Chemical Practice Group Subcommittee on Patent Office Relations

Keith MacMillan, Chair

Kimberly Prior, Co-Chair

Annual Report on the Biotechnology/Chemical/Pharmaceutical Customer Partnership Meetings

October 2004

The Biotechnology/Chemical/Pharmaceutical Customer Partnership (BCP) Meetings are designed to foster communication between users and the US Patent & Trademark Office.  The meetings are held quarterly at the USPTO and provide an informal forum in which users and members of the PTO share ideas, experiences, and insights.  This year the location for meetings moved to the conference center in the Remsen Building at the new Carlyle Campus.  

The meeting participants represent a diverse cross-section of chemical and biotechnology patent practitioners.  The meetings are mediated by, Jasmine Chambers, and Bruce Kisliuk, group directors for Technology Center 1600, and are attended by Supervisory Patent Examiners from the tech center.  High ranking officials from the PTO, such as Steve Kunin, James Toupin, and Harry Moatz, often join the meetings for informational presentations or question and answer sessions.  The meetings are attended by in-house patent counsel, government attorneys, and outside counsel representing domestic and international clients.  In addition, representatives from BIO, AIPLA, BAIPLA, IPO, and the ABA Section on Intellectual Property often attend these meetings.

Topics of discussion include heavily debated issues such as restriction practice and utility, written description, and enablement of emerging biotechnologies.  In recent months, the PTO has shared examination tips for several specific claim types.  Personnel from the Electronic Business Center have provided information regarding, electronic filing, image file wrappers, and improvements to PAIR.  Individuals from other PTO departments share valuable information regarding interactions with their departments.  The following sections of this report provide a brief summary of some of the topics discussed at BCP meetings over the past year.  

Any one interested in participating or obtaining additional information about the BCP may contact Cecilia Tsang at 571-272-0562 or cecilia.tsang@uspto.gov or Sharlamar Taliaferro at 703-306-4094 or sharlamar.taliaferro@uspto.gov.  Notices regarding upcoming BCP meetings can be found at http://www.usp§to.gov/web/patents/biochempharm/index.htm and slides from the most recent BCP meetings can be found at http://www.cabic.com/bcp.

Updates
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Carlyle Relocation Update

The public search room at the Carlyle campus opened September 26, 2004.  It occupies the first two floors of the Madison East Building.  The state-of-the-art facility will offer 300 computer workstations providing access to the full complement of USPTO patent and trademark automated search systems, in addition to other electronic, microfilm and print resources. The public search room will be open daily from 8 am to 8 pm.
The Examining Corps is in the process of relocating to the Carlyle campus, which provides increased security for PTO personnel.  All applicants wishing to meet with examiners must present photo i.d. to security guards in the lobby and be escorted by PTO personnel while in the building.  Technology Centers 1600 and 1700 and the Biotechnology/Chemical Library have relocated to the Remsen Building.  Public hours for the library are 8:30 a.m. to 5:00 p.m. 

Technology Centers 2800 and 2900 have relocated to the Jefferson Building.  TC 2100 and part of TC 3700 are scheduled to move to the Randolph Building by the end of the year.  TC 2600 and the other portion of TC 3700 are scheduled to move to the Knox Building in February 2005.  Trademarks will be moving to the Madison Building in the near future.

New Contact Numbers

	Contact for TC 1700
	(571)-272-1700

	Contact for TC 1600
	(571)-272-1600

	Contact for TC 2800
	(571)-272-2800

	Contact for TC 2900
	(571)-272-2900

	Biotechnology/Chemical Library
	(571)-272-2520

	STIC Sequence/PatentIn Help Desk
	(571)-272-2510


Restriction Practice Update

Restriction Practice continues to be a hot topic.  The following is an update of the two plans introduced last year:  The Unity of Invention Study and the Technology Center 1600 Restriction Action Plan.

As part of the 21st Century Strategic Plan, the PTO was asked to evaluate whether it should adopt a Unity of Invention standard similar to that applied in PCT applications.  To evaluate public opinion, the PTO published a notice in the Federal Register, requesting public comments on ten issues related to the adoption of a Unity of Invention practice.  Public response was overwhelmingly against adoption of a Unity of Invention standard.  As a result, the PTO has expanded its analysis to include four options.  These options are

· current practice with an option to request examination of extra invention(s) for a fee

· PCT Unity of Invention

· Three-tiered Fee Structure 

· Independent and distinct - revised process

The PTO expects to publish a “Green Paper” detailing these options and the business impact of each in November, followed by public hearings.  The PTO then will prepare a final report or “White Paper” detailing its recommendations.  The “White Paper” is expected to be published early 2005.

Jasmine Chambers provided an update of the TC 1600 Action Plan at the August BCP meeting.  The TC has completed a review of applications to improve consistency.  The TC also has completed a review of rejoinder practice with the examiners.  All Restriction Requirements containing restriction between compound and method claims should now include a form paragraph reminding applicants about rejoinder.  The Technology Center is still working on examples of claims sets that will be examined together.  The examples should be ready before the end of the year and will be published on the web site.  The Tech Center also is preparing materials for examiner training.  Hopefully, these materials will be complete early next year.  They also will be placed on the PTO web site.  A continued reassessment of the action plan remains ongoing to ensure that it meets the needs of customers and USPTO.

ECommerce Update
The latest update to Public PAIR occurred July 30, 2004.  In addition to a new more user-friendly appearance, Public PAIR now provides online access to Image File Wrappers (as available) for both published and patented applications.  For the first time, members of the public also can order certified copies of file histories directly from PAIR.  The system further provides expanded access to online Patent Resources and easier maneuverability within PAIR.  The public should be aware that copies of references cited on forms PTOL-1449 and 892 will not be available through public PAIR due to copyright restrictions.  However, the Image File Wrapper will indicate that a reference was submitted.
Private PAIR also received an update July 30, 2004.  While it does not sport the new interface of public PAIR, it does provide some expanded capabilities.  Like its public counterpart, private PAIR allows online access and downloading of Image File Wrappers (as available) for public applications.  A current USPTO date and time display also has been added.  Each search result screen now includes application number, patent number, and publication number.
The PTO has introduced a new EFS-ABX authoring tool for filing patent applications.  Unlike the previous version of EFS, this new package uses an MS Word template that provides MS Word functionality.  It is more stable than the previous version and exports from Word to XML, including styles and embedded images.  This new version allows sharing of documents between multiple users, has an improved user interface, and supports export of documents to .pdf files.  The new authoring tool has enhanced image handling and provides validation prior to export of the document to XML format.  By now, current eFilers should have received the new software on CD.  For those individuals that have not received a copy of the new software, it can
be downloaded from the Patent Office’s Electronic Business Center website at http://www.uspto.gov/ebc/efs/downloads/downloadndx.htm.
Examination Tips

Examination Practice:  New PCT Search & Examination Guidelines

WIPO has revised PCT Search and Preliminary Examination procedures.  The new guidelines will apply to applications filed on or after January 1, 2004.  

The new guidelines were established to provide more practical guidance to examiners, to work toward a common approach to examination worldwide where possible, and to reflect current practices in view of automated search tools, utility criteria, assessment of inventive step, and the analytical framework for assessing a holding of lack of unity.

The new practice integrates Chapter I and II procedures.  Under the new procedures, the International Search Authority establishes both the International Search Report (ISR) and the Written Opinion (WO) during Chapter I.  This initial WO is then forwarded to applicant along with the ISR.

If a Demand is not filed, a Chapter I IPRP is issued, which is basically the initial WO.  If a Demand is filed, then the WO of the ISA is considered the first WO of the IPEA.  Under this new practice, a second WO will be issued by the IPEA only in rare circumstances.

As a result of these changes, a revised PCT International Search and Preliminary Examination Guidelines has been issued.  The Guidelines can be found at http://www.wipo.int/pct/en/texts/pdf/ispe.pdf.  These new procedures are expected to standardize the practices worldwide and to assist different authorities share efforts.

PCT Unity:  Biotechnology Examples

Chapter 10 of the PCT International Search and Preliminary Examination Guidelines discusses how to determine whether claims lack unity of invention.  At the August meeting, Julie Burke, SPRE 1600, provided specific examples of how the principles discussed in Chapter 10 are applied to biotechnology claims.  

Unity of invention is considered in relation to the independent claims.  To have unity, the claims must have a common technical feature that contributes over the prior art with respect to novelty and inventive step.  With regard to Markush claims, the two key considerations are whether the compounds have a common property or activity and whether they either have a common structure that is a significant structural element or belong to a recognized class of chemical compounds.  Common structure is defined as a structure that occupies a large portion of the overall compound structure or that occupies a small portion of the molecule and makes a contribution over the prior art.  With regard to a chemical class of compounds, PCT Rule 13.2 requires that there be a shared feature that makes a contribution over the prior art and an expectation from the art that members of the class will behave in the same manner.  
One key point seen from the examples provided at the meeting is that unity, or lack thereof, can change depending upon the claims included in the claim set.  For example, a nucleic acid and its corresponding protein may have unity if these are the only claims provided in the application.  However, if broader nucleic acid claims are added, unity may change such that all of the nucleic acid claims share unity of invention, but the protein claims do not.  When preparing claims, it is therefore important to consider how each claim relates to the other claims presented and how members of a Markush group relate to one another.  

Overcoming Rejections:  Non-enabling Art

One approach to overcome a prior art rejection is to disqualify the prior art reference as non-enabling or inoperable.  Where a reference is relied upon by the patent office to anticipate or render obvious all of the elements of the claimed invention, the reference is presumed to be operable.  Once such a reference is applied, the burden shifts to applicant to provide facts  rebutting the presumption of operability.  Gary Kuntz, SPE 1616, discussed what is necessary to rebut such a presumption.

The level of disclosure required to enable a prior art reference is the same no matter what type of reference is at issue.  The reference is enabling if the public was in possession of the claimed invention, and such possession is effected if one of ordinary skill in the art could have combined the reference’s description with his own knowledge to make the claimed invention.

It is not necessary that an invention disclosed in a reference actually have been made.  It is sufficient that one skilled in the art be able to determine a method for making the compound.  However, where the reference only discloses the structure of a compound, lack of an enabling disclosure may be established by evidence that attempts to make the compound were unsuccessful.   Further, a reference need not disclose a utility for the disclosed compound to anticipate a claim.  It is enough that the claimed compound is taught by the reference.  
Dr. Kuntz provided several ways to attack prior art references as nonenabling.  One way is to establish that the prior art tried and failed to make the compound.  Another way is to provide a declaration by an expert that the disclosure of the reference, even with the knowledge in the art, was insufficient to permit the artisan to make the compound.

Claim Scope in Gene Therapy Applications

Enablement is a major issue in the prosecution of claims directed to gene therapy.  At the August meeting, Deborah Reynolds, TCPS 1600, discussed some of the obstacles an applicant faces with regard to enablement and methods for broadening the scope of claims in gene therapy applications.  Some of the obstacles to enablement encountered during prosecution include stable expression of the encoded gene, host immune responses to vectors, targeting vectors to specific cells, specificity of vector expression, representative animal models, and recognition of immunogenic epitopes which provide a therapeutic benefit.

When examining gene therapy claims, the examiner should consider whether the specification teaches sufficient administration of the gene, whether any animal models used to show utility are art recognized, and whether a phenotypic change is shown that is correlated to the disease.  Examiners should further analyze the claims on the following bases:  scope of the vector, scope of delivery, scope of treatment, scope of the molecule to be delivered, and potential for ineffective in vivo responses.  To overcome an enablement rejection, applicants are advised to provide plenty of data and to help the examiner draw correlations between the data presented and the real world utility. 
Examination Issues with Microarrays

At the August meeting, Gary Benzion, SPE 1637 and 1634, discussed issues encountered during examination of microarray cases.  Applicants frequently encounter issues with regard to utility, written description, and enablement.  For example, if the nucleic acids on an array lack utility per se, it is likely that the nucleic acids simply by virtue of being arranged on the microarray will not have utility.  Further, claims to microarrays face the same written description issues as claims to the nucleic acids.  Also, enablement issues may arise with regard to the use of the microarray.
With regard to prior art rejections, applicants were reminded that in a generic sense, a microarray is a collection of nucleic acids on a solid support.  Southern blots, dot blots, and colony lifts, for example, all can be considered microarrays.  Thus, prior art describing the claimed nucleic acids in one of these instances may render the microarray claims obvious in the absence of unexpected results.  Applicants also were cautioned to remember that Genbank accession numbers are not fixed entities and can change over time; therefore, use of Genbank accession numbers to identify nucleic acids in a claim is inappropriate.  

Obviousness-Type Double Patenting

At the April meeting, Deborah Reynolds, SPE 1632, provided an insight into examiner training related to double patenting rejections.  Although there are both statutory double patenting rejections and obviousness-type double patenting rejections, the presentation focused on obviousness double patenting rejections.  
In making an obviousness double patenting rejection, examiners generally use a one way test unless all three of the following circumstances apply: (1) the examined application has an effective U.S. filing date before that of the potentially conflicting patent; (2) there is sufficient evidence of record that the claims could not have been filed in the same application; and (3) there is sufficient evidence of record that there was administrative delay on the part of the Office in the application being examined.  When all three of these criteria apply, the examiner must use a two way test to make an obviousness double patenting rejection.

One method by which an obviousness double patenting rejection can be overcome is to file a terminal disclaimer.  A terminal disclaimer does, however, require common ownership between the examined application and the conflicting patent. Terminal disclaimers are not sufficient to overcome statutory double patenting rejections.  Other methods for overcoming an obviousness double patenting rejection are amendment, cancellation of the conflicting claims, or successful arguments regarding the propriety of the rejection.

Ms. Reynolds reminded applicants that the 35 U.S.C. § 121 prohibition against double patenting does not apply in the following situations:  (1) where two or more applications are filed and no restriction requirement is made; (2) where the claims of a divisional application are amended in a manner that is not commensurate with the restriction; (3) where a lack of unity was made in a PCT application, but no restriction was made in the US application; (4) where the examiner withdraws the restriction requirement before the patent issues; and (5) where the claims are directed to identical subject matter (Statutory Double Patenting under 35 U.S.C. § 101).

Ms. Reynolds also reminded applicants that there are exceptions to the prohibition against using a patent’s disclosure in making a double patenting rejection.  For, example, the specification can be used to provide a definition for claim terminology.  Portions of the specification also can be used to provide support for the claims.  Applicants were further reminded that they have a duty to disclose all information that is material to examination of the application, including copending applications.

Examination issues in Mechanistic Treatment Claims

At the April Meeting, Brian Stanton, QAS 1600, discussed patentability issues encountered in the examination of mechanistic use claims.  Most of the issues encountered relate to the scope of the claims with regard to the therapeutic agent and the diseases to be treated.  

Where prior art is concerned, a claim can read on the prior art, even though the mechanism has not been disclosed and is not recognized in the reference.   This is because the mechanism of action is considered an inherent property of the compound.  Thus, if the prior art teaches treatment of the same or similar disease state, the reference can anticipate or render obvious the claimed invention.  A potential solution is to differentiate the claimed invention from the prior art, for example, by adding specific dosages or dosage regimens to the claims.  A second issue relates to enablement of the diseases disclosed in the specification, for example, whether they are known in the art and whether the claimed mechanism is correlative or causative of the disclosed diseases.
Applications claiming mechanistic uses may also encounter written description and/or enablement rejections where the therapeutic agents are defined by their activity with little or no structural information provided.  With regard to the claimed agents, questions to consider include:  (1) what is the state of the art regarding the class of compounds to which the agent belongs, (2) what is known about methods for administering this class of compounds.
When filing mechanistic use claims, applicants are advised to consider what diseases are associated with the mechanism and which compounds are known to act via the claimed mechanism.  With regard to enablement, consider whether it would require undue experimentation to determine which diseases are associated with the mechanism and whether it would require undue experimentation to determine how to administer an effective amount of the compound.  Also, consider whether there is enough guidance in the specification or in the art regarding how to make the compounds. 

The § 112/103 “Squeeze”

A longstanding frustration to practitioners is the situation where claims are rejected both as lacking enablement under 35 U.S.C.  § 112, first paragraph, and as obvious under 35 U.S.C. § 103.  This practice is known as “The Squeeze.”  

Yvonne Eyler, SPE of Art Unit 1646, explained proper and improper use of this principle. An improper squeeze occurs where applicant’s disclosure is not commensurate with the prior art with respect to the claimed invention; that is, the specification discloses more than the prior art.  A proper squeeze occurs where applicant’s disclosure is commensurate with or discloses less than the prior art with respect to the claimed invention.  In such circumstances, where the specification does not appear to add anything not taught by the prior art, the examiner may not have sufficient evidence to determine which rejection is more appropriate, the examiner need not choose between the two rejections, but makes both of them.  This places the burden on applicant to point out how the teachings of the specification go beyond those of the prior art.

Examination Issues in Natural Product Claims

Brenda Brumbeck, SPE Art Unit 1654, described several issues important in the examination of natural products.  The following tips or considerations were provided for applicants.  Avoid the use of idiomatic language.  To avoid restriction practice, members of a Markush group of plant extracts within a claim should be limited to extracts derived from plants of the same botanical family or genus.  Provide the correct botanical name for plants in addition to local or common names.  The botanical name should be written in italics with the genus name capitalized and the species name all in lower case.  Remember that products of nature are not patentable under 35 U.S.C. § 101.  To avoid enablement rejections, it is important to sufficiently describe how to make and use the claimed extract or material.  A sufficient description should include part(s) of the plant used, the plant name(s), type(s) of solvent used, extraction temperature and pH, whether the material is used fresh, dried, etc., and steps for separation, fractionation, isolation, and/or recovery. Also discussed were issues of anticipation and obviousness.  In this regard, claim language is important because broad claims may read on common articles, such as coffee or tea.

Chemical Polymorphs

Dr. Padmanabhan, SPE Art Unit 1617, discussed patentability considerations and provided examinations tips for prosecution of claims directed to chemical polymorphs.  One of the most prevalent issues in patenting of chemical polymorphs is obviousness over the parent molecule or other polymorphs.  However, polymorphs with unexpected properties may support patentability.  According to the patent office, considerations include whether the claimed and prior art polymorphs have similar utility.  The patent office’s position is that changing the form, purity or other characteristic of an old product in an expected manner that does not alter its properties, does not result in a new nonobvious product.  As with all patent issues, such determinations are on a case-by-case basis and depend on the particular facts at issue.  Considerations include the expectation that the claimed polymorphic form would have been expected to exist, that one would have been motivated to prepare it, and that one would have known how to prepare it.  

Patenting Interfering RNA

John LeGuyader, SPE AU 1635, discussed patentability considerations of applications directed to interfering RNA (RNAi) and provided tips to assist practitioners in preparation and prosecution of this type of application.  Many of the issues faced in examination of these claims are similar to those encountered in examination of claims directed to antisense.  The following

For utility, disclosure of use of the RNAi as a probe alone is not sufficient; some knowledge of gene function is required.  Enough information must be provided to warrant target inhibition.  

With regard to enablement, there is a high level of in vivo unpredictability due to a general lack of knowledge regarding efficacy and in vivo target site determination, as well as issues related to in vivo delivery.

For generic claims, an adequate description should describe what is known about target site accessibility for the gene at issue.  In addition, disclosure of a representative number of species is necessary.  RNAi described only by function may lack written description.   

Broad claims may be rejected if the prior art suggests inhibition of the gene by nucleic acid-based methods and the gene sequence was known.  Narrow claims may be free of the art where there would be no motivation to modify the prior art to achieve the specific RNAi sequence claimed.

Dr. LeGuyader provided the following recommendations.  Claim functional RNAi by specific sequence.  Provide the results of “gene walk” showing activity for each RNAi.  Provide objective evidence that in vitro results are representative of in vivo applicability.  Respond to examiner-cited unpredictable factors with objective evidence to the contrary.  Expert opinions are more favorably viewed when supported using objective evidence.  Provide objective evidence that a particular animal model is generally accepted as representative of disease or methods of treating, particularly for humans.  Objective evidence includes arguments, case law, journal articles, and experimental data and comparisons commensurate with the disclosure as filed.

Contact Information

If you have concerns relating to practice before the PTO or would like further information regarding the BCP meetings please feel free to contact Keith or Kimberly.

	Keith MacMillan

ICOS Corporation

22021 20th Ave SE

Bothell, WA  98021

(425) 415-5789
	Kimberly Prior

Hoffman-La Roche Inc.

340 Kingsland Street

Nutley, New Jersey 07110

(973) 235-6208
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