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Title 35
United States Code

Defines Patentability

35 USC §101

Patentable Inventions

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.



Utility Guidelines

« Federal Register

— (http://www.access.gpo.gov/su_docs/aces/aces140.html)
— Utility Guidelines
* 66 FR 1092 (January 5, 2001)

« Applies to all pending applications

Utility

— Three-pronged
* Specific
« Substantial
* Credible

And Well Established Utilities that are
Specific, Substantial and Credible




} Specific and Substantial Utility

* Brenner v. Manson, 383 U.S. 519
(1966)

— The basic quid pro quo contemplated by
the Constitution and the Congress for
granting a patent monopoly is the
benefit derived by the public from an
invention with substantial utility. Unless
and until a process is refined and developed
to this point -- where specific benefit
exists in currently available form -- there
1s msufficient justification for permitting an

applicant to engross what may prove to be
a broad field.

' Specific and Substantial Utility

* The famous quote from
| Brenner v. Manson:

—“But a patent is not a hunting
license. It 1s not a reward for the
search, but compensation for its
successful conclusion.”

* Hunting license or reward for
successful conclusion of the search?




Specific Utility - Definition

A utility that 1s specific to
the subject matter claimed

This contrasts with a
general utility that would
be applicable to the broad
class of the invention

' Substantial Utility - Definition

A utility that defines "real world" use

Utilities that require or constitute
carrying out further research to
identify or reasonably confirm a
"real world" context of use are not
substantial utilities




Substantial Utility

*Both a therapeutic method of treating a known
or newly discovered disease and an assay
method for identifying compounds that
themselves have a "substantial utility" define a
"real world" context of use

*An assay that measures the presence of a
material which has a stated correlation to a
predisposition to the onset of a particular
disease condition would also define a "real
world" context of use in identifying potential
candidates for preventive measures or further
monitoring

Substantial Utility “Wheel”

Nucleic Acid

Probe for a
known
disease state
'rotein

Assay for
specific,
substantial,
credible use

Antibody




“Throw Away” Utility

Note that “throw away” utilities do not meet the tests

for a specific or substantial utility.
For example, using transgenic mice as snake food is a utility that is
neither specific (all mice could function as snake food) nor
substantial (using a mouse costing tens of thousands of dollars to
produce as snake food is not a “real world” context of use).
Similarly, use of any protein as an animal food supplement or a
shampoo ingredient are “throw away” utilities that would not pass

muster as specific or substantial utilities under 35 U.S.C. §101

This analysis is tempered by consideration of the context

and nature of the invention.
If a transgenic mouse was generated with the specific provision of
an enhanced nutrient profile, and disclosed for use as an animal
food, then the test for specific and substantial asserted utility would
be considered to be met

Credible Utility - Definition

*An assertion is credible unless
*(A) the logic underlying the assertion is seriously
flawed, or
*(B) the facts upon which the assertion is based are
inconsistent with the logic underlying the assertion

Credibility as used in this context refers to the reliability of the
statement based on the logic and facts that are offered by the
applicant to support the assertion of utility.

*A credible utility is assessed from the standpoint of whether a
person of ordinary skill in the art would accept that the recited or
disclosed invention is currently available for such use.
*For example, no perpetual motion machines would be
considered to be currently available. However, nucleic acids
could be used as probes, chromosome markers, or forensic or
diagnostic markers




Well Established Ultilities -

Definition

*A specific, substantial, and credible
utility which 1s well known,
immediately apparent, or implied by
the specification’s disclosure of the
properties of a material, alone or taken

with the knowledge of one skilled in
the art

35 U.S.C. §102

Conditions for Patentability; Novelty and Loss of Right to Patent

A person shall be entitled to a patent unless -

(a) the invention was known or used by others in this country, or patented
or described in a printed publication in this or a foreign country, before the
invention thereof by the applicant for patent, or

(b) the invention was patented or described in a printed publication in this
or a foreign country or in public use or on sale in this country, more than
one year prior to the date of the application for patent in the United States,
or '

(e) the invention was described in - (1) an application for patent, published
under section 122(b), by another filed in the United States before the
invention by the applicant for patent or (2) a patent granted on an
application for patent by another filed in the United States before the
invention by the applicant for patent, except that an international
application filed under the treaty defined in section 351(a) shall have the
effects for the purposes of this subsection of an application filed in the
United States only if the international application designated the United
States and was published under Article 21(2) of such treaty in the English

$ language.




35 U.S.C. §103

Conditions for Patentability; Non - obvious Subject
Matter

Section (a)

A patent may not be obtained though the invention is not
identically disclosed or described as set forth in section
102 of this title, if the differences between the subject
matter sought to be patented and the prior art are such
that the subject matter as a whole would have been
obvious at the time the invention was made to a person
having ordinary skill in the art to which said subject
matter pertains. Patentability shall not be negatived by
the manner in which the invention was made.

35 USC 8112, 1st Paragraph

Enablement

The specification shall ... enable
any person skilled in the art to
which it [the invention] pertains, or
with which it is most nearly
connected, to make and use the
same, . . .




“Wands Factors”

» Breadth of claims

» Nature of the invention

 State of the prior art

« Level of Skill in the art

» Level of predictability

« Amount of direction/guidance

» Presence/absence of working examples

» Quantity of Experimentation
In re Wands, 858 F .2d 731, 737, 8 USPQ 2d 1400, 1404 (Fed. Cir. 1988)

35 USC §112, 1st Paragraph
Written Description

The specification shall contain a written
description of the invention and of the
manner and process of making and using
it, in such full, clear, concise, and exact
terms . . . any person skilled in the art to
which it pertains . . . to make and use the
same . . .




Written Description
Guidelines

 Federal Register

— (http://www.access.gpo.gov/su_docs/aces/aces140.html)
— Utility Guidelines
« 66 FR 1092 (January 5, 2001)

P2 < Applies to all pending applications

Technology and Claim
Coverage

- Written in technology neutral manner since
recent decisions of the Federal Circuit have
written description implications in a broad
range of technologies

— Eli Lilly & Co.; Tronzo v. Biomet, Inc., 156 F.3d 1154, 47
USPQ2d 1829 (Fed. Cir. 1998); Gentry Gallery, Inc. v. Berkline
Corp., 134 F.3d 1473, 45 USPQ2d 1498 (Fed. Cir. 1998); Union
Oil Co. of Cal. v. Atlantic Richfield Co., 99-1066 (Fed. Cir.,
March 29, 2000)

e Products, Processes, and
Products by process




General Principles

Basic inquiry: Can one skilled in the
art reasonably conclude that the
inventor was in possession of the
claimed invention at the time the
application was filed?

«Written description requirement 18
separate and distinct from the
enablement requirement

General Principles

Strong presumption that an adequate
- written description is present in the
application as filed

Initial burden is on examiner to establish
prima facie case of unpatentability

 Applicant should show support for new
or amended claims (MPEP 714.02 and
2163.06)




Analysis

« If a skilled artisan would have
understood the inventor to be in
possession of the claimed invention
at the time of filing, even if every
nuance of the claim is not explicitly
described in the specification, then
the requirement for an adequate
written description 1s met.

Evidence of Possession

Actual reduction to practice
*Reduction to practice normally not required

ocf: Amgen Inc. v. Chugai Pharmaceutical
Co., 927 F.2d 1200, 18 USPQ2d 1016
*(Fed. Cir. 1991)

*Deposit of biological materials
*Not a substitute for written description
*Per 37 CFR 1.809(d), the specification
must include a description of the deposit
sufficient to specifically identify it and to
permit examination




Evidence of Possession

«Clear depiction of the claimed invention

in detailed drawings

«Pfaffv. Wells Electronics, Inc., 525 U.S. 55, 48 USPQ2d 1641 (1998)
» Vas-Cath, Inc. v. Mahurkar, 935 F.2d 1555, 19 USPQ2d 1111
» (Fed. Cir. 1991)

*What 1s conventional or well known to
one skilled in the art need not be disclosed
in detail

oInre Hayes Microcomputer Products, Inc. Patent Litigation, 982 F.2d
1527, 1534-35, 25 USPQ2d 1241, 1246 (Fed. Cir. 1992) (“Disclosing
a microprocessor capable of performing certain functions is sufficient
to satisfy the requirement of section 112, first paragraph, when one
skilled in the relevant art would understand what is intended and know
how to carry it out.”).

Evidence of Possession

«Written description describing sufficient

- relevant identifying characteristics
*Weigh factual considerations in view of level of

skill and knowledge in the art
*See, e.g., Union Oil Co. of Cal. v. Atlantic Richfield (“In
sum, the record shows that the inventors possessed the
claimed invention at the time of filing in the assessment
of those of ordinary skill in the petroleum refining art.”)

*The less mature the technology, the more evidence
is required to show possession

Level of skill and knowledge in the art increases
over time




Evidence of Possession

 Sufficient distinguishing identifying
characteristics

— Weigh factual considerations in view of level
of skill and knowledge in the art

* Complete or partial structure

 Physical and/or chemical properties

* Functional characteristics

 Correlation between structure / function
* Method of making

* Combinations of the above

Generations of Genomic Discovery

» Ist Generation

— partial sequences, no ORFs

* 2nd Generation
— OREF disclosed with putative function only

3rd Generation

— Fully characterized nucleic acid including
expression of any encoded protein and full
functional analysis of said protein.




Claim Amnalysis

Consider the following claim:

A nucleic acid comprising
SEQ ID NO 1.

Question ???

- Does the nucleic acid encode a
protein?

Yes
2nd Generation (plus/minus)

No
Ist Generation




Ist Generation - Utility

]

What 1s the asserted utility?
Probe?
Marker?
Discovery Tool?

[s the target of the probe/marker
1dentified?

Ist Generation - Utility

Probes/Markers
Target Identified?

No:
The utility may not be considered
specific or substantial

Yes: What 1s the target?
A chromosomal, bacterium, band, cell
type, etc. may NOT be considered to be
substantial.
A probe/marker for a disease or
diagnostic target specific to a disease
state would be considered to be specific
and substantial.



Ist Generation - Utility

Examples of acceptable probe targets

Bacterium that is associated with a disease
N. gonorrhea is an etiologic agent for venereal disease
M. pneumonia is an etiologic agent of pneumonia

Chromosomal Target
a chromosomal breakpoint marker associated with a
particular disease
Bcl-2 (breakpoint cluster 2) is associated with
cancer. A probe to this particular chromosomal
rearrangement would be clinically important in
determining an appropriate treatment modality

Ist Generation - Utility

If no particular target of diagnostic
relevance is disclosed, the claims may be
rejected under 35 U.S.C. §101 and § 112,
first paragraph, as failing to be supported
by a specific, substantial, and credible
utility or a well-established utility.




Ist Generation - Written
Description

A claim drawn to a nucleic acid “comprising”

would be considered to read on a gene
Since the art does not provide a generally
accepted definition of “gene” and elaboration of
its characteristics (i.e. sequence) would require
both a definition and a sequence disclosure, the
claim under consideration would read on the
gene and such would generally lack an adequate
written description in the absence of specific and

particular disclosure of the “gene’s
characteristics.

Ist Generation -
Scope of Enablement

A claim that is supported by an
acceptable specific, substantial, and
credible utility will generally be
limited to closed claim language.

A nucleic acid consisting of
SEQ ID NO 1.




Ist Generation -
Scope of Enablement

The basis of this limitation will generally
be a lack of teachings regarding what
additional sequences may be added to those
specifically disclosed such that the asserted
utility would be present
Also, the claim will read on a number of
non-enabled embodiments such as:

protein coding regions

genes

alleles

2nd Generation

An ORF 1s disclosed
- regardless of source
human, animal, bacterial, viral

A deduced amino acid sequence 1s
disclosed

A function 1s ascribed following
database comparison or identification
of consensus sequence




2nd Generation

Look at the protein
Search the protein
Question:

Would the skilled artisan

accept that the protein 1s
what is asserted 777

2nd Generation

“The” Protein
Two possibilities:

The identification of the
protein is acceptable.

The 1dentification of the
protein is rebuttable




2nd Generation

Example:
Applicant asserts that the protein is an
interleukin receptor because it 1s 85%
identical at the amino acid level with
other IL-receptors
A search confirms the asserted
identity and that the next closest
match i1s a 50% identity to beta-actin.
No reason to doubt assertion that
the protein is an IL-receptor.

2nd Generation

- Utility
Is there a well-established
utility for IL-receptors?

No. Different receptors
would have different
functions and the skilled
artisan would have to
determine such.




2nd Generation

Is the utility spéciﬁc?

Maybe. The use would be
particular to a general class of
receptors, but the limited
amount of information present
would apply equally to all IL-
receptors

2nd Generation

 Is the utility substantial?

No. The skilled artisan would need to
prepare, 1solate, and analyze the
protein in order to determine its
function and use. Therefore, the
invention is not in readily available
form. Instead, further experimentation
of the protein itself would be required
before it could be used.




2nd Generation

The claim may be rejected under
both 35 U.S.C. §101 and §112,
first paragraph, as failing to be
supported by a specific,
substantial, and credible utility or a
well-established utility.

2nd Generation

Is there an alternative utility?

Probe?
Return to considerations under 1st
Generation type applications including
limitations of scope of claims.

For most eukaryotic situations, 2nd
Generation claims will not generally read on
genes (at least in EST situations) because
cDNAs do not include introns.



2nd Generation

Now change fact pattern.
Asserted protein function is as a DNA ligase
and the search and analysis indicates that this is
a reasonable assertion.

Utility
DNA ligases have well-established uses in the

art based upon their enzymatic activity.

Written Description
No problem

2nd Generation

Scope of enablement

Since the claimed nucleic acid is
relying upon its encoding a protein
with a well-established utility, this
claim would be treated as any other
nucleic acid encoding a protein and
open claim language is appropriate
assuming no other examination
considerations are present.




2nd Generation

Now change the results from our search.

A search of the prior art confirms the
asserted identity, however, the next
closest match is a 85% identity to beta-
actin.

In this case, there is reasonable
support for the conclusion that the
protein would not be an IL-receptor.

2nd Generation

Therefore, reject the claim under 35
'U.S.C. §101 and 112, first paragraph, as
failing to be supported by specific,
substantial, and credible utility or a well-
established utility.

However, agam, If there is an alternative
utility disclosed such as use as a probe,
return to considerations under 1st
Generation type applications including
limitations of scope of claims.



3rd Generation

*This is a fully disclosed mvention
including isolation of the protein
encoded by the claimed nucleic acid
and the determination of biological
activity and function of said protein.
Therefore, there will generally not be
any issues raised under 35 U.S.C.
§101 or §112, first paragraph
(enablement or written description).

Transgenic Plant BioReactors

Goodman et al. (U.S. Patent 4,956,282; U.S. Patent 5,550,038; U.S. Patent 5,629,175),
Issue Date 08/27/96 -- production of murine interferon in tobacco.

Loike et al. (U.S. Patent 5,855,881), Issue Date 01/05/99, Assignee Gel Tech Group -- production of
human ADH (alcohol dehydrogenase) and ADLH (aldehyde dehydrogenase), to reduce absorption of
alcohol in the blood, in corn.

Fortin et al. (U.S. Patent 5,723,755), Issue Date 03/03/98, Assignee McGill University -- production
of human protein C, key element of anticoagulation cascade, in tobacco.

Hiatt et al. (U.S. Patent 5,202,422; U.S. Patent 5,639,947), Issue Date 04/13/93, Assignee Scripps
Institute -- production of multimeric proteins/antibodies (abzymes) in tobacco.

Maliyakal et al. (U.S. Patent 5,474,925), Issue Date 12/12/95, Assignee Research Corp / Monsanto --
production of immobilized enzymatic proteins (bacterial beta-glucuronidase) in cotton fiber.

Hein et al. (U.S. Patent 5,959,177), Issue Date09/28/99, Assignee NIH / Scripps -- production of
multimeric proteins/ antibodies (Shigella toxin antibody) in tobacco.

Russell et al. (U.S. Patent 6,080,560; U.S. Patent 6,140,075), Issue Date 06/27/00, Assignee
Agracetus / Monsanto -- production of multimeric proteins/ antibodies (L6 anti-tumor antibody) in
tobacco.

Radin et al. (U.S. Patent 5,929,304), Issue Date 07/27/99, Assignee VP / Crop Technologies --
production of lysosomal enzymes (human glucocerebosidase and human gamma-L-iduronidase), for
enzyme replacement therapy in treatment of lysosomal storage diseases, in tobacco.




Commercial Agricultural
Products Overview

PRODUCT GENETIC MODIFICATION PURPOSE

fomatoes, peas, peppers, tropical frui, controlled ripeni ippi ine-fi
a3 I . ing Allow shipping of vine-ripened tomatoes;
broccoli, raspberries, melfons improve shelf life, quality.
tomatoes, potatoes, com, lettuce, coffee;-|-- insect resistance” Reduce insectici
s com, ; COiles; , uce insecticide use.
cabbage family, apples | -:. - . . - : =
peppers, lomaloes, cucumbers fungal resistance Reduce fungicide use.
pot,ato"e;;;3 tomaloes, 1mnt:;tloupe, squash;{ |~ -viralresisfance - - | Reduce diseases caused by plant viruses and
cucumbers, com, oilseed rape (canola), C L i — since insects canry viruses — reduce insect-
soybeans; grapes:{ - - - i : cide use.
soybeans, tomatoes, corn, oilseed rape herbicide tolerance Improve weed control.
(canola), wheat
oom,. surflowers, soybeansand other plants - 2 improved nutrtion . . Increase the amount of essential amino acids,
e e SRR vitamins or other nutrients in the host plant.
oilseed rape {canola), peanuts heat stability Improve processing quality; permit new food

uses for healthier oils.
Sourccs: The Hale Group/Decision Resources, Inc., Food Processing and BlO/technology magazines

Transgenic Animal BioReactors

Patent No. 5,880,327, Applicant: LUBON,HENRY K et al,, Assignee: VPI AND STATE UNIVERSITY

Issue Date: 03/09/1999

Transgenic mammal, specifically a mouse, rat, rabbit, pig, sheep, goat or cow, which produces recombinant human
Factor Vi1 in its milk. Factor V1II is a clotting factor which is missing in certain types of hemophilia.

Patent No. 5,895,833, Applicant: BERG,RICHARD A., Assignee: COHESION TECHNOLOGIES, INC.

Issue Date: 04/20/1999

Transgenic mammal which produces human collagen in its milk. Collagen is used in reconstructive therapeutic
procedures.

Patent No. 6,025,540, Applicant: HANSSON,LENNART, Assignee: None

Issue Date: 02/15/2000

Transgenic mammal, rabbits, mice, rats, goats, sheep, pigs, lama, camels and bovine species. which produce superoxide
dismutase in its milk. Superoxide dismutase is a protective factor against superoxide radicals and is found in most
mammalian cells.

Patent No. 5,741,957, Applicant: DEBOER,HERMAN A. et al., Assignee: GENE PHARMING EUROPE BV

[ssue Date: 04/21/1998

Transgenic cow which produces a heterologous protein in its milk. In this patent, the navelty of the invention was the
development of the combination of factors which allowed production of proteins in the mitk of cattle.

Patent No. 5,700.671, Applicant: PRIETO,PEDRO A. et al., Assignee: ABBOTT LABORATORIES
Issue Date: 12/23/1997
Transgenic mammal, mouse, rat, rabbit, pig, goat, sheep and cow, which produce an enzyme in its mitk.

Patent No. 5,476,995, Applicant: CLARK,ANTHONY J. et al., Assignee: PPL THERAPEUTICS LIMITED

Issue Date: 12/19/1995
Transgenic sheep which produce Factor IX or alphal-antitrypsin in its milk. Factor IX and alphal- antitrypsin are

blood coagulation factors.
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Provides access to electronic business applications

for patent customers

- Customer Number Registration Forms
m Required for PAIR and EFS

- Public Key Infrastructure (PKI) Registration Forms

m Security software to support electronic commerce
m Required for PAIR and EFS

- Patent Application Information Retrieval (PAIR)

m Access to application status and history via the internet
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m Filing of patent applications via the internet
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Patent Electronic
Business Center (EBC

Eiilzdmnu: Busmes Cenlev MNetscape

Click on: Eﬂ

e

Patent Electronic Uit

l'\.nu)\l\n \]’\n N AND )

BusmeSS Center Patents Trademarks Other
Patent El i Trademark El i R A ing and
{ Center - Electronic Filing Business Center - Search Management - Pay
(EFS) and Status Information (TESS), File (TEAS), Check Maintenance Fees and

(PAIR)

Status (TARR) or Review TTAB Maintain Deposit Accounts

Proceedings (BISX) Online

Search for Patents - Full Text

and Images (Images only for Business Opportunities for

pre-1976 patents) Vendors via the Internet
Purchasing Application

How to view Patent images (L)

i i Apply for patent examiner

Order Copies of Patents, Trademarks or Assignment

Documer&s with OEMS vacancies via the Job
Application Retrieval

How to Get 2 Customer Number and Digital Centificate for
Secure Transactions

System (JARS)

USPTO Home | Site Index | Site Search | System Status | Business Center | News&Notices |
Contact Us | Privacy Statement

Click on
New Users

LN ED ST ]’\l ENTAND TRADENIARN O
HOME INDEX searcH {.‘ﬁ;% ’m‘”“éﬂ N Ses  CONTACTUS
BC

Patent Electronic Business Center

New Users

Patent Application
Information Retrieval

Electronic Filing
System 2 Online Patent Searches

Downloads
View Patent Guidance and

User Guides : Notifications

About the EBC

Check the System Status pages for announcements of all planned and unplanngc culages |
of Online Business systems

HOME | INDEX | SEARCH | SYSTEM STATUS | BUSINESS CENTER | NEWS&NOTICES |
CONTACT US | PRIVACY STATEMENT
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Electronic Filing System
Provide Customer Number
= Provide PKI Certificate Support
» Provide Support for Authoring Tool to End-User

PKI Certificates
Answer Business Aspects of Customer Questions
« Certificate Action Form Information
= Initial Review of Certificate Action Forms
= Troubleshoot End-User Problems

Patent Electronic Business Center
EBC Customer Support Center

Patent Application Information Retrieval
Registration Information

« Troubleshoot End-User Problems

» Troubleshoot Software Problems

= Handle Questions Related to Data

Customer Number
Business Rules
» |ssuing New Customer Numbers
= Update Bulk Address Changes
» Customer Number Data Change Information

= Customer Number Application Information

The EBC Customer Support Center is

available 18 hours daily (M-F), NL NG

at 1(866) 217-9197 or (703) 305-3028 or via ‘>;5§7§\(
i

) : Patent's
e-mail at ebc@uspto.gov ' @ @ % E Customer
http:/lwww.uspto.goviebclindex.html Number

-

Patent Electronic Business Center
EBC Customer Support Center

Available To Our Customers 18 Hours Daily Monday - Friday

Hours of Operation:
6 AM — Midnight (Eastern Time)

Mondays - Fridays:

Contact Information:

Telephone: Local (703) 305-3028 Toll-Free 1 (866) 217-9197
E-Mail: EBC@uspto.qov

Facsimile:  (703) 308-2840

Address: U.S. Patent & Trademark Office, Mail Stop EBC, Commissioner
for Patents, P.O. Box 1450, Alexandria, VA 22313-1450

Website: http:/lwww.uspto.govlebc/indax.himl




EFS

< EFS General Overview

# EFS Software Components



EFS Concepts

EFS facilitates electronic authoring and

secure submission of patent application
documents to the USPTO via the

Internet.

12

*
USTTO

—
| | EFS Concepts >

EFS applies Internet and e-commerce technologies
to the existing patent practice

Patent Business Rules/Practices = + Internet Technologies

¢ * Tagged Data (electronic output)

. SoftWare Validates, Bundles,
| Compresses - '

d « Internet Provider, Browser, Security
Electronic Signature

RN Db Sty T A ke i 1 E



e Reduces mailing fees and inconvenience.

« Flexibility and convenience when filing:
v/ 24 hours a day, 7 days a week
v/ From almost anywhere, over the Internet

« Facilitate e-filing and accuracy for Pre-Grant Publication.
o Automatic validation of EFS submissions for completeness
and USPTO business rules.

» Immediate Electronic Acknowledgement Receipt:
v" No delay while waiting for Postcard.

v' Use Application Number for same day paper filings.
 Rapid assignment recordation and notification.
« Automatic paragraph and claim numbering facilitates future
amendments.

EFS - Software Release

Several EFS releases phase-in electronic filing of
various types of patent application submissions.

EFS phases allow USPTO to gather feedback, test, and
improve each successive release.

October 2000 EFS release, which incorporated EFS
Pilot release feedback, was the first EFS production
release of software that supports:

W New Utility
W Pre-Grant Publication
M CRF Biosequence Submissions



December 2001 added the following:
/Ability to file Provisionals.

# Ability to file Multiple Assignments.
- With New Utility, Provisional, or as a separate filing).

rd Improved network compatibility.

d Ability to attach Appendix Data (e.g. computer program
listings, large tables) as described in the Specification.

Spring 2002

rd Ability to file electronic Information Disclosure Statements
(elDS).

October 2002
r Lengthen the fee code field - transparent to users.

April 2003 Complete Redesign of ePAVE to do the following:

/ Comply with the international e-filing standards
outlined in the Annex F of the Patent Cooperation
Treaty (PCT). For additional information regarding these
international e-filing standards, please refer to
World Intellectual Property Organization (WIPO)
Legal framework and technical standard — DTD online
documentatlon (December 20 2001) web5|te

213 /winsiat 2l a 58 fards’szo:

XPORT XML Specification Translation Tool.
Look & feel of GUI now more user-friendly.

Low-Level PKI Certificate can now be used to submit New Utility &
Provisional applications. Only the e-mail address is required.

A S N

Automated Debit Account processing.



« JEFS - Software & Manuals

EFS Software & Technical Documentation

# Download Off of EFS Website
(www.uspto.gov, Click on File Patents)

# If Download not possible, contact EBC for CD.

Note: Check EFS website for periodic software and
documentation updates.

EFS - 4 Steps

1. Preparation
= Gather the application documents.

2. Authoring

- Create electronic application components for submission to
the USPTO. |

3. Viewing
= Display the application in standard Web browser for
attorney or applicant review

4. Submission
= Package and encrypt the application components for
transmission to the USPTO over the Internet



Convert Image Files To TIFF Format

# Drawings, inline graphics, documents
# 300 dpi

# Black & white (no color or grayscale)
# Group 4 compression

# Maximum Page Size of 8.5” x 11”

Note: Image File include drawings, tables, complex work units
(mathematical/chemical), official signed documents.

20

g EF
EFS - Authoring Step @

Customers use USPTO-provided software to:

m Create structured, eXtensible Mark-up Language
(XML) tagged documents using USPTO-customized
tool for use with the MS Word commercial product.

m Create transmittal, fee, and application data sheet
information as structured, XML tagged documents
using USPTO-provided submission software.

Requires no user knowledge of XML, as
software formats automatically!



Electronic files are viewed in standard Web browser.

USPTO standard stylesheet controls display format.

- Attorney or applicant certifies that this is the
version which was reviewed and submitted

- User display and printout are identical to USPTO
display and printout with same stylesheet.

- Electronic format, as displayed and printed at
USPTO, becomes legal record of filing.

22

[EFS — Submission Step

electronic Packaging And Validation Engine
(ePAVE):
= User-friendly Graphic User Interface (GUI).
= Collects transmittal, fee, bibliographic, and
publication information.
- Allows easy attachment of previously created
?_I'ectronic documents such as XML and TIFF
iles.
= Automatically bundles, compresses,digitally
signs, and securely transmits the submission
to the USPTO via the Internet (using PKI
technology).
= Immediate return of electronic
Acknowledgement Receipt with Application

Number and Confirmation Number (New Utility
R Pravicinnal Annlications).



= EFS — Software Components

PASAT

1 B P £FS
= JEFS — PASAT Component

PASAT

Patent Application Specification Authoring Tool
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3 Initial Creation Step

Create specification content text using a

Microsoft word-processing tool, for example:
- Microsoft WORD
= Microsoft WORDPAD

Key concepts in creating specification content text:
= Document should be created with one of these three fonts:
Arial, CG Times, or Times New Roman
= Document should NOT contain any BOLD characters.
= Document should NOT contain any control characters.
= Document should NOT be created using any macros.

Specific “patenting” related questions about specification content
text should be directed to the Inventors Assistance Center (IAC)

Telephone Numbers: 800-PTO-9199 (800-786-9199) or
703-308-HELP (703-308-4357)

Hours of Operation: Monday - Friday 8:30 AM - 5:00 PM
(Eastern Time Zone)

26

PASAT — Basic Steps EFS

Basic steps to create a new specification with PASAT:

Select specification sections for inclusion

Type content or copy text from a source document
Insert links to TIFF image files

Validate specification against patent business rules
View in browser

Export XML file



| PASAT -
| Primary Functions

The primary functions available in PASAT are:

PASAT -
Creating A New Specification

-[JCross Reference to Related Applic ations ‘
~[JCopyright of Invention Bl

Create New Specification
Customized Office Assistant
Paste Paragraphs

Paste Claims

Figure Manager

Validate Document

Preview Specification in Browser
Export XML file

-

SPECIFICATION

[Insert title of invention]

Background of Invention

~[JFederal Research Statement
~[] Appendix Data

-[7] Background of Invention
-[7] Summery of Invention

.[7] Brief Description of Drawings

[} Brief Description of Sequences
[ Detailed Description

~[] Progrem Listing Deposit

- [F] Claims

-[] Abstract of Disclosure

7] Figures

Summary of Invention selected

sections are
Brief Description of Dra inserted With

’

behind-the-
scenes XML
Claimg tags’ and

placeholder text
Abstract of Disciosure  [B{0)] headings.

Detailed Description

Figures




EF

t PASAT -
E Customized Office Assistant

—

i ) User options while in a plain paragraph

{ According to the present inve y " -
surrounding a break in plate g gtandard P 3 ;
molded resin casting, filling th . b G

0] The mold comprises a hollow] ® Appest Paragragh

glass. The hollow body is ad

break in liuid tight engas.am{ @ 'NSARRITRG L ,

4 t

€ 3Pk & Inserta Chemistry Complex Work Unit ;‘/: tijzeg;sths ?nemt:io
resin can nd to do the repair.
® Insert a Math Complex Work Unit

i 1 ¢ cracks, such| | e glass, but oftentimes
CUStomlzed Office & Insert a Table Complex Work Unit cracks themselves can

Assistant suggests %), substantially rest ;i g very expensive and
suming replacement of the entire glass panel which includes the break or crack.
common tags -

based on cursor
position

Detailed Description

Plate glass repair | oetaied vescrpton
Detailed Description | ® paragraeh

| @ Paste Paragraphs

@ Insert Section

Claims
@ Insert Biological
Deposit Data

Insert and tag multiple

paragraphs automatically




| PASAT - —d
| Paste Claim Function

Insert and tag
multiple claims
automatically

Claims

§ Claim section
Claims

@ Insert Claim

® Paste Claims

Abstract of Disclosure‘"' D e

Figures

Insert, preview, and
arrange drawing images




Summary of Invention

pping an elongated product being processed in
1gated product under a prescribable tensile
\ective elongated product, having a measuring
ngated product on its path from the supply coil to
sluation/control device which is assigned to the

The invention relates to a winding devg
cable technology with one or more 4
stress. The device has a supply g
probe for determining tensile sty
the product being processed,
measuring probs

Automatically checks for completeness
against USPTO business rules, and
facilitates easy correction

SPECIFICATION

Electronic Version 1.2.5
Stylesheet Version 125
Plate glass repair apparatus and method USPTO standard
SR — stylesheet displays

[0001]  Referring now 10 the figures in greater detail, where like reference numbers denote ke parts in the various figures.

the electronic file

[0003]  The glass repair apparstus 10 comprises  template seal 20, as shown in FIG |,-wm,..m;m.2m.mgukuwmmmw as it Wi" be seen

i at the USPTO

(0004 Once the resin competely fils the chambers 27 and 48 the resin must be cured. When an ultraviolet curable resin is used, an ultraviolet kight source
st the large opening side, ot the Cover 45. The uktraviolet rays penetrate the clear Mylar and cures the resin.

[oom2) In 2 preferred embodiment as shown in FIGS. 1 through 5, the glass repair apparatus 10 is shown.

[0005]  The template seai 20, as shown in FIGS. 4 and 5, comprises a fange 21. There is an opening 22 in the flange 21. The opening 22 is substantially in » keyhole
shape. As can be seen FIGS. 4 and 5, the template saal 20 is provided with an adhesive layer 23 on one side and another adhesive layer 24 on the other side.
There is & tab 25 at the top.

opening 33 to receive repair resi

R L e A Ak,
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PASAT -

Export To XML Function

W Microsolt Word NewSpec.

und of Invention

bn relates to a winding device for wri
ology with one or mare than one elo
di has a supply coil for the resg

Automatica“y converts 4 : i ; B e rmining tensile stresses of the elo

being processed, and having an ev:

specification to EFS ' .
required electronic XML B
2 3 ey : outside, concentrically ther! L2t

format. - BRI G s g s
y 2 d product, there is applied 10 the ou

SSSRLsuring probe which rotates with the

igned in the manner of 3 bending be
ay from the outer carrying element.

supply coil to the cable core. The
lected axially out of its radial directic
tress, the elongated product is guidc
paraliel to the central axis, is deflec
the cable core. Under specific prac
ariables, such as centrifugal forces,
ti effective on a ing probe whic
result, it is possible to falsify the measurement
oroduct verv much in an imoermissible manner.
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EFS - Software Components

ePAVE



.

! IEFS - PASAT Component

ePAVE

Electronic Packagihg and Validation Engine

38

ePAVE G

electronic Packaging and Validation Engine

ePAVE 5.1 is the latest version which is a result of a
complete “redesign” of all previous versions of ePAVE;
beyond the interface redesign, the “backend”
processor was redesigned to comply with the
international e-filing standards outlined in the Annex F
of the Patent Cooperation Treaty (PCT).

For specific standards Please refer to the Annex F
Document:http://pcteasy.wipo.int/2filing standzr-is’schema
Docs/schemaDocs.htm




. eE Submission Packet
Applicant transmitted to USPTO

Users will navigate through topic and document
specific lists to create application submission
documents to be packaged into a Submission Packet

for transmission to the USPTO.

ePAVE 5.1 has a
new “Lo_ok & Feel”
GUI is different. =

“MS-Windows-Like” { %

Topics may be

selected froma _,
. . '-Bwunmm
ple'lISt./Véu-




Blue Arrow lcon
(on pick-list): >

This icon on the pick-
list assists users with
location 3 types of
navigation

# Actions Tree
#Forms Tree
#ePAVE Wizarde—__

ePAVE
electronic Packaging and Validation Engine

N UNITED STATES
7" PATENT AND

‘Ill
* k k k
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ePAVE

 electronic Packaging and Validation Engine

Some of the new features of ePAVE 5.1 include:

v An easier graphical user interface

v New e-forms - Declaration and Power of Attorney
which incorporate electronic signatures

v Automatic payment processing for deposit accounts

v Built-in low level PKI Certificate for initial
submissions of new utility and provisional
applications (now you can install or upgrade ePAVE
5.1 and submit your applications immediately)

ePAVE
electronic Packaging and Validation Engine

Required |
Add Common Data Elements Screen FeHnEHNIEE

>~ bold field labels




The newest
version of
ePAVE allows
customers to
create their
declaration.

Contents of
Submission Box lists
all files included in
submission package

ATTACH document and

au ‘
specification and T
images

ePAVE

| electronic Packaging and Validation Engine

45

REMOVE button
allows electronic
filer to remove
previously
attached file from
package

CONVERT PASAT
document using
XPORT into an
“application body".

VIEW button allows
electronic filer to
review submission
content



Validate the Project Sicrefi

ePAVE automatically
validates submission for
presence of information
and attachments based
on patent business rules

Error messages provide
detail about type of error
identified and suggest
corrective action. You
can also print a list of
current errors.

ePAVE

electronic Packaging and Validation Engine

ePave 5.1 - Actions / Validate the project

WGEN2¢

48

Initiates upload
of submission
package to




ePAVE

 electronic Packaging and Validation Engine

PKI Security

PKI Certificate
ensures security
of transmission

Built-in low level PKI
Certificate - for initial
submissions of new
utility & provisional
applications.

ePAVE

electronic Packaging and Validation Engine

m ePAVE will automatically bundle,
compress, wrap and securely transmit to
the USPTO via the Internet.

m After successful receipt and verification
at USPTO, an Acknowledgement Receipt
is returned to the electronic filer.

49
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Identifies the
Submission
Type

Electronic Version 10
Stylesheet Version vO1

Title of
Invention v

Includes o) Types Uty Patent Filng

Application p——— 1| o R

Sunscreen applicator system

10 S -

Number B rmin 1 || Server e T
" |Successiutly reconed the submission
- g2 e Bosrwn o T -0 06:43 EDT
EFS Server verifies o8 omse | B T e '
the contents of the PR e Doc. Hame e P e
package upon receipt rencun o S g e D e
. T - ] e emwent L
and g!ves a i{SLlng Of jus-requestxst jusrequest 32404, 20030100
. % , [newutiity_010003_re_1- Hgaip i
all files included in the ' ucone o e o e iiniss
jusfee-sheet ot jus{ee-shaet 0666 | 20030108
Jus-eo-sneat xst us{ee-shoet 244065 20000100 |

submission

Patent Application Information
~ Retrieval



L | Patent Application AR

% § Information Retrieval (PAIR)
m

m Increased customer access to Patent and

Patent Application information
- Provides direct on-line access to application
status and prosecution history
= Available 24 hours a day, 7 days a week
— Saves time for customers and allows USPTO to
focus on processing patent applications
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Patent Application e
 Information Retrieval (PAIR)

Private

m Requires PKI software
m Requires Customer Number

m Review Pending & Patented
Application Information

Public
m Requires NO PKI software

m Review Patented & .
Published Application

Information L
= Prosecution History
= Prosecution History . = Status and Location
- Status and Location ' = Limited Bibliographic Data
= Application Document Images

(June 2003)



Private PAIR

Requires Customer
Number and PKI

Certificate

Application
Number
Search

Please choose the search method You have reached the secure access sit

Application Number Search

Publication Number Search

L e

Customer Number Search

L FOF RIS S S

Patent Number Search

Attorney Docket Number Search

N B — - |

View Customer Number Details

[E—

Patent Application
 Information Retrieval PAIR

UNFLED STATES PATENT ANO TRADENARN OFricE

jisg

Ty

UsrTo

B T ey
TATUS  CewTER  womces CONTACTUS

PATENT APPLICATION INFORMATION RETRIEVAL

[‘!zi

Other Links

il

07012010

File Contents History
o s D

PATENT GRANT MAILED

"

03012009

BASE ISSUE FEE PATENT

13

03.012009

DRAWING FIELD

12

02012009

INOTICE OF ALLOWANCE PRINT

"

01302009

ICOUNT DATE - NOTICE OF ALLOWANCE

05-15.2004

ATE FORWARDED TO EXAMINER

05012004

RESPONSE AFTER NON-FINAL ACTION

05012004

FIRST REQUEST FOR EXTENSION OF TIME - GRANTED (INCLUDING FILE
BRIEF)

11012003

MAIL DATE OF OFFICE ACTION

10.30.2003

ICOUNT DATE - NON-FINAL ACTION

09202003

DATE CASE WAS DOCKETED

09012003

IAPPLICATION DISPATCHED FROM PRE-EXAM

08012003

INOTICE OF DO/EO ACCEPTANCE MAILED

07012003

B PAPER MATCHED

aln|ulalulo|~] = e

07 012002

RECEIPT OF 371 REQUEST

HOME | INDEX | SEARCH | SYSTEM STATUS | BUSINESS CENTER |
HEWSENOTICES

| CONTACT US | PRIVACY STATEMENT




Patent Application
Information Retrieval (PAIR)

\ UINETED STATES PUrENT ANSD T RADENARS OF ¥
ZY&IS';‘ Eé’é,‘}ﬁff ,ﬂ‘g}’:’gﬁs CONTACT US

HOME INDEX SEARCH
4

L'Jstr'r,é PATENT APPLICATION INFORMATION RETRIEVAL

Public
PAIR

Please choose the search method
You have reached the public access site.

Application Number Search Patent Numiber Search

Other Links

E-Business - .
Center Publication Number Search

HOME | INDEX | SEARCH | SYSTEM STATUS | BUSINESS CENTER |
NEWSENOTICES | CONTACT US | PRIVACY STATEMENT

Patent Application WA
Information Retrieval (PAIR) ¢y

UNFIED STATES PATENT \m)].z\m‘\;\u\()uu 3

VT

ks PATENT APPLICATION INF ORMATION RE T}UE VAL

Maintenance .= — N

Fees
Public/Private PAIR

Class/ Sub Class: RRRNN]
[LIZILLHFILE REPOSITORY (703) 924 9309
Issue Date of Patent: | IxEEERTH ATENTED FILE

22 LU ELTHDATACONVERSION, EXPO Group Art Unit: jilii]
Eatliest Publication No: Attorney Dacket Number: EJFSAS!SQ
Eatliest Publication Date: Customer Number: |3

Confirmation Number: <74

| pemtocime
Retrieve MaintFeas to Pay View Maint. Payment Windows. Payment Window: |4 5] View Maint, Statement

Maluterance Fees Availabla: Mon-Fri 5:18 AM to Midnight, SarSen-Hol. 7:30 AM 10 3:66 PM EST

File Contents History
lmu

01191999 |COMMUNICATION RE POWER OF ATTOF [COMMUNICATION RE POWER OF ATTORKEY (PTOLSDB 46.90)
37 0705-1996  JCOMMUNICATION RE POWER OF ATTORNEY (PTOL 308, 46.37)

- > ICHANGE IN POWER OF ATTORNEY (MAY INCLUDE CORR. CHANGE] (AT
0325439 4\ WDE ASSOC. POWER)




Xy | Patent Application A

| ™ | Information Retrieval (PAIR)

UNELD STENTES PATENT AND TTRADENMARK O)FICk

—
E : I
SYSTEM  BUSINESS  NEWS & '
e,  moue NDEX SEARCH STaTUS CENTER  nOTICES COMTACTUS!
USFTO .

Bibliographic Data
Review Screen

Y | Patent Application IRAE
= { ;

_ ] Information Retrieval (PAIR) ¢y

=The next release of PAIR (4.5) is scheduled for
Summer 2003.

»This version will allow customers to view their
application documents on-line.

=This feature is only available in Private PAIR.

xImages are not considered certified copies.
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Patent Application
Information Retrieval (PAIR
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E’, Home Index Search SAY::';" 'Hé‘.:\'::‘ m;“ Contact Us
=,

PATENT APPLICATION INFORMATION RETRIEVAL
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e

| .
05800000 | - . L

Result sorted by Application No.

Patent Application
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Patent Application
Information Retrieval (PAIR)

Image Viewer Screen

Claim : 2 Page(s).
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Information Retrieval (PAIR) gy

Customer USPTO

m Direct electronic information | m Provide better customer
retrieval service

m Real-time tracking of m Permits PTO staff to
application status focus on application
processing




EFS Training

The U.S. Patent & Trademark Office offers
training on the Electronic Filing System (EFS)
software to our customers.

Additional information regarding training is
available on our website at:

oo ootz oviwablofiices/dcom/oiialaina)
Sozsaminarindz himl
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5 Summary

» The USPTO offers a complete set of patent

electronic products and customer support
services.

» From online viewing of patent application
status to electronic filing, our e-commerce
solutions help customers quickly realize
bottom-line business benefits.



