
The Honorable Susan E. Dudley 
Administrator 
Office of Information and Regulatory Affairs 
Office of Management and Budget 
Washington, DC 20503 

October 17, 2007 

RE: RIN 0651-AB95 

Changes to Information Disclosure Statement Requirements and Other 
Related Matters, 71 Fed. Reg. 38808 (Jul 10, 2006) (“Proposed IDS 
Rule”) 

Dear Ms. Dudley, 

We are writing to express our concerns about the draft final regulation, “Changes 
to Information Disclosure Statement Requirements and Other Related Matters,” 
submitted by the U.S. Patent and Trademark Office (USPTO) to OMB for review under 
Executive Order 12,866 (as amended). This draft rule was submitted on July 27, 2007. 

Previously, we and others raised concerns to you about USPTO’s disregard for 
basic Executive branch procedures with respect to two other draft final rules submitted 
for review.1 In its notices of proposed rulemaking for those draft rules, USPTO failed to 
adhere to the regulatory philosophy and principles of Executive Order 12,866; violated 
the Information Quality Act and OMB's implementing guidelines thereof with regard to 
the limited supporting information it disclosed; and claimed savings in paperwork burden 
when in fact its actions significantly increased those burdens. We noted that these rules 
were obviously a package despite USPTO’s efforts to disaggregate them to keep each 
below the threshold for economically significant rulemaking, and we asked you to 
exercise your authority to and return them for further consideration, designate the 
package as economically significant (because there was no question that they imposed 
private sector costs exceeding $100 million in any one year), and direct USPTO to 
perform a proper Regulatory Impact Analysis. 

1 See the letter from David Boundy (Cantor Fitzgerald) and 24 others dated June 15, 2007 
concerning RIN: 0651-AB93 [Changes to Practice for Continuing Applications, Requests for 
Continued Examination Practice, and Applications Containing Patentably Indistinct Claims 
(“Continuations Rule”) and RIN 0651-AB94 [“Changes to Practice for the Examination of 
Claims in Patent Applications (“Limits on Claims Rule”)], http://www.whitehouse.gov/omb/oira/ 
0651/meetings/619-1.pdf, and related attachments. 

http://www.whitehouse.gov/omb/oira/
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The final rules, which were published in a single combined rulemaking action on 
August 21, 2007,2 fully confirm our concerns. If they stand up under legal challenge, 
their practical effect will be to dramatically increase the cost of obtaining patent 
protection, make it much more difficult for inventors and innovators to protect their 
legitimate intellectual property rights, and “adversely affect in a material way the 
economy, a sector of the economy, productivity, [and] competition” (EO 12,866 Section 
3(f)(1). 

In the proposed IDS Rule, USPTO has again misrepresented to OMB the breadth 
and depth of the effects likely to result. The proposed IDS Rule is clearly “economically 
significant.” If finalized, it will impose billions of dollars of burden on patent applicants 
and owners. The preamble asserts that the rule will generate savings to USPTO, but these 
savings are neither quantified nor reflected in USPTO’s FY 2008 budget submission. In 
support of these radical changes, USPTO has disclosed no supporting evidence or 
analysis in the NPRM or the rulemaking docket. 

The proposed IDS Rule has another fatal defect: it is fundamentally inconsistent 
with case law governing the conduct of patent applicants and their agents under federal 
patent law. The courts require applicants and agents to fully disclose all potentially 
relevant information to USPTO, and they will take away the property rights of patentees 
who fail to do so. Through the IDS Rule, USPTO is demanding that patent applicants 
break the law just to ease USPTO’s workload.3 It is worth remembering that patent 
applicants pay fees to USPTO that fully cover the cost of patent examination, and 
USPTO has specific authority to charge fees specific to the service at issue in this Rule, 
and currently does so.4 USPTO now wants to refuse to consider the prior art and 
eliminate the fee. 

I. WHAT WOULD THE IDS RULE DO? 
We begin by reviewing the doctrine of “inequitable conduct” and current practice 

for complying with this law, and then discuss the implications of the USPTO’s proposal 
to destroy applicants’ ability to comply. 

2 USPTO, “Changes To Practice for Continued Examination Filings, Patent Applications 
Containing Patentably Indistinct Claims, and Examination of Claims in Patent Applications,” 72 
Fed. Reg. 46765-46814 (RIN 0651-AB93 and RIN 0651-AB94 combined). 

3 See USPTO, “Changes To Information Disclosure Statement Requirements and Other 
Related Matters,” 71 Fed. Reg. 38808-38823 (“The proposed changes will enable the examiner to 
focus on the relevant portions of submitted information at the very beginning of the examination 
process, give higher quality first actions, and minimize wasted steps,” at 38808; “The proposed 
changes provide an incentive to the applicant to cite only the most relevant documents, and are 
designed to provide the examiner with useful and relevant information early in the examination 
process,” at 38810). 

4 35 U.S.C. § 41(d)(2); 37 C.F.R. § 1.97(c)(2), (d)(2), and § 1.17(p). 
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I.A. What is the Law of “Inequitable Conduct?” 

The law of inequitable conduct arises under long-standing Supreme Court 
precedent, which USPTO lacks authority to change.5 A patent applicant (i.e., any 
inventor, attorney, or other person substantively involved with the patent application) has 
a “duty of candor and good faith” to fully reveal to USPTO all information that may be 
“material to patentability.” What constitutes “material” is always judged after the fact. 

There are two general kinds of “inequitable conduct”: (a) failure to disclose 
material information to USPTO, and (b) making misleading statements to USPTO. Both 
result in the “death penalty” of unenforceability for all claims of any affected patent and, 
in some cases, all related patents. “There is no reprieve from the duty of square dealing 
and full disclosure that rests on the patent practitioner in dealings with USPTO.”6 

While this duty might seem extreme, it is a well-recognized element of patent 
practice that everyone understands and knows how to follow. The courts and (until the 
IDS rulemaking) USPTO have each made clear that it is better to give the Office 
everything that might be argued to be relevant by future infringer’s counsel, than to 
neglect to report potentially material information.7 The law is extreme in part because 
the costs of full disclosure are quite low, while the costs to the public of wrongfully 
issued patents are very high. Furthermore, full disclosure enables competitors to cost-
effectively ensure that they do not infringe, by using information in the patent’s file 
history as a template to design around the patent. 

5 E.g., Keystone Driller Co. v. General Excavator Co., 290 U.S. 240, 245-46 (1933). 
6 Kangaroos U.S.A. Inc. v. Caldor Inc., 778 F.2d 1571, 1576, 228 USPQ 32, 35 (Fed. 

Cir. 1985). 
7 “Close cases should be resolved by disclosure, not unilaterally by applicant.” LaBounty 

Mfg., Inc. v. U.S. Int’l Trade Comm’n, 958 F.2d 1066, 1076, 22 USPQ2d 1025, 1033 (Fed. Cir. 
1992); “The public interest is best served, and the most effective patent examination occurs when, 
at the time an application is being examined, the Office is aware of and evaluates the teachings of 
all information material to patentability. Each individual … has a duty of candor and good faith in 
dealing with the Office, which includes a duty to disclose to the Office all information known to 
that individual to be material to patentability…. The duty to disclose all information known to be 
material to patentability is deemed to be satisfied if all information known to be material to 
patentability … [is] submitted to the Office in the manner prescribed by §§ 1.97(b)-(d) and 1.98.” 
37 C.F.R. § 1.56 (to which no amendment is proposed, emphasis supplied); see also Notice of 
Final Rulemaking, Duty of Disclosure, 57 Fed. Reg. 2021, passim (Jan. 17, 1992), repeatedly 
stressing the importance of disclosing “all” material information; “The Office believes that most 
applicants will wish to submit the information, however, even though they may not be required to 
do so, to strengthen the patent and avoid the risks of an incorrect judgment on their part on 
materiality or that it may be held that there was an intent to deceive the Office.” 57 Fed. Reg. at 
2023, reply to Comment 3. 
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I.B.	 Under Current Practice, How Do Applicants Comply with the 
Law of Inequitable Conduct? 

Patent applicants strive to submit to USPTO all “prior art”8 documents that an 
examiner might possibly find useful, or more importantly, what a court might 
subsequently decide, with 20/20 hindsight, that the patent owner should have submitted. 

About three-fourths of patent applications are “routine” and relatively low-value 
at the time they are filed. None of the factors discussed below come into play, fewer than 
20 prior art references come to the knowledge of the inventors or attorneys, and the 
proposed IDS Rule would not be triggered. 

1.	 Full disclosure 

However, when an applicant seeks a high-value patent on an important invention, 
things change. Prior art is collected so that the invention can be more accurately assessed 
for patentability, and the attorney can determine precisely how to describe the invention 
so that the value of the patent application will be maximized. This prior art comes from 
several sources: 

•	 The applicant will often obtain a prior art search of patent documents and relevant 
technical literature. 
•	 A prior art search typically turns up between 10 and 30 documents, sometimes 

many more. 

•	 Pursuant to the legal duty of candor and good faith, the attorney requests all 
documents that the inventor possesses, and stresses the importance of complete 
disclosure. This can result in anything from a small handful to dozens of 
documents. 
•	 In the normal course of business, this information comes to the inventor’s 

attention over time. Through the proposed IDS Rule, USPTO ignores these 
real-world conditions and demands that inventors know virtually everything 
they will ever know before they apply for a patent. 

•	 An applicant may file patent applications in foreign countries. 
•	 As each foreign examiner examines the application, that examiner will report 

prior art to the applicant, and that prior art must be forwarded to USPTO.9 

•	 The inventor may file several applications on related facets of the invention, each 
of which could be assigned to a different examiner. 

8 “Prior art” includes all information that has been made available to the public before a 
given date in a form that affects a patent's claim of novelty. “Prior art” is formally defined in 35 
U.S.C. § 102. 

9 Of the various categories of prior art that arise, this is the only one for which USPTO 
proposes a workable accommodation. 
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•	 With very narrow exceptions, the prior art developed in each application must 
be given to all examiners of other, potentially quite numerous applications in 
the same family.10 

Little of this information will be available to the applicant during the so-called “first time 
period” during which an IDS would have to be submitted. 

Once an applicant has information collected from these disparate sources, federal 
patent law gives almost no flexibility: the information must be disclosed to USPTO. For 
the most valuable applications, it is not uncommon for an applicant to be required by law 
to give an examiner 100 or more prior art references.11 

There is no question that this results in the submission of more information (and 
more information of marginal value) to the examiner, and this results in some 
inefficiency in the examination phase. But there also is no question that erring on behalf 
of over-disclosure has substantial, and possibly greater, efficiencies for the patent system 
as a whole, particularly for competitors, which we discuss in § II.C of this letter. 

2. Avoid misleading statements 

On the flip side, to avoid the “misstatement” prong of inequitable conduct, patent 
attorneys strive to keep their letters to USPTO as short and focused as possible, to 
minimize the risk of saying anything that could be construed as “misleading.” USPTO 
has expressly recognized this concern. Prior to 1992, USPTO rules required applicants to 
provide discussions of prior art references that were of much lower burden and posed far 
lower legal risk than the proposed IDS Rule. In a 1992 regulation, USPTO abandoned a 
weaker version of the proposed IDS Rule because, based on actual experience, it found 
that the rule was inefficient to the patent system considered as a whole.12 

10 PerSeptive Biosystems Inc. v. Pharmacia Biotech Inc., 225 F.3d 1315, 1321-22, 1331, 
56 USPQ2d 1001, 1005-06, 1013 (Fed. Cir. 2000) (finding a daughter patent unenforceable, even 
though the information had been disclosed in the parent and the examiner found on the record that 
the information raised no issue of patentability); Elk Corp. of Dallas v. GAF Building Materials 
Corp., 168 F.3d 28, 31, 49 USPQ2d 1853, 1856 (Fed. Cir. 1999) (rendering a patent 
unenforceable when prior art developed in a daughter application was not disclosed to the 
examiner of the parent application). 

11 David Boundy, the signatory of this letter, prosecuted one family of applications where 
these types of interactions among applications led to over 300 references being cited in each of 25 
applications. Under current law, there really is no shortcut available at an acceptable level of 
malpractice or unenforceability risk. 

12 “[W]e became convinced that the potential harm that might be experienced by 
patentees during litigation due to inadvertent errors in such explanations outweighed the benefit 
to the PTO.” Commissioner Harry F. Manbeck, Jr., The Evolution and Issue of New Rule 56, 20 
AIPLA Q.J. 136, 143 n.17 (1992). Commissioner Manbeck, who led this reform, had decades of 
experience as a patent attorney on which to base this judgment. 
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I.C. The Proposed IDS Rule 

The proposed IDS Rule turns this long-standing policy on its head. In cases 
where an applicant is aware of more than 20 prior art references, it would direct 
applicants to do one of the following: 

•	 Deliberately withhold information from USPTO because the Rule forces

applicants to submit only the “most” material information13; or


•	 Submit a “patentability justification document” describing each prior art reference 
in detail. 

Choosing the first option unambiguously violates the failure-to-disclose prong of the law 
of inequitable conduct, and raises a very high risk of losing the property right conveyed 
by the patent if he dares to try to enforce these rights against infringers. Call this the 
Infringers’ Free Ride Option. 

Choosing the second option creates a high risk of violating the misrepresentation 
prong of the law of inequitable conduct.14 Counsel to a future infringer can (and will) 
pore over the patentability justification document in search of any misstatement of fact. 
The more statements of fact the applicant must make about prior art, the greater is the 
likelihood that infringer’s counsel will find an error. Call this the Infringer’s Bounty 
Hunter Option. 

The second option is also immensely burdensome even if future infringers’ 
counsel never find errors. Each patentability justification document would cost tens of 
thousands of dollars to research and prepare. Furthermore, there no way to indemnify the 
patent owner against the value of lost patents if a future court declines to accept the 
quality of the work. The accompanying letter of Philip Steiner, a patent attorney with 
experience in preparing analogous documents, estimates the aggregate cost of preparing 
minimum-case documents at $1.9 billion per year (Attachment A). Inexplicably, USPTO 
says that being deluged with patentability justification documents will make its job 
easier. 

13 “The proposed changes provide an incentive to the applicant to cite only the most 
relevant documents…” (71 Fed. Reg. at 38810, col. 3). 

14 A patent was rendered unenforceable because of a mischaracterization of the prior art 
in a similar fashion in C.R. Bard Inc. v. Advanced Cardiovascular Systems, Inc., 28 USPQ2d 
1852, 1856 (Fed. Cir. 1993) (unpublished). 
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II.	 The Proposed IDS Rule Violates the Principles of Executive 
Order 12,866 

II.A.	 USPTO’s Proposed Refusal to Consider Prior Art Conflicts 
With Its Statutory Duty under Federal Patent Law 

Under the proposed rule, USPTO says prior art submitted that is unaccompanied 
by a patentability justification document will not be considered.15 But USPTO lacks the 
statutory authority to choose not to review information it receives. USPTO’s primary 
statutory duty is to evaluate information to determine patentability.16 Indeed, USPTO has 
represented to courts that this substantive duty is so paramount that it is obligated to 
revoke allowances of applications up to the day of issuance if necessary to reconsider 
patentability. Courts have reluctantly confirmed USPTO’s obligation to fully examine, 
even if the Office must resort to unspecified “suspicious procedures” to carry it out.17 

USPTO now says it no longer wants to fulfill its primary statutory duty. 

II.B.	 The Proposed Rule Offers No Effective Remedy to the Conflict 
It Would Create with Existing Law 

In Section I.A we showed that the proposed IDS Rule conflicts with the law of 
inequitable conduct. USPTO is fully aware of this conflict, and so the proposed rule 
contains language purporting to create a “safe harbor.” To gain shelter there, applicants 
must take “reasonable steps, “in good faith and to the best of [their] knowledge, 
information and belief, formed after a reasonable inquiry under the circumstances” “to 
comply with [these] additional disclosure requirements.”18 

As safe harbors go, this one has submerged hazards throughout. USPTO does not 
provide a clue as to what constitutes “reasonable,” “good faith,” or “best” knowledge. 
While it could have provided clear statements on this point, it did not do so. USPTO 
could have offered to provide patentees a certification that it was completely satisfied that 
the applicant had secured mooring in the safe harbor. It did not do that, either. In short, 
USPTO left patentees at the mercy of future infringers’ counsel. 

USPTO’s offer of mercy on behalf of adversaries is welcome, but implausible and 
beyond the reach of regulations USPTO might issue. In the preamble USPTO expresses 
only wan hope that the courts might give deference to its proposed safe harbor: 

15 71 Fed. Reg. 38813-14. 
16 Blacklight Power Inc. v. Dickinson, 109 F.Supp.2d 44, 48, 55 USPQ2d 1812, 1815 

(D.D.C. 2000), aff’d Blacklight Power Inc. v. Godici, 295 F.3d 1269, 1273, 63 USPQ2d 1534, 
1537 (Fed. Cir. 2002). 

17 Blacklight v. Dickinson, 109 F.Supp.2d at 54 n.10, 55 USPQ2d at 1820 n.10. 
18 Proposed IDS Rule at 38811. 
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While the proposed amendment … may not act as a complete defense in all 
situations, particularly as the court is not bound by any one duty of disclosure 
standard established by the Office, the Office is hopeful that a court in deciding a 
duty of disclosure issue will take the proposed safe harbor into account.19 

But it is unlikely that the courts will give deference to USPTO’s proposed safe 
harbor. First, the proposed language is ambiguous, unstructured, and fundamentally 
uninterpretable. Second, statements of “good faith” have repeatedly been held insufficient 
to protect a patent, if the court considers the error sufficiently egregious.20 Third, the 
courts have struck down previous USPTO efforts to enact safe harbors by regulation.21 

One celebrated case,22 decided only four months before this proposed rule was published 
for notice and comment, expressly rebuffed USPTO’s attempt to narrow the scope of 
“material” prior art that must be disclosed. While this case has been the subject of 
widespread commentary in the patent profession, USPTO did not even discuss it in the 
preamble, nor did it explain why this latest “safe harbor” would survive challenge when 
its previous efforts had not. 

For these reasons, all responsible patent lawyers will be exceedingly wary 
submitting a patentability justification documents. Some may advise applicants to keep 
their applications below the threshold that triggers the requirement. Billions of dollars 
worth of intellectual property would go unprotected, resulting in an immeasurable decline 
in research and development expenditures.23 In any case where attorneys agree to file a 

19 Proposed IDS Rule at 38811-38812, emphasis added. 
20 Agfa Corp. v. Creo Products Inc., 451 F.3d 1366, 1378, 79 USPQ2d 1385, 1394 (Fed. 

Cir. 2006) (court rejects patent agents’ assertions of good faith belief in non-materiality of 
references); LaBounty Mfg., Inc. v. U.S. Int’l Trade Comm’n, 958 F.2d 1066, 1076, 22 USPQ2d 
1025, 1033 (Fed. Cir. 1992) (rejecting inventor’s and attorney’s testimony of lack of intent when 
they decided not to submit a marginal reference). 

21 See Digital Control Inc. v. Charles Machine Works, 437 F.3d 1309, 1316, 77 USPQ2d 
1823, 1829 (Fed. Cir. 2006) (declining to accept PTO’s narrowed definition of “material” prior 
art); Dayco Products Inc. v. Total Containment, Inc., 329 F.3d 1358, 1365, 66 USPQ2d 1801, 
1806 (Fed. Cir. 2003) (refusing to recognize a “safe harbor” stated in the agency’s guidance 
document, MPEP 2001.06(b)); PerSeptive Biosystems, Inc. v. Pharmacia Biotech, Inc., 225 F.3d 
1315, 1322, 56 USPQ2d 1001, 1006 (Fed. Cir. 2000) (declining to honor a “safe harbor” for 
cancelled claims articulated in 37 C.F.R. § 1.56). 

22 Digital Control Inc. v. Charles Machine Works, 437 F.3d 1309, 1316, 77 USPQ2d 
1823, 1829 (Fed. Cir. 2006). 

23 There is one other plausible market response to the proposed IDS Rule: innovators and 
inventors may abandon the U.S. patent system. For inventions, the best alternative is trade secret, 
which only works for inventions that cannot be readily reverse engineered, such as methods of 
manufacturing. Trade secrets can be protected only by purposefully restricting public knowledge 
of inventions, and thus sacrificing the value of the positive externality which disclosure provides. 
It is the height of folly to destroy the U.S. patent system just to secure a minor reduction in 
USPTO workload. 
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patentability justification document, they will take extraordinary precautions to avoid 
triggering the law of inequitable conduct, which means each such document will be very 
expensive to prepare. 

Even if it could be imagined that USPTO’s proposed “safe harbor” protected 
against misstatement allegations, nothing in the proposed Rule offers protection against 
allegations that applicants intentionally withheld information from USPTO, which 
appears to be USPTO’s preferred response from applicants.24 

There is a simple reason for the disconnect between this draft rule and substantive 
patent law. USPTO has no authority in areas of substantive law, and does not participate 
in patent litigation or licensing. Thus, it has no experience in the area of inequitable 
conduct (which applies only after a patent issues) and has developed no agency expertise 
in any area that would enable it to understand the consequences of its proposed 
regulation. The entire rule package is based on an illusory quid pro quo, in which USPTO 
has neither authority nor means to deliver on its half of the bargain. 

II.C.	 The Proposed Rule Would Destroy Public Goods that Existing 
Practices Produce 

The patent system offers a tradeoff between exclusivity (which is needed to 
motivate innovation) and use (which is needed to maximize value). A patent grants time-
limited exclusivity in return for the public good of disclosure.25 The proposed IDS rule 
would destroy this public good. 

When a competitor seeks to avoid infringing a valid patent, the first strategy is to 
look at the prior art in the prosecution file and use that prior art as a template to design 
non-infringing alternatives. That is, current law and practice generate huge social 
benefits from the public assembly and disclosure of private information. This 
significantly reduces investments in redundant R&D, and the burdens competitors face 
complying with the patent rights of others. 

24 Historically, when an applicant learned of new relevant prior art from a related 
application or foreign counterpart application, the usual course was to file a continuation 
application to open the opportunity to meet the duty of candor. However, in its August 21, 2007 
Notice of Final Rulemaking on the Continuations Rule, USPTO essentially closed this door, too. 
USPTO has clearly said that it will not grant such petitions to enable applicants to disclose newly-
discovered prior art, thereby putting all applicants in the untenable position of risking the ultimate 
loss of their patent rights because the USPTO simply refuses applicants all opportunity to comply 
with the court-mandated duty of candor. See 72 Fed. Reg. at 46773, col. 3 (“The Office will 
likely not grant such a petition for submitting an information disclosure statement (IDS) or an 
amendment necessitated by (or in view of) newly discovered prior art.”). 

25 W. Kip Viscusi, John M. Vernon, and Joseph E. Harrington, Jr. 1997. Economics of 
Regulation and Antitrust (2d ed) at 831-833. 
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The proposed IDS Rule will curtail public disclosure, so the production of public 
goods will be reduced. For every innovation, invention and disclosure that the rule 
prevents, these public goods will simply vanish. 

As USPTO itself stated last time it revised these rules, “The public interest is best 
served, and the most effective examination occurs when, at the time the application is 
being examined, the Office is aware of and evaluates all information material to 
patentability.”26 The rationale was stated in 1992, somewhat euphemistically: “The rules 
as adopted strike a balance between the need of the Office to obtain and consider all 
known relevant information pertaining to patentability before a patent is granted and the 
desire to avoid or minimize unnecessary complications in the enforcement of patents.”27 

In 1992, USPTO itself recognized that inequitable conduct allegations were the primary 
“unnecessary complication.”28 

II.D.	 The Costs of the IDS Rules Will Fall Selectively and 
Discriminatorily on Innovation, Small Entities and the Most 
Valuable Patent Applications 

Under Executive Order 12,866, agencies are supposed to tailor their regulations to 
impose the least burden and “consider incentives for innovation,” taking particular 
account of small entities. The proposed IDS Rule is tailored in an unusual way – to 
impose the greatest burden on innovators and small entities. 

The most innovative applications tend to have the most prior art references29, so 
they are disproportionately affected by the proposed Rule. When an R&D-intensive 
entity invests in a patent, the entity hopes to build a business around that invention, and 
therefore fully vets it. This vetting includes a thorough search of the prior art, and 
disclosure to USPTO. The IDS Rule directly penalizes this socially-useful activity. 

Small entities are also disproportionately affected. With few exceptions, small 
entities cannot afford to litigate their patents. Small entities and invent-to-license 
businesses want to ensure that patentability is thoroughly vetted during proceedings 
before USPTO, This enables them to offer strong patent protection to their licensees. The 
proposed rule would penalize these businesses by creating doubt about license value. 

Biotechnology and life-sciences industries are disproportionately affected. 
USPTO only presented statistics averaged over all industries, and did no breakdown by 

26 37 C.F.R. § 1.56, emphasis added, as amended by Notice of final rulemaking, Duty of 
Disclosure, 57 Fed.Reg. 2021 (Jan. 17, 1992). The Notice states the importance to USPTO of the 
examiner having “all material information” or the like at least 10 times. 

27 Notice of Final Rulemaking, Duty of Disclosure, 57 Fed. Reg. at 2021 (Jan. 17, 1992). 
28 See footnote 12. 
29 John Allison, Mark Lemley, Kimberly Moore, and Robert Trunkey, Valuable Patents, 

92 Georgetown L.R. 435, 453-55 (2004); Kimberley Moore, Worthless Patents, 20 Berkeley 
Tech. L.J. 1521, 1532 (2005). 
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technological art sector, even USPTO as ready access to such statistics. Attachment C is 
a statistical analysis of patents issued to the top ten biotechnological companies for 2005. 
USPTO asserted that “a threshold of twenty documents” supports USPTO’s [expectation] 
that more than 85% of IDSs … would not require any explanation.” However, in 2005 in 
the biotechnology arts, the “20 document” threshold ensnare 73% of biotech patents, and 
the “25 page” threshold would ensnare 94% of biotech patents. Because of the disparate 
impact on a single, highly-innovative industry, the proposed IDS rule should not be 
adopted without a careful regulatory impact analysis. 

In its proposal, USPTO claimed that the rule is exempt from the Administrative 
Procedure Act and, by inference, the Regulatory Flexibility Act.30 It is our view that the 
proposed IDS Rule is clearly a substantive rule of general applicability and effect. 
Ultimately, the courts will have to decide whether the Patent Office even has the 
authority to promulgate it. Irrespective of that legal outcome, however, there should be no 
question that the proposal, if finalized, represents a huge imposition on small entities and 
innovators. 

II.E. The Proposed Rule Contained No Supporting Data or Analysis 

According to the NPRM: 

[T]he Office has determined that for IDSs submitted prior to a first Office action 
on the merits, a threshold of twenty documents best balances the interests of the 
Office and of the applicants.31 

No analysis is provided to justify this determination. USPTO says threshold does not 
affect 85% of applications and asserts that the burdens it imposes on the other 15% are 
reasonable. USPTO has waved its hands; thus it must be so. 

We doubt that only 15% of applicants would be affected, but we cannot test 
USPTO’s claim because it has failed to disclose enough information to determine 
whether the estimate is unbiased. Even if USPTO is right, however, that means about 
70,000 applications each year would be covered. The proposed IDS Rule would have 
impacts exceeding the $100 million threshold for an economically significant regulation 
if the average burden was just $100 million / 70,000 applications = $1,429 each. This is a 
fraction of the Rule’s minimum cost of preparing a single patentability justification 
document, which has been independently estimated by a practicing patent attorney at 
$27,000 (Attachment A). It does not cover the costs of determining which alternative of 
the rule to choose (forced withholding of material information, or the patentability 
justification document), the cost of preparing the document, or ensuring its accuracy. If 
USPTO has a competing cost estimate, it has kept it under wraps. 

30 71 Fed. Reg. 38818-38819. 
31 71 Fed. Reg. 38810, col. 1. 
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III. AN OPTIMAL REGULATION MINIMIZES ERROR 

III.A. Type I and Type II Errors in Patent Application 

Putting the problem in analytic terms, patent applicants are faced with the task of 
minimizing the sum of losses associated with two types of error. Type I error (often 
termed a “false positive”) consists in this case of over-reporting potentially relevant 
information to USPTO. Type II error (often called a “false negative”) consists of being 
judged after the fact to have under-reported. For patent applicants, the cost of Type I 
errors is small but the cost of Type II errors can be devastating. So, patent applicants do 
everything possible to avoid any Type II error in application, and that necessarily means 
committing a lot of Type I errors. 

Type I errors in patent application may be minimally costly to applicants, but they 
are burdensome to USPTO. Examiners must sift through all the information provided to 
discern the most important data. Sometimes, applicants can help them manage this 
burden by informally pointing out the highlights. This is both a professional courtesy and 
a helpful way to expedite patent examination. As long as communications between 
applicant and examiner are unfettered, we think the process works reasonably well to 
balance applicants’ duty to fully disclose and examiners’ need to use their limited time 
cost-effectively. Whatever the burden of Type I error, however, it is applicants who 
actually bear its incidence. Applicants pay fees to USPTO that, by law, were set to fully 
cover “the average cost of processing” the prior art references that are subject to the 
proposed IDS Rule.32 

The proposed IDS Rule would upset this delicate balance, all for the stated 
purpose of improving USPTO’s internal efficiency. But USPTO merely asserts that this 
is true and provides no supporting evidence: 

One goal of the changes proposed in this notice is to enable an examiner to 
identify the most relevant prior art in an efficient and expeditious manner, even 
when an IDS containing a large number of documents is submitted. The changes 
proposed in this notice accomplish this by requiring in certain circumstances 
additional disclosure about documents cited in an IDS.33 

Potential workload savings consist only of the difference in examination time. If the 
proposed IDS Rule reduced examination time by 10% for the 15% of applications 
USPTO says would be affected – a generous estimate of the average cost of considering 
IDS documents affected by the Rule – the potential reduction in total workload is only 
1.5% (10% x 15%). 

32 35 U.S.C. § 41(d)(2); 65 Fed. Reg. 54604, 54630 col. 3 (Sept. 8, 2000); 37 
C.F.R. § 1.97(c)(2), (d)(2), and § 1.17(p). 

33 The preamble (71 Fed. Reg. at 38809).mentions the goal of reducing Type I errors in 
application not as a virtue in its own right, but only insofar as it helps USPTO reduce Type I 
errors in examination. We discuss errors in examination in the following subsection. 



Honorable Susan E. Dudley 
October 17, 2007 
Page 13 

III.B. Type I and Type II Errors in Patent Examination 

Patent examination has its own species of Type I and Type II errors. Type I error 
(false positive) consists of issuing legally invalid patents. Type II error (false negative) 
consists of rejecting applications for legally valid patents. 

USPTO says the IDS Rule will improve the quality of patents that USPTO 
issues.34 This definition of “quality” necessarily takes account only of Type I errors in 
examination. The asymmetry reflects USPTO’s bureaucratic incentives. USPTO is 
sometimes held accountable for Type I error, but never held accountable for Type II error. 
Under current practice, the social cost of Type II errors in examination probably exceeds 
the social cost of Type I errors for the simple reason that USPTO ignores Type II errors. 

The proposed IDS Rule would make this bad situation worse. If successful, the 
rule would reduce Type I error in examination slightly and increase Type II error by an 
unknown (but potentially massive) amount. USPTO’s strategy for reducing Type I error 
in examination involves penalizing Type I errors in application (applicants submitting 
“too much” information) at any cost in increased Type II errors in application (applicants 
submitting “too little” information). These additional Type II errors in application result 
in valid patents being subsequently destroyed through inequitable conduct allegations. 
That increases Type II error in examination, but USPTO has no bureaucratic reason to 
care about that. 

III.C. Socially Optimal Error Minimization 

Executive Order 12,866 directs agencies to maximize net social benefits. An 
approximation of that objective is to minimize errors in the patent system. Because 
“information, like other goods, is costly to produce and disseminate, the absence of 
perfect information is not per se evidence of market failure.”35 That is, there will always 
be both Type I and Type II errors in both patent application and patent examination. The 
policy challenge is how to minimize error, taking into account that different types of error 
have different social costs. 

In the model below we show how Type I and Type II errors are defined for both 
applicants and examiners, and what would be required to minimize error. In our model 
we assume only that patent applicants and the USPTO each seek to minimize the value of 

34 “The United States Patent and Trademark Office (Office) is proposing changes to 
information disclosure statement (IDS) requirements and other related matters to improve the 
quality and efficiency of the examination process“ (71 Fed. Reg. 38808, col. 2, emphasis added); 
“The proposed changes will enable the examiner to focus on the relevant portions of submitted 
information at the very beginning of the examination process, give higher quality first actions, 
and minimize wasted steps” (71 Fed. Reg. 38819, col. 1, emphasis added). 

35 OMB, Circular A-4: Regulatory Analysis at 5. 
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Type I and Type II errors within their own domains, but each places very different 
weights on error.36 

Patent applicants (“PA”) care almost entirely about minimizing the sum of losses 
from Type II errors in application (∑ PA�) but not the summed value of Type I errors 
(∑ PA�), because the former are very costly and the latter are not. The result is that 
applicants are, for all practical purposes, minimizing the sum of their Type II errors: 

Min (∑ PA� + ∑ PA�) � min ∑ PA�. 

USPTO’s incentives are opposite. To the extent that USPTO cares at all about 
error, it is the summed value of Type I errors in examination (∑ USPTO�) but not the 
summed value of Type II errors (∑ USPTO�). Type I error has some cost to USPTO but 
Type II error never does. So at best USPTO has an incentive to minimize Type I errors in 
examination: 

Min (∑ USPTO� + ∑ USPTO�) � ∑ USPTO�. 

Neither objective function mimics the social optimum, which is minimizing the 
summed value of all error: 

Min (∑ PA� + ∑ PA� + ∑ USPTO� + ∑ USPTO�). 

What the proposed IDS Rule proposes to do is clearly not an improvement toward 
optimality. For a small (and speculative) reduction in the value of Type I errors in 
examination (∑ USPTO�), USPTO would tolerate any increase in Type II errors in 
application (∑ PA�) and examination (∑ USPTO�). To be a net improvement, the benefits 
from reduced Type I errors must exceed the increase in Type II errors, net of the cost to 
applicants of submitting patentability justification documents: 

|Δ∑ USPTO�| > |Δ∑ PA�| + |Δ∑ USPTO�| + $1.9 billion.37 

Therefore: 

|Δ∑ USPTO�| - |Δ∑ PA�| - |Δ∑ USPTO�| > $1.9 billion. 

USPTO has disclosed no evidence at all concerning the magnitude of internal efficiency 
gains it expects. However, these gains would have to exceed the Office’s $1.7 billion 
total budget.38 

36 Our model is simplified two ways. First, we have assumed that the value of error is 
proportional to their number. This assumption is surely not correct. All Type II errors in 
application do not lead to allegations of inequitable conduct. Second, we have assumed that 
USPTO, like a patent applicant, cares about the value of errors and not just their number. This 
assumption also is evidently false because USPTO’s measure of quality concerns the number of 
invalid patents granted and not their value. These assumptions could be avoided with a more 
sophisticated model, but the added complexity is not necessary to illustrate the point and it would 
make the proposed IDS Rule even more inefficient. 

37 The minimum cost estimate from Mr. Steiner’s letter, see page 6 of this letter, and 
Attachment A. 
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IV.	 RELIEF SOUGHT: RETURN FOR CONSIDERATION OF 
REGULATORY ALTERNATIVES 

IV.A.	 Better Alignment of Fees and Examination Resources to 
Demand and Outcomes 

By law, USPTO is obligated to make a bona fide effort to measure the costs 
associated with certain services provided by USPTO, including consideration of prior art 
references submitted to it, and set its fee levels accordingly: “The Director shall establish 
fees for all other processing, services, or materials relating to patents ... to recover the 
average cost to the Office of such processing, services or materials...”39 USPTO’s 
rulemaking authority is bounded by “cost effectiveness.”40 

USPTO appears to be collecting total fees that cover total cost, but it has not 
rationalized these fees at the margin. USPTO should align its fees so that applications 
that take more (or more specialized) examination time are charged proportionally higher 
fees. Ironically, in this rule, USPTO proposes to eliminate fees for the processing and 
services that USPTO states to be most burdensome for it to perform.41 

In addition, USPTO should rationalize its internal workload assignment to take 
account of relative burden. Examiners should be allotted examination time that accords 
with the demands placed on them. For example, examination time could be made 
proportional to the fees paid by applicants (which are calibrated to complexity), including 
the fee paid for consideration of IDS references. Currently, examination time is set at a 
“flat rate” that disregards both application size and complexity. Examiners should have 
more time to examine complex applications. The examiner’s union has been asking for 
this for some years (see Attachment B); it is unclear why USPTO management refuses to 
take an action that both applicants and the examination corps support. 

Efficiency also requires tasks be assigned to the party that can perform them at 
least cost. Examiners are the lowest-cost provider of examination services, and the 
USPTO should not try to outsource this work onto higher-cost providers, especially when 
that outsourcing takes the form of creating new work and new burdens that do not exist 
today. 

38 In the President’s FY 2008 budget, USPTO requested $1,701,402,000 and expected to 
collect fees of $1,701,402,000. See Fiscal Year 2008 President’s Budget, U.S. Patent and 
Trademark Office (February 2007) (http://www.uspto.gov/web/offices/ac/comp/budg/ 
fy08pbr.pdf) at 15, col. 1. 

39 35 U.S.C. § 41(d)(2). 
40 35 U.S.C. § 2(b)(2)(F). 
41 71 Fed. Reg. at 38809, col. 3. 

(http://www.uspto.gov/web/offices/ac/comp/budg/
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IV.B.	 If the Rule Is Intended to Curb Abuse, It Should be Targeted at 
Abuse 

The preamble to the proposed IDS Rule implies that USPTO management 
believes that applications with more than 20 references are associated with abuse. 
USPTO discloses no evidence in support of this inference, but even if it could be 
validated, the proposed rule would be a blunt instrument for addressing it. USPTO has 
sufficient adjudicatory powers to deal with abuse, under its attorney disciplinary 
authority.42 Applicants who are making a bona fide effort to secure strong patent 
protection for an important invention should pay the costs of that examination, but should 
not face collective punishment for the sins of a few. 

IV.C.	 Examination on Request 

Another alternative is to allow applicants to signal when they want their 
applications examined. Most other major jurisdictions allow applicants to file 
applications and allow them to lay fallow for several years, and then request examination. 
In Europe, Japan and Canada, this results in about 20% of applications simply being 
abandoned, with no expenditure of examination resources.43 “Examination on Request” 
would enable USPTO to focus its resources where it provides the most value, and simply 
ignore those applications in which applicants have lost interest. Also, if patent pendency 
were measured from the date examination was requested, and if applications not 
designated for immediate review were excluded from the denominator, this would 
immediately reduce pendency by a large amount and help USPTO achieve its 
management objectives. 

Ironically, USPTO proposed that such a system be devised in its FY 2008 budget 
proposal: 

Need for an Alternative Examination System 
A critical challenge for the USPTO in achieving the most important 
objectives of patent examination quality and application pendency lies in 
addressing the constraints imposed by the very nature of the examination 
process. The current patent examination system in the United States is 
basically a one-size fits all process that culminates in the grant of letters 
patent (with a statutory presumption of validity for all such granted patents 
35 USC 282) or the abandonment of the application. Although almost 
450,000 UPR applications will be filed in 2007, not all will mature into 
products that are ultimately brought into the market place, be licensed for 
use by others, or have ownership transferred to others for possible future 

42 37 C.F.R. § 10.23(c), forbidding “giving false or misleading information ... to ... The 
Office”; § 10.23(c)(5), disbarment for violation of Rule 56 duty of disclosure. 

43 Letter of R.D. Katznelson to Susan Dudley, June 29, 2007 re “Continuations” Rule, 
http://www.whitehouse.gov/omb/oira/0651/comments/460.pdf at pages 20-22. 

http://www.whitehouse.gov/omb/oira/0651/comments/460.pdf
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exploitation. The current examination process imposes high demands for 
resources on the part of both the applicant and the USPTO. Further, the 
high demand for examination under this traditional process has exceeded 
the current abilities of the USPTO to examine applications as they are 
filed, resulting in an increasing backlog of unexamined applications. With 
the limited options for determining when examination is desired or 
advancing applicants position’s in the examination queue, some applicants 
are forced to pursue the examination process before they are ready to 
capitalize upon a successful result from the process, while others in need 
of a rapid determination of their rights languish in the queue. As a result, 
the USPTO intends to explore the development of alternative approaches 
to examination in collaboration with stakeholders.44 

We are inclined to agree with USPTO that such an alternative system is very much worth 
considering. Unfortunately, the proposed IDS Rule sets us back even further from where 
we would all like to be. 

IV.D. Expand Peer-to-Patent 

A joint public-private sector initiative that would address these issues, 
peertopatent.org, is currently in a pilot phase. Applicants can put their patent applications 
up for public comment during pendency, and interested parties are permitted to submit 
prior art and comment on the art that exists. 

USPTO could offer applicants a quid pro quo based on Peer-to-Patent: an 
applicant would submit a patent application, with all potentially material prior art, for 
public comment, in much the form that they are submitted to USPTO today (that is, by 
simply listing the relevant prior art, without comment). The public would anonymously 
comment, and direct the examiner’s attention to the most relevant prior art references. 
The applicant himself would provide this information anonymously, in order to assist the 
examiner in giving the best-possible examination, but without going on the record with 
binding statements that could lead to inequitable conduct allegations. 

While no one is proposing peer-to-patent as a panacea for all of USPTO’s ills, this 
approach has at least preliminary support of USPTO and a wide range of patent 
applicants, including those on both sides of litigation over valuable patents. It has a 
number of virtues including a high level of transparency and an inherently market-
oriented, rather than command-and-control, approach to patent application and 
examination. At the same time, it preserves the unique role of USPTO as the authority 
for issuing U.S. patents. Combined with other reforms, it could be a valuable innovation. 

44 Fiscal Year 2008 President’s Budget, U.S. Patent and Trademark Office (February 
2007) (http://www.uspto.gov/web/offices/ac/comp/budg/fy08pbr.pdf) at 18, emphasis added. 

http:peertopatent.org
(http://www.uspto.gov/web/offices/ac/comp/budg/fy08pbr.pdf)
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IV.E. The IDS Rule Should Be Returned for Further Consideration 

Each of these ideas has merit, and indeed, they are not mutually exclusive. The 
proper way for USPTO to proceed is to follow the procedures set forth in Executive 
Order 12,866 for economically significant regulations. A Regulatory Impact Analysis 
performed in compliance with OMB Circular A-4 would enable USPTO to examine a 
range of options and for the public to contribute to and comment on its analysis. 

What is obvious is that the proposed IDS Rule has no merit whatsoever, and it 
would cost patent applicants billions of dollars each year just to comply with onerous 
new paperwork burdens. We respectfully request that OMB put an end to USPTO’s 
flagrant disregard for proper procedure and the exorbitant costs it imposes on its 
customers, and return this draft rule to USPTO for further consideration. 

Sincerely, 

/s/ David E. Boundy 

David E. Boundy 
Vice President, Intellectual Property 
Cantor Fitzgerald L.P. 
110 East 59th St. 
New York, NY 10022 

On behalf of the undersigned companies 
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Mr. SMITH. Mr. Stern. 

TESTIMONY OF RONALD J. STERN, PRESIDENT,

PATENT OFFICE PROFESSIONAL ASSOCIATION (POPA) 


Mr. STERN. Thank you, Mr. Chairman, Ranking Member Berman 
and Members of the Subcommittee. As many of you know, POPA 
represents the engineers, scientists and attorneys who, as patent 
examiners, determine the patentability of hundreds of thousands of 
patent applications each year. 

The agency has come under serious criticism lately. The principal 
problems deal with quality and timeliness. In addition, there is a 
problem with hiring and retaining our workforce. 

The agency manufactures patents, but it does so in the high-
stress environment of a legal sweatshop. When it comes to patent 
examination, you can take steps to get the job done faster or cheap­
er, but those steps will inevitably decrease the quality of the work. 

You cannot increase the quality of examination without providing 
examiners the time necessary to do the job. Examiner quotas, 
measured in 6-minute increments, currently provide as little as 
11.2 hours to primary examiners in low-complexity arts, and only 
22.1 hours in the most complex arts. 

Quotas established in 1976 are still in use today. In the mean­
time, technology is more complex, specifications are bigger, applica­
tions have more claims, and the amount of literature to be 
searched has ballooned. Electronic file wrappers cost examiners 1 
to 3 hours of extra work per case. Examiners need a 20 percent in­
crease in time per case. 

Applicants pay substantial fees for excess claims, large specifica­
tions and information disclosure statements. Examiners must be 
given time proportional to these fees to ensure that applicants will 
get what they have paid for. 

The most common criticism is that examiners do not find the 
best prior art. Text searching works in some arts, but not for all. 
Speedy searches require updating the U.S. Classification system 
regularly, which has not happened. 

In the automated databases the wisdom and experience of prior 
examiners is lost. Old paper search files were regularly augmented 
by examiners’ explanatory notes and by ‘‘feeding the shoes’’ newly 
discovered references. 

There is no problem hiring examiners. The problem is keeping 
them. Approximately half leave within their first 3 years on the 
job. More important are the midcareer employees who leave the 
agency. In fiscal 2005, approximately 40 percent of all of those ex­
pected to leave will be employees with between 3 and 15 years of 
experience. Some of these employees are leaving without even hav­
ing another job to go to. 

The USPTO has implemented employee benefits such as special 
pay rates, flexible work schedules, family-friendly policies and tran­
sit subsidies. Benefits, however, are not by themselves sufficient to 
overcome many employees’ dissatisfaction with the production-ori­
ented nature of patent examining. The appeal of the USPTO’s ben­
efits is in constant opposition with the stress of the day-to-day legal 
sweatshop environment. 
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