column as a single

peak in a fraction corresponding to about 31% acetonitrile and shows a molecular

weight of about 22 kDa when measured by SDS-PAGE under reducing conditions.

Claim 2. An isolated DNA comprising a DNA that encodes Protein A,

wherein said Protein A includes the amino acid sequence of SEQ ID NO: 1 in the

N-terminal portion of the protein, and has the same ability to bind to and activate

Protein X as Protein A from human urine, and

wherein said Protein A is purified by subjecting a crude protein recovered from

a dialyzed concentrate of human urine to affinity chromatography on a column of
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ExAMPLE 5: PARTIAL PROTEIN STRUCTURE

immobilized Protein X, and elutes from a reversed-phase HPLC column as a single

peak in a fraction corresponding to about 31% acetonitrile and shows a molecular

weight of about 22 kDa when measured by SDS-PAGE under reducing conditions.
Analysis:
Claim 1

Claim 1 encompasses proteins having an N-terminal amino acid sequence of
SEQ ID NO: 1, and the same ability to bind to and activate Protein X as Protein A from human
urine. The claim is generic because it recites the “open” transitional term “comprising.” The
specification fails to disclose the complete structure of Protein A. The specification also fails
to disclose any art-recognized correlation between the structure of the claimed protein and
its function of binding and activating Protein X. However, the specification discloses a partial
structure of Protein A (i.e., the 10 amino acid N-terminal sequence of SEQ ID NO: 1), and other
relevant identifying characteristics of the protein (e.g., its ability to bind and activate Protein X,
its approximate molecular weight, and the concentration of acetonitrile at which Protein A will
elute from a reverse phase HPLC column). The specification also discloses a method for isolat-
ing Protein A from human urine, and a working example in which Protein A is successfully iso-
lated using the disclosed method. Thus, those of ordinary skill in the art of isolating proteins
would recognize the inventor to have been in possession of the claimed protein at the time of
filing based on these identifying characteristics and the disclosed isolation method.
Conclusion:

The specification satisfies the written description requirement of 35 U.S.C. 112,

first paragraph, with respect to the full scope
el T TEcunicAL NoTE

Claim 2 ] ]
Because the average amino acid

Claim 2 encompasses DNAs encoding ) ,
) weighs ~110 Da, a 22 kDa protein
Protein A that have an N-terminal amino acid sequence
of SEQ ID NO: 1, and the same ability to bind to and

activate Protein X as Protein A isolated from human

(like Protein A) can be predicted to
be about 200 amino acids in length.

Because three nucleotides are needed
urine. The claim is generic because it recites the “open”
to code for one amino acid, a cDNA
transitional term “comprising.” The specification fails ) )
encoding Protein A would be about
to disclose the complete structure of any DNA encod-
600 nucleotides in length.
ing Protein A, or the complete structure of Protein A,

from which the structures of the claimed DNAs might
be predicted based on knowledge in the art of the genetic code. The specification also fails
to disclose any art-recognized correlation between structure and the disclosed function of the

claimed DNAs (i.e., encoding Protein A) and/or the disclosed function of Protein A (i.e., binding
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and activating Protein X). The specification does not disclose the isolation or cloning of any
DNA that encodes Protein A and/or refer to any deposited DNA capable of coding for Protein
A. Although the specification discloses relevant identifying characteristics of Protein A (e.g., its
ability to bind and activate Protein X, its approximate molecular weight, and the concentration
of acetonitrile at which Protein A will elute from a reverse phase HPLC column), only Protein A’s
molecular weight provides any information about the claimed DNAs (i.e., a rough approximation
of the size of a cDNA encoding Protein A).

However, the size of a DNA alone will not distinguish it from other DNAs. Thus, the
specification fails to disclose sufficient relevant identifying characteristics of the claimed DNAs.

The specification discloses 10 amino acids of Protein A’s approximately 200 total amino
acids, and a prophetic example for making a library of DNAs encoding Protein A using random
primers and primers based on this amino acid sequence. Using the genetic code, those of
ordinary skill in the art could predict all of the nucleic acid sequences able to encode the dis-
closed 10 amino acids of SEQ ID NO: 1. Thus, those of ordinary skill in the art would recognize
the inventor to have been in possession of 5% of the structure of the claimed DNAs. However,
the specification fails to disclose any information about the structure of the remaining 95% of
the claimed DNAs. Although the prophetic example showing how to isolate the claimed DNAs
might eventually lead to an actual reduction to practice, because of unpredictability in the art,
those of ordinary skill in the art would not consider the inventor to have been in possession of
even one species of the claimed DNAs at