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ANNEX TO CIRCULAR C. 6717

Response of the United States Patent and Trademark Office

Working Group on Multiple Invention Disclosures and Complex Applications

Suggested Structure for Comments

Comments and proposals from the members and observers of the SCP might address, but need not be limited to, the following issues:
(1)
Unity of invention

Q1.
What is the standard applied under the applicable law of your country/region that allows a group of inventions being claimed in a single patent application?  Please specify relevant provisions under the law and/or regulations as well as any Guidelines.  Please also specify the methodology applied in your Office in order to determine compliance with the applicable standard.  

A1.
In the United States, an application may disclose a plurality of related inventions.  However, if more than one such invention is claimed, applicant may be required to restrict the application to one of the inventions where the inventions are independent and/or patentably distinct.  The basis for this standard is set forth in United States Code (USC) Title 35, section 121:

If two or more independent and distinct inventions are claimed in one application, the Director may require the application to be restricted to one of the inventions…

Further details as to the standard are set forth in Title 37 of the Code of Federal Regulations (CFR), section 1.141, and the USPTO Manual of Patent Examining Procedure (USPTO MPEP)
, chapter 800.

According to the USPTO MPEP § 803.01, there are two criteria for a proper requirement for restriction between patentably distinct inventions:

(1) The inventions must be independent (see MPEP § 802.01, § 806.04, § 808.01) or distinct as claimed (see MPEP § 806.05 - § 806.05(i)); and

(2) There must be a serious burden on the examiner if restriction is required (see MPEP § 803.02, § 806.04(a) - § 806.04(i), § 808.01(a), and § 808.02).
The term “independent” (i.e., not dependent) means that there is no disclosed relationship between the two or more subjects disclosed.  That is, they are unconnected in design, operation, or effect.  The term “distinct” means that two or more subjects as disclosed are related, for example, as combination and part (sub-combination) thereof, process and apparatus for its practice, process and product made, etc., but are capable of separate manufacture, use, or sale as claimed, and are patentable (novel and unobvious) over each other (though they may each be unpatentable because of the prior art).

Methodologies for determination of compliance are described in detail throughout Chapter 800 of the USPTO MPEP (see footnote 1).

Q2.
Does your Office encounter any difficulties in applying the current standard in practice, and if so, what are these difficulties?

A2.
Yes, the USPTO does encounter a number of different difficulties in application of the standard in practice.  First, the application of the independent and distinct standard to specific claims is not always straightforward, sometimes resulting in inconsistent application.  Second, as indicated above, a demonstration of serious burden on the examiner must be shown.  Third, “rolling examination” resulting from Markush practice, as discussed below in the answer to question 12, or from what we call “linking claim practice” (see USPTO MPEP §§ 809.03 and 809.04), often results in an extended examination process.  

However, we have encountered even greater difficulties in applying the “unity of invention” standard in international applications filed under the PCT.  The PCT standard may allow for large numbers of different inventions to be included in a single international application so long as they are linked by a “special technical feature,” resulting in a significantly extended examination process.  The standard is particularly troublesome in so-called “complex applications.”  

Q3.
What should be reviewed and how could the current standard be improved?

A3.
Several different aspects of restriction practice are currently being reviewed, however, no specific improvements have yet been identified or implemented.

Q4.
Do you have any proposals on whether and how a harmonized standard on unity of invention, which could be acceptable to both examining and non‑examining Offices, should be addressed in the draft Substantive Patent Law Treaty (SPLT)?

A4.
It may be premature to discuss specific proposals for a harmonizing standard on “unity of invention.”  There are many other issues that have an impact on “unity” for which there are divergent practices.  These include claim presentation requirements and different standards for clarity and conciseness that will be addressed below.  As a general matter, we believe that any eventual solution should incorporate the four objectives that we set forth in our proposal for the Working Group in SCP/6/6:  (1) reduce burden on the examiner, (2) focus prosecution on a single invention, (3) develop a process that is easily and consistently applied, and (4) develop a process that has long-term viability.  However, we also have concerns that focusing on “special features,” as in the current PCT standard, contradicts the widely accepted notion of looking at claimed inventions “as a whole.”

(2)
Linking of claims.

Q5.
Does the applicable law of your country/region allow independent as well as dependent claims?  What are the definitions of “independent claim” and “dependent claim” under your national/regional law?

A5.
Yes, the laws of the United States allow independent as well as dependent claims.  The terms independent and dependent are defined directly in 35 United States Code Section 112 (35 USC 112), as follows:

…The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the subject matter which the applicant regards as his invention.

 A claim may be written in independent or, if the nature of the case admits, in dependent or multiple dependent form.

Subject to the following paragraph, a claim in dependent form shall contain a reference to a claim previously set forth and then specify a further limitation of the subject matter claimed.  A claim in dependent form shall be construed to incorporate by reference all the limitations of the claim to which it refers.

A claim in multiple dependent form shall contain a reference, in the alternative only, to more than one claim previously set forth and then specify a further limitation of the subject matter claimed.  A multiple dependent claim shall not serve as a basis for any other multiple dependent claim.  A multiple dependent claim shall be construed to incorporate by reference all the limitations of the particular claim in relation to which it is being considered.

Q6.
Provided the requirement concerning unity of invention is met, does your national/regional law provide any restrictions on how to link independent claims and/or dependent claims (for example, restrictions on independent claims, dependency of multiple dependent claims on other multiple dependent claims and multiple dependent claims referring in the cumulative to the claims on which they depend)?

A6.
  U.S. national law does provide restrictions on the linking of claims.  As set forth above, multiple dependent claims can only refer to other claims in the alternative, and multiple dependent claims may not serve as a basis for any other multiple dependent claims.

Without such restrictions, multiple dependent claims could lead to enormous numbers of “inventions” being recited in a small number of claims.  Each of these inventions would have to be fully examined as to non-prior-art requirements, such as enablement and written description, that would lead to an enormous work-load burden for examiners.  In addition, members of the general public would not be able to easily identify what is actually being claimed and would therefore not be able to plan their activities accordingly.

However, we should note that there are few limitations in U.S. practice, outside of our independent and distinct restriction practice, regarding the presentation of independent claims.  Generally speaking, a number of dependent claims could be rewritten as independent claims with no objection other than certain fee requirements.  Dependent claims are viewed as merely a “short-hand” form of claim writing.

Q7.
Does your Office encounter any difficulties in applying the current restrictions described under Q6?  Or, if your Office does not provide such restrictions, does it encounter any difficulties in practice because of lack of such restrictions?

A7.
The USPTO has good success applying the current restrictions concerning multiple dependent claims.    Procedurally, the USPTO objects to improper multiple dependent claims, and official policy indicates that they are not to be treated on the merits (USPTO MPEP § 608.01(n)).    However, we are exploring the efficiencies of treating the claims on the merits, if possible (i.e., interpreting the claim as if it depends from the first listed claim only), and then advising applicant to properly amend the claims.

Q8.
Do you have any proposals on whether and how the issue of independent/dependent/multiple dependent claims should be addressed in the draft SPLT?

A8.  We view the current limitations with respect to the multiple dependent claims as very important, and we believe that they should be incorporated into the SPLT.  It is noted that the PCT currently incorporates these restrictions.  It is not just a matter of work-load, but additionally, an issue of proper notice to third parties as to what is being claimed.  

Some disagreement on this matter may stem from the fact that certain offices do not appear to provide for full examination of dependent claims, thereby rendering at least the work-load problem associated therewith to be a less important consideration.

We are also open to discussion on requirements for independent claims.  However, we have reservations about a practice as strict as our understanding of EPC Rule 29(2), limiting applications, unless there is particular justification, to one independent claim per category.  

While such a rule would appear to positively affect work-load considerations, it does not seem to allow applicants freedom to draft independent claims regarding the same invention from different points of view, which may be important to achieving an appropriate level of protection for certain inventions.

(3)
Number of claims/clear and concise claims

Q9.
Provided the requirement concerning unity of invention is met and the independent and dependent claims are linked in accordance with the requirements under the applicable law of your country/region, may a large number of claims be limited on the basis of the requirement regarding “clear and concise” claims?  If yes, under what circumstances could the requirement of clear and concise claims be invoked?

A9.  Under the laws of the United States, an applicant may present a large number of claims under certain conditions.  

There are two requirements for multiple claims in USPTO practice: claims (1) may not be duplicative and (2) may not be unduly multiplied, see 37 CFR 1.75(b).

Guidance from the USPTO MPEP § 706.03k concerning the “duplicative” requirement reads as follows:

Inasmuch as a patent is supposed to be limited to only one invention or, at most, several closely related indivisible inventions, limiting an application to a single claim, or a single claim to each of the related inventions might appear to be logical as well as convenient. However, court decisions have confirmed applicant's right to restate (i.e., by plural claiming) the invention in a reasonable number of ways. Indeed, a mere difference in scope between claims has been held to be enough.

Nevertheless, when two claims in an application are duplicates, or else are so close in content that they both cover the same thing, despite a slight difference in wording, it is proper after allowing one claim to object to the other claim under 37 CFR § 1.75 as being a substantial duplicate of the allowed claim.

The claims must also not be “unduly multiplied.”    The court decisions quoted in the guidance below indicate that the critical issue is the “clarity” requirement (see underlined phrases - emphasis added). Guidance on this requirement from USPTO MPEP § 2173.05(n) is as follows: 

An unreasonable number of claims, that is, unreasonable in view of the nature and scope of applicant's invention and the state of the art, may afford a basis for a rejection on the ground of multiplicity. A rejection on this ground should include all the claims in the case inasmuch as it relates to confusion of the issue.

The earlier views of the Court of Customs and Patent Appeals on multiplicity were set forth in In re Chandler, 254 F.2d 396, 117 USPQ 361 (1958) and In re Chandler, 319 F.2d 211, 225, 138 USPQ 138, 148 (1963) (Applicant's latitude in stating their claims in regard to number and phraseology employed "should not be extended to sanction that degree of repetition and multiplicity which beclouds definition in a maze of confusion."). These views have been somewhat revised by its views in In re Flint, 411 F.2d 1353, 1357, 162 USPQ 228, 231 (CCPA 1969) ("The [42] claims differed from one another and we have no difficulty in understanding the scope of protection. Nor is it clear, on this record, that the examiner or board was confused by the presentation of claims in this case or that the public will be.") and In re Wakefield, 422 F.2d 897, 902, 164 USPQ 636, 639 (CCPA 1970) ("Examination of forty claims in a single application may be tedious work, but this is no reason for saying that the invention is obscured by the large number of claims. We note that the claims were clear enough for the examiner to apply references against all of them in his first action."). 

…

Q10.
Does your Office encounter any difficulties in applying the requirement described under Q9, and if so, what are these difficulties?

A10.
Rejections for duplicative claiming are rare.    Rejections for multiplicity are also very rare.    It is often difficult to justify such a rejection as, generally, the presentation of a large number of claims, per se, does not obscure or otherwise render the claims unclear.  

Q11.
Provided the requirements concerning unity of invention and clarity and conciseness of claims are met and the independent and dependent claims are linked in accordance with the requirements under the national/regional law, can the Office of your country limit the number of independent claims, dependent claims or distinct embodiments (such as large “Markush” groupings or other large grouping of independent species inventions)?  If yes, under what circumstances could the limitation be required?

A11.
   When an application cannot be further restricted, and the claim structure satisfies the requirements of United States practice, sometimes the Office can limit the number of claims examined by Markush practice.  Under this practice, an applicant can be required to elect one species from the Markush grouping for examination.

Markush practice at the USPTO is defined in detail in the USPTO MPEP § 2173.05(h).

The examiner is still required to search all members of the Markush group if there is no serious extra burden for doing so, such as when the claims and/or Markush members are few in number or are closely related.  But when appropriate, Markush practice can be a good tool to focus the examination.

In addition to the rejections and objections mentioned above, the new 21st Century Strategic Plan (see www.USPTO.gov), contains a proposal for a highly graduated fee structure that provides for significant financial costs associated with the submission of large numbers of claims.  This may be an effective measure for encouraging self-limiting by applicants.

Q12.
Does your Office encounter any difficulties in applying the limitation described under Q11?  Or, if your Office does not provide such limitation, does it encounter any difficulties in practice because of lack of such limitation?

A12.

While Markush practice can be an aid in the examination of the application, there is a significant difficulty with the process.  Following election by the applicant, the Markush-type claim will be examined fully with respect to the elected species.  If the elected species is determined to be patentable over the art, the Markush-type claims will be further examined to the extent necessary to determine patentability of the remainder of the Markush-type expression. Further examination is normally stopped only after it has been determined that the Markush-type expression is unpatentable over the prior art.  

This practice thus can result in a “rolling examination”, in which the Office must continue the search from species to species until a reference is found to render the species unpatentable.

Q13.
Do you have any proposals on whether and how the issue of clarity and conciseness of claims, or any other requirements which may limit an unreasonable number of claims, should be addressed in the draft SPLT?

A13.  This issue is important for the SPLT, as these practices will determine an office’s view of other matters, including an appropriate “unity” standard.  As mentioned, we are currently looking at certain fee structures as a tool to encourage certain self-imposed limitations on claiming.  This allows the applicant to make a determination as to the importance of including large numbers of claims in a particular application.

We are open to a discussion of matters going beyond the “clarity” or “undue multiplicity” standard that we employ.  It is our understanding that certain systems may use a requirement, which may be termed “conciseness,” that is distinct from the “clarity” type requirement that limits presentations of independent and other claims.  However, for reasons expressed above, we have reservations about a practice as strict as that in EPC Rule 29(2), limiting applications, unless there is particular justification, to one independent claim per category.  

(4)
Special procedures to treat complex applications, such as mega‑applications or large sequence listings

Q14.
Does your Office encounter any difficulties in processing complex applications, such as mega-applications or applications containing large sequence listings, large number of claims or claims defining the invention by statements of desiderata?

A14.
Yes, the USPTO does encounter difficulties in processing complex applications.  Patent applications, and consequently the claims in them, have increased in complexity with advancements in technology.  Single claims or sets of claims may contain many inventions, with hundreds of groups of inventions not uncommon.  Application of the independent and distinct standard in such cases is extremely time-consuming, sometimes occupying an entire week of examiner effort.  Recently, one application was found to contain 400,000 distinct inventions.  
Q15.
Does your Office take any special measures applicable to search and/or examination of such complex applications?

A15.
As noted above, revision of current practice in several areas is under discussion, however, no changes have yet taken place, except with regard to sequences.  
Nucleotide sequences encoding different proteins are structurally distinct chemical compounds and are unrelated to one another. These sequences are thus deemed to normally constitute independent and distinct inventions within the meaning of 35 U.S.C. 121.  Despite this, at one point, the USPTO determined that “up to 10” sequences would constitute a reasonable number for examination. 

As the technology has progressed, examination of up to ten independent and distinct sequences in a single application without restriction has proven to be unduly burdensome on the Office.  As a result, examination generally is limited to a single sequence.  In some cases, however, such limitation is not possible due to the nature of the invention.  For example, claims drawn to a protein are sometimes not restrictable from specifically recited and claimed fragments of that protein.  Since proteins often contain multiple domains of divergent functions, some of those fragments find utility in combinations other than the protein from which the fragment originated.   Such situations present problems of search and determination of patentable distinctness amongst the various species.

Q16.
Do you have any proposals on whether and how special procedures to treat complex applications should be addressed by the SCP?  Are there any aspects that should be included in the draft SPLT, or that should be discussed separately?

A16.
This is related to redefining a “unity” standard.  The SCP should strive for a general claim limiting scheme conforming to the objectives expressed previously by the United States.  It is hoped that a new methodology could address the issue of “complex applications” within a broadly defined system.  However, to the extent that this is not feasible, it may well be that particular characteristics of specific fields of invention, i.e. biotechnology, will need to be looked at in order to create a better system for dealing with these applications, along the lines of the sequence limiting regime mentioned above.

[End of Annex]

� The USPTO MPEP (which also contains the text of relevant portions of the United States Code and the Code of Federal Regulations) may be found online at http://www.uspto.gov/web/offices/pac/mpep/index.html.
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