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the United States Patent and Trademark Office (USPTO) pro­

mulgate? What procedures must the agency follow when it promulgates 

a rule? What effect do various rules have? Some are binding against the 

public, some are only hortatory. Some require extensive rule making procedure, 

some can be promulgated with the stroke of a pen. Some are unilateral in bind­

ing only agency employees but not the public. And some are simply invalid. 

How is agency rule making power different than an Article ill court's? 

Administrative law expertise is becoming more and more important to suc­

cessful representation of clients in intellectual property matters.L This article 

gives an overview of the basic framework of agency rule making. In particular, 

I provide a table that classifies agency rules-this table simplifies and clarifies 

a great deal of overly complicated discussion in the standard administrative law 

treatises. This table and its discussion describe the choices and tradeoffs that 

agencies face in their rule making decisions, and the opportunities that those 

choices create for parties before the agency. Expertise in administrative law and 

agency rule making can guide agency tribunals to favorable decisions, and pres­

ent compelling arguments to courts after unfavorable decisions. 

David E. Boundy of Cambridge Technology Law LLC, in Cambridge, Massachusetts, 

practices at tne intersectior-�
' 
of patent and administrative law, and consults to other firms 

on PTAB trials and appeals. In 2007-09, David led teams that successfully urged the Office 

of Managel}lent and Budget withhold approval of the PTO's continuations, 5/25 claims, 

IDS, and appeal regulations under the Paperwork Reduction Act. He may be reached at 

DBoundy@Cambridge Techlaw.com. 

November/December 2017 • LANDSLIDE 9 



Foundations 
Starting Point: The Constitution 

Let's revisit first year of law school-the basic constitutional 
principles for separation of powers. Article I, section 1, vests 
"All legislative Powers" in Congress. Article III, section 1, 
vests "The judicial Power" in the courts. 

The executive branch and its agencies are not the leg­
islature. Administrative judges have neither presidential 
appointment nor Senate confirmation to be 'judges" or to have 
Article III law making authority. So executive branch agencies 
have no inherent power to make laws-but they do so all the 
time. How does the USPTO get power to make laws? 

By delegation from Congress. Various statutes, including 
5 U.S.C. § 301 and 35 U.S.C. § 2(b), § 3(a)(2)(A), § 3(b)(2) 
(A),§ 316(a), and§ 326(a), delegate rule making authority to 
the USPTO and the Director. The Supreme Court enforces con­
stitutional limits on the relative powers of the executive and 
legislative branches. The current truce line permits Congress 
to delegate rule making authority, but the delegation must be 
express or clearly implied, and the agency must follow the pro­
cedures set by Congress in promulgating executive branch laws.2 

The starting point for understanding rule making is to 
understand the defaults: 

• The Constitution assigns legislative authority to Congress. 
Executive agencies have rule making authority only to the 
extent, and only on the terms, delegated by Congress.3 

• Binding rules exist in writing, in validly promulgated 
form. An agency may only enforce rules that have been 
validly promulgated. Agencies can bind themselves and 
their employees by informal guidance documents and 
similar "light" procedure, but not the public. 

• In the context of ex parte prosecution, if the USPTO 
has no statute or regulation to either require or forbid 
an act, everything an applicant might want to do is per­
mitted and optional. 

When Is a Rule a "Rule," and When Do the Requirements 

for "Rule Making" Apply? 

The term "rule'' is broadly defined in 5 U.S.C. § 551(4), 
encompassing far more than the regulations codified in the 
Code of Federal Regulations. A "rule" is anything an agency 
purports to apply generally or prospectively, whether binding 
or only advisory, whether promulgated as a rule to bind the 
public or as self-regulation of agency employees. One of the 
key administrative law cases from the DC Circuit notes that 
the definition of "rule" in§ 551(4) "include[s] nearly every 
statement an agency may make," and that exceptions to statu­
tory rule making procedures are "limited."4 

If the USPTO raises an objection, rejection, or requirement 
based on a legal principle arising on its own authority (that is, 
other than a statute or court decision), the USPTO must show 
that it complied with applicable rule making procedure to pro­
mulgate a rule that is validly binding agair;_�t the public. 
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Laws Governing Rule Making 
In roughly the order of adoption, this section catalogs the key 
laws and policies emanating from the Executive Office of the 
President that govern agency rule making. 

None of these laws is self-executing. Each facially requires 
an agency to take certain actions, but only rarely are agencies 
penalized for noncompliance. Some rule making laws create a 
tribunal within the executive branch to provide regulatory over­
sight during the rule making phase, and parties may make their 
concerns known there. Almost all provide that agency nonper­
formance renders a rule p9tentiall y unenforceable. However, 
after a rule issues, as a practical matter, self-correction by 
agencies is uncommon (and when user fees are at issue, essen­
tially nonexistent), and-the only venue for redress is judicial 
review. And regardless of whether the venue is administrative 
or judicial, neither remedy will occur unless an aggrieved party 
complains, represented by a competent, informed advocate. 
Without a properly represented complainant, the default is that 
agency rule making power is greater than statutes provide. 

Housekeeping Act 

The Housekeeping Act, 5 U.S.C. § 301, was one of the first laws 
enacted by the first �ongress. The Housekeeping Act authorizes 
any head of any executive branch department to prescribe regula­
tions governing the agency's own employees, and the performance 
of the agency's business. There are almost no procedural prereq­
uisites for mles governing agency employees-when an agency 
head says so, agency employees are bound. 

Administrative Procedure Act 

The Administrative Procedure Act (APA) is divided into two broad 
sections, now 5 U.S.C. chapters 5 and 7. Chapter 5 of the APA, 5 
U.S.C. §§ 551-559, specifies duties of agencies as they go about 
their day-to-day business of mle making, adjudicating, conducting 
hearings, and the like: the fundamental obligation on an agency 
under chapter 5 is to explain the agency's rationale, and to do so in 
a way that demonstrates "reasoned decisionmaking."5 

Much of this article will focus on § 553, which governs 
rule making. Section 553 requires agencies to give the pub­
lic proper notice of proposed rules, and an opportunity for 
the public to provide input on those proposed rules. To allow 
informed comment, the agency must explain its rationale, and 
make available any data, testing, models, software, or other 
analytical support for the proposed rules. 

5 U.S.C. § 553 - Rule making. 

(a) This section applies, according to the provisions thereof, 

except to the extent that there is involved-

{· . . .  

(2) a matter relating to agency management or 

personnel .... 



(b) General notice of proposed rule making shall be published 

in the Federal Register, unless persons subject thereto are 
named and either personally served or otherwise have 
actual notice thereof in accordance with law. The notice 

shall include-
( 1) a statement of the time, place, and nature of public 

rule making proceedings; 

(2) reference to the legal authority under which the rule 

is proposed; and 

(3) either the terms or substance of the proposed rule or 
a description of the subjects and issues involved. 

Except when notice or hearing is required by statute, this 
subsection [(b)] does not apply-

(A) to interpretative rules, general statements of policy, 
or rules of agency organization, procedure, or prac­
tice; or 

(B) when the agency for good cause finds (and incor­
porates the finding and a brief statement of reasons 
therefor in the rules issued) that notice and public 

procedure thereon are impracticable, unnecessary, 
or contrary to the public interest. 

(c) After notice required by this section, the agency shall 

give interested persons an opportunity to participate in the 
rule making through submission of written data, views, or 
arguments with or without opportunity for oral presenta­
tion. After consideration of the relevant matter presented, 
the agency shall incorporate in the rules adopted a concise 

general statement of their basis and purpose .... 

(d) The required publication or service of a substantive rule 

shall be made not less than 30 days before its effective 
date, except-

(1) a substantive rule which grants or recognizes an 

exemption or relieves a restriction; 

(2) interpretative rules and statements of policy; or 
(3) as otherwise provided by the agency for good cause 

found and published with the t:ule. 
· 

(e) Each agency shall give an interest�d person the right to 
petition for the issuance, amendment, or repeal of a rule. 

Independent Offices Appropriations Act 
The Independent Offices Appropriations Act (IOAA) and 

related laws govern user fees. 6 In two 197 4 decisions, the 

Supreme Court confined fee-setting to incentive-neutral cost 

recovery, and forbade agencies from setting fees to achieve 

policy goals, or to encourage one behavior or discourage 

another, unless Congress expressly delegates such discretion.7 

Paperwork Reduction Act • 

The Paper-Work Redupion Act (PRA), with its implementing 

regulations promulgated by the Office of Information and Reg­

ulatory Affairs (OIRA) within the Office of Management and 

Budget (OMB),8 protect the public from burdensome paper­

work that involves any "collection of information " by or on 

behalf of an agency. The PRA requires agencies "to minimize 

the burden on the public to the extent practicable."9 In the con­

text of the USPTO, the PRA covers essentially all USPTO rule 

making, and essentially all paperwork collected by the USPTO. 

The PRA and its implementing regulations impose a num­

ber of common-sense obligations on an agency. For example: 
• The agency must review all rules calling for collection 

of information to ensure that the agency needs and will 

actually use the information. 10 The agency must ensure 
that the information it seeks from applicants has "prac­

tical utility," that is, that the information has "actual, 

not merely the theoretical or potential, usefulness of 

information to or for an agency, taking into account 

its accuracy, validity, adequacy, and reliability, and the 

agency's ability to process the information it collects."11 
• The agericy must certify to the OMB that the agency has 

reduced the burden "to the extent practicable and appropri­
ate." The agency must "demonstrate that it has taken every 

reasonable step to ensure that the proposed collection of 

information ... [i]s the least burdensome necessary for the 

proper performance of the agency's functions."12 
• Rules and requests for information must be "written 

using plain, coherent, and unambiguous terminology."13 
• The agency must ensure that the information it seeks 

from applicants is not "unnecessarily duplicative."14 
• "The agency shall also seek to minimize the cost to 

itself of collecting, processing, and using the infor­

mation, but shall not do so by means of shifting 

disproportionate costs or burdens onto the public."15 

During any rule making that calls for submission of paper­

work to the agency (any rule, no matter how promulgated), 16 

the agency must use notice and comment to gain the public's 

view on these above bullet points, and then explain to the 

OMB how the agency complies with them. The agency must 

repeat this inquiry every three years. 

The PRA has a practical implementation problem. All 

requests for approval flow through a handful of people at 

the OMB. Agencies submit over 5,000 approval requests to 

the OMB annually, and the OMB can focus on only the few 

where public comment requests attention. Agencies have mul­

tiple incentives to shortcut procedure and to underestimate the 

actual burden that their regulations impose-large cost bur­

dens trigger agency responsibilities under other laws, and small 

numbers mean that the overworked OMB staff is unlikely to 

pay attention, so that OMB approval can be an action of default 

without real inquiry. Thus, the PRA-which can be a tre­

mendously powerful law during the rule making stage, and in 
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judicial review of agency decisions-is only effective when 
the public engages during comment periods to fully inform the 
OMB, and raises the issue in judicial review settings. 

The PRA is unique in the extent of the remedy available­
if an agency fails to obtain OMB approval for paperwork, 
any member of the public can assert a "public protection" 
provision "at any time,"17 and the agency may impose no pen­
alty for the party's noncompliance with the agency's request 
for the paperwork. Because of the incentives to shortcut and 
underestimate, and the USPTO's response to those incentives 
over the last decade, the PRA presents a target-rich environ­
ment for parties seeking relief from USPTO action. 

In recent filings with the OMB, the USPTO estimates the fol­
lowing major blocks of burden for patent applicants and owners: 

Annual Annual 

Hours Dollars 

Patent Processing (between initial 
3.8 million18 $371 million 

filing and allowance) 

Patent Applications 51 million 
$1.050 
billion 

Post-Allowance and Refiling 207,000 $27 4 million 

PTAB Actions (primarily ex parte 
555,000 $45 million 

appeals) 

PTAB Inter Partes Review (IPR), 

Post-Grant Review (PGR), and 1.5 million $60 million 

Derivation Proceedings 

The major patent-related categories account for about 55 million 
hours annually; at an average rate for attorneys and paralegals of 
$300 per hour, this comes to about $16 billion per year. 

Regulatory Flexibility Act 

The Regulatory F lexibility Act (RFA)19 protects small busi­
nesses from excessively burdensome regulation. The RFA 
does not require agencies to minimize economic impacts, but 
only to account for them. The RFA applies to any rule that 
requires notice and comment under "5 U.S.C. § 553 or any 
other law"-which leads some agencies to avoid notice and 
comment. For any covered rule, the agency must certify that 
the rule will not "have a significant economic impact on a 
substantial number of small entities," and ·support that certifi­
cation with an analysis.20 If the agency cannot so certify, the 
agency must publish a "regulatory flexibility analysis," which 
describes the burdens that the rule will place on small enti­
ties, and efforts the agency has taken to minimize impacts on 
small entities. The RFA is administered through the Small 
Business Administration Office of Advocacy, which advances 
the interests of small entities with other agencies, but again, 
only when specific problems are brought to its attention. 

Equal Access to Justice Act 

The Equal Access to Justice Act21 creates presumption in favor 
/· 

of awarding attorneys' fees to most individuals and small entities 
that prevail in suits against the government, if at least one issue 
in the government's case is "not substantially justified." 
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Executive Order 12,866 

Executive Order 12,86622 requires benefit-cost analysis for 
any new regulation that is "economically significant," which 
is defined as having "an annual effect on the economy of 
$100 million or more or adversely affect[ing] in a mate-
rial way the economy, a sector of the economy, productivity, 
competition, [or] jobs," or creating an inconsistency with 
other law, or any of several other conditions.23 That is, this 
is triggered by any regulation that affects 0.5 percent of the 
paperwork burden that the USPTO acknowledges, or a frac­
tion of 1 percent of the total economic activity in the United 
States mediated by issu9d patents. The Executive Order 
directs that agencies may only regulate where the agency 
identifies a particular problem, considers alternatives and 
cost-assesses them all, chooses the most cost-effective reg­
ulation tailored to the problem, and sets forth the analysis 
in writing. An agency must consider overall social costs on 
the American people. The Executive Order directs agencies 
to consider all "economic effects," not just fees paid to the 
agency or burdens cognizable under the PRA. 

If a rule has an "economic effect" of at least $100 million 
per year, an agency must conduct an introspective and analyti­
cal "regulatory impact analysis."24 OMB Circular A-4 instructs 
agencies in basic· principles of regulatory economics that are to 
be considered in any regulatory action, analyses that ensure the 
agency meets its public objectives and structures its processes 
to maximize social welfare and minimize regulatory cost. 

Unfunded Mandates Reform Act 

The Unfunded Mandates Reform Act25 requires agencies to 
do benefit-cost analyses of rules vis-a-vis state, local, and 
tribal governments and the private sector. 

Congressional Review Act 

The Congressional Review Act26 requires an agency to send a 
report to Congress as each regulation is promulgated, and give 
Congress a 60-day review period. Congress may enact a joint 
resolution of disapproval, which if signed by the president ren­
ders the regulation null and void, as if it had never existed. 

E-Government Act 

The E-Govemment Act of 200227 requires agencies to make 
use of the Internet. In particular, the act requires an agency to 
post on the Internet all "materials that by agency rule or prac­
tice are included in the rule making docket under [5 U.S.C. 
§ 553]." That, in tum, includes all data, computer models, 
£j.ssumptions, and so on, relied on by the agency in formulat­
ing any proposed rule. 

Information Quality Act 

ii'he Information Quality Act (IQA), or Data Quality Act, and 
implementing guidance from the OMB,28 require each federal 
agency to "ensur[e] and maximiz[e] the quality, objectiv-
ity, utility, and integrity of information (including statistical 
information) disseminated by the agency," and to rely on 
quality information in reaching its decisions. 

The IQA covers "influential information" that agencies use 
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in making decisions, such as in estimating the burden under 
the PRA and RFA. Though the IQA itself is a difficult vehicle 

for judicial review, if an agency action relies on "junk sci­

ence" or other information that does not meet IQA standards, 

then a party with standing to bring an APA action can chal­
lenge the rule; with the IQA, defect may be used to support 

an "arbitrary and capricious" or "without observance of pro­

cedure required by law" claim under the APA. 

Bulletin for Agency Good Guidance Practices 

The Bulletin for Agency Good Guidance Practices 29 is 

implementing guidance under the IQA. Within 10 days of 

inauguration, President Trump reminded agencies that the 
Good Guidance Practices Bulletin is still in effect.30 The 

Good Guidance Practices Bulletin requires as follows: 
• If a guidance document may have $100 million in annual 

economic effect (the USPTO admits that the MPEP is 
such a guidance document), amendments to that guid­

ance must be run through notice and comment, and the 

agency must provide a "robust response to comments." 

• Agencies are to review their guidance documents for 
"mandatory language such as 'shall,' 'must,' 'required' 
or 'requirement"' and remove such language "unless the 

agency is using these words to describe a statutory or regu­
latory requirement, or the language is addressed to agency 

staff." Guidance documents are not to be applied as "law" 
against applicants 31-the agency may not rely on guidance 

-41111 GREATER PROCEDURE, 
GREATER BINDING EFFECT 

to "foreclose consideration by the agency of positions 
advanced by private panies," but must consider alternatives. 

• When
-
a guidance document uses mandatory language 

with respect to the agency or an agency employee, that 
language is binding against the agency or employee, and 

before departing from that language, the employee needs 

"appropriate justification and supervisory concurrence."32 

• "Each agency shall maintain on its website ... a current 
list of its significant guidance documents in effect. ... The 

agency shall provide a link from the current list to each 
significant guidance document that is in effect. ... The list 

shall identify significant guidance documents that have 

been added, revised or withdrawn in the past year."33 

• Agencies are to train their employees in the above 
principles. 

Much of the Law of Agency Rule Making Turns on 
Classification 
Rules break into a number of taxonomic classes. Taxonomic 
classification of a rule determines the procedures that an 

agency must use to promulgate it, and the degree to which 

it binds the public. The taxonomy arises primarily under the 
APA. The consequent rule making procedures arise under the 

laws cataloged above. Most of these statutes add rule making 
procedures (above the APA) that apply or do not apply based 

on the taxonomic classification under the APA. 

LESS PROCEDURE, 
LESS BINDING EFFECT .... 

Continued on page 5 I 

ASYMMETRIC 

legislative rules* 
Chevron lAuer 
interpretations 

interpretative rules housekeeping rules 

substantive I legislative 
Chevron/ Auer 

interpretations of 
substantive law 

substantive I 
interpretative 

substantive I 
policy statement 

housekeeping 
substantive rules 

Any allocation of the Regulations that MPEP § 201 .11 (11) 37 C.F.R. § 1 .75(e), 
The examination 

Cl) 
guidelines for > 

� burden of proof- interpret IPR / (B), interpreting 35 stating that independent 
c substantive 
ca such rules must be PGR statutes' term U.S.C. § 1 20 to permit claims "should" be in 

patentability of design .. 
en promulgated with "unpatentability" to filing of a continuation Jepson format. .c patents of MPEP :::::1 "legislative" procedure implicate "broadest application on the day PTO policy to accept en § 1 504.03. 

if within the rule reasonable that the parent issues. an attorney's statement 
Chapter 21 00 of the 

making grant of interpretation" rather . The elaboration of the to establish common 
MPEP, and examination 

§§ 31 6(a)/326(a), and than ordinary meaning. CREATE Act in MPEP ownership to gain benefit 
guidelines for§ 1 0 1 , to 

are invalid if grounded § 706.02(1) of pre-AlA § 1 03(c) or 
the extent they restate 

in§ 2(b)(2) post-AlA§ 1 02(c) 
substantive law. 

Chevron/ Auer 
procedural I procedural/ housekeeping 

procedural I legislative interpretations of 
procedural laww 

interpretative policy statement procedural rules 

'i 
""" Much of 37 C.F.R. :::::1 MPEP § 503 , specifying "'C In deciding an IPR Elaboration of § 1 .1 04 , Chapter 2 1 00 Cl) PTO policy to accept a CJ Most of the familiar petition, the Board may the refund statute of the MPEP, and 
� post card as sufficient, 
Q. regulations of 37 C.F.R. institute on less than all and regulation , 35 

but not necessary, to 
examination guidelines 

Part 1 binding on claims (assuming that U.S.C. § 42 and 
show ''to the satisfaction 

for § 1 01, to the extent 

applicants § 314 indeed has an 37 C.F.R. § 1.26 , in 
of the Director" that a 

they specify explanations 

ambiguity or gap) MPEP § 607.02 
mailing was lost 

that must be set forth in 
an Office Action. 
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PTAB is Not Article Ill Court 

Each rule has two taxonomic characteristics, reflected in a 
two-row-by-five-column grid: 

• Substantive vs. procedural (the subject matter of the 
rule); and 

· 4 
• Legislative rules vs. high-deference interpretations of a 

preexisting statute or regulation vs. low-deference inter­
pretations vs. policy statements (how closely a rule is 
grounded in an underlying text, with an agency option 
to push a rule to higher categories by observing higher 
rule making procedure). 

In the administrative law, decades of confusion arose out 
of lack of a standard vocabulary for this taxonomy. The word 
"substantive" was used for decades in two different senses: 
the inverse of "procedural," and (less commonly) the inverse 
of "interpretative." Sometimes both senses of "substantive" 
were used in the same paragraph, so it was all very confus­
ing. In the last 10 years, courts have gradually sharpened their 
language, to use the word "substantive" only to mean the 
inverse of "procedural." For the inverse of "interpretative," 
the modem trend is to use the word "legislative." That is the 
convention I will use-but this convention is fairly recent 
(and even in 2017, not uniform). 

With that understanding, every rule fits into one cell of a 
two-dimensional grid. In general, the binding effect of a rule 
varies inversely with the procedure required to promulgate it. 
Rules toward the left of this table (legislative rules, promul­
gated with full necessary procedure) are binding against all 
parties, while rules toward the right, "policy statements," may 
be promulgated with minimum procedure, but have no bind­
ing effect at all, and housekeeping rules bind only the agency, 
not the public. The two columns in between' ,are likewise 
intermediate in both respects. 

"Housekeeping rules" refer to rules directed to the agency 
or agency staff, as opposed to rules directed to the public. 
Housekeeping rules can be promulgated under a permis-
sive grant (such as the Housekeeping Act) or a mandatory 
duty (such as 35 U.S.C. § 3(a)(2)(A) and§ 3(b)(2)(A), which 
require that the USPTO Director and Commissioners to 
"provid[ e] policy direction and management supervision" and 
"be responsible for the management and direction of all aspects 
of the activities of the Office"). The term embraces rules of 
"agency management" under§ 553(a)(2), agency staff manuals 
and memoranda, etc. "Housekeeping rules" overlap with the 
APA categories-housekeeping rules may exist as legislative 
regulations, interpretative rules, or policy statements. 

"Substantive" Row vs. "Procedural" Row 
Substantive rules come in two basic flavors (the top row of 
the table): 

• Interpretative rules and statements of policy, which 
require only minimum procedure but have limited to no 
binding effect against courts and the public; and 

• Binding rules, which require either full legislative pro­
cedure under the APA, PRA, RFA, and all the rest, or 
sufficient procedure to invoke Chevron/Auer deference 

Continued from page /3 

(wllere an agency's interpretation of an ambiguous stat­
ute or rule acquires binding effect). 

Distinguishing "Substantive" from "Procedural" Rules 
The distinction between "substantive" and "procedural" rules 
is not amenable to a simple bright-line definition, and the 
legal formulation varies somewhat circuit to circuit (though 
the outcome as applied to specific cases varies only little). 
More recent cases from the Federal Circuit and D.C. Circuit 
ask whether a rule "encodes a substantive value judgment 
or puts a stamp of approval or disapproval on a given type 
of behavior."35 Both Professor Pierce's and Professor Lub­
bers's treatises note the difficulty in drawing the line, provide 
lengthy expositions of the law in various circuits at various 
times, and attempt to synthesize the law. 36 Case outcomes 
tum on this definition, so agencies and parties put substantial 
litigation effort into characterizing rules that are in dispute. 

A few patterns are clear. Any assignment of the burden 
of proof is substantive.37 A rule that facially appears to be 
"procedural" but preempts so many procedural options that 
a party is effectively denied any hearing at all can be sub­
stantive. If a collection of procedural rules each appears 
innocuously "procedural" but cumulatively change "the very 
character" of a proceeding, the collection may be substantive. 

Procedural Requirements for Promulgation 
of Substantive Rules 
Unless a "substantive" rule qualifies for the "interpretative" or 
"policy statement" exceptions of § 553( d)(2) and the agency is 
willing to surrender binding effect, all substantive rules must 
go through "legislative rule" notice and comment. If an agency 
skips notice and comment, PRA clearance, or any of the 
other statutory requirements (for example, a rule promulgated 
through adjudication), then the rule can only be valid under the 
"interpretative" or "policy statement" exceptions, and under 
those two exceptions, the rule lacks binding effect against the 
public. So any substantive rule that an agency intends to bind 
with force of law must go through notice and comment. 38 

Procedural Rule Making-Notice and Comment 
for Patent Rules 
For almost all agencies, § 553(b )(A) provides an exception 
from notice and comment for "rules of agency organization, 
procedure, or practice." Most agencies can promulgate proce­
dural rules through mere 30-day publication under § 553(d). 

However, § 553( d) recognizes that notice and comment may 
be required by statute, even for procedural rules. The only case 
I know of on the point, the 2008 Tafas case,39 holds that 35 
U.S.C. § 2(b)(2)(B) is such a statute, requiring the USPTO to 
use notice and comment even for its procedural rules.40 

First, pre-1999 35 U.S.C. § 6 granted procedural rule 
making authority, and made no mention of§ 553. When Con­
gress amended the statute in 1999, the reference to§ 553 was 
added-Congress does not ordinarily change statutory lan­
guage without intending a change in effect. Second, a number 
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of other agencies have statutes similar to§ 2(b)(2)(B), granting 
procedural rule making authority with only a blanket mention 
of§ 553, and other agencies and courts have interpreted those 
statutes to require notice and comment.41 Third, on appeal, the 
USPTO moved to dismiss Tafas on grounds of mootness, and 
to have the district court decision vacated. The Federal Cir­
cuit granted the mootness motion, but not the vacatur. When a 
party moves to dismiss for "mootness," that party takes on an 
obligation to cease all challenged conduct and to make "abso­
lutely clear that the allegedly wrongful behavior could not 
reasonably be expected to recur."42 By moving to dismiss for 
mootness, first principles of Article III adjudication dictate that 
the USPTO "absolutely" locked itself into notice and comment 
for procedural rules of binding effect. 

And finally, for any rule ("rule" in the broadest sense, see 
endnote 4) that calls for paperwork submissions to the USPTO, 
the Paperwork Reduction Act has its own notice-and-com­
ment requirement, e.g., 44 U.S.C. § § 3506(c)(2)(A); 5 C.P.R. 

§ 1320.3(c)(4)(i). Most of the Patent Office's procedural rules 
require notice-and-comment under the PRA. 

Agencies have discretion to choose between rulemaking 
through statutory procedure or by common law adjudication, 
so long as no statute requires notice-and-comment-that is, 
only for rules that validly fit the "interpretative," "statement of 
policy," or "procedural" exceptions of § 553(b )(A), and that do 
not affect paperwork burden. However, by exercising that dis­
cretion, the agency accepts all the consequent limitations on 
agency authority. 

Although the law appears clear, the USPTO has often 
advanced a position that it is governed by the§ 553 default, 
not by the 1999 amendment, can ignore case law interpret­
ing that amendment, can revoke the consequence of its own 
concession, and can ignore an adverse ruling on a motion it 
contested at the time. Effective advocacy is required to ensure 
that the USPTO complies with the law. 

USPTO Implementation 
The USPTO's recent compliance with rule making law has 
been less than satisfying,43 and issues around procedural rule 
making have been particularly problematic. The USPTO's 
Federal Register notices cite cases that have nothing to do 
with the propositions for which they are cited, and neglect to 
distinguish adverse precedent raised in noti�e-and-comment 
letters.44 In addition, the USPTO regularly cites a 1948 paper 
for the proposition that "it is extremely doubtful whether any 
of the rules formulated to govern patent or trade-mark prac­
tice are other than 'interpretive rules, general statements 
of policy, . . .  procedure, or practice"'45-but of course the 
USPTO's rules in 1948 are irrelevant to classification of reg­
ulations that the USPTO proposes today. All these issues 
have been raised in multiple public comments, in multiple 
contexts-the USPTO's final rule making notices and sub­
missions to the OMB have not answered these questions. 

The USPTO' s approach to rule making creates abundant 
opportunities for parties who are aggrieve@ by invalidly pro­
mulgated regulations. For example, the USPTO's per�istent 
failure to address notice-and-comment questions, to explain 
its positions, or to distinguish adverse precedent are breaches 
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of its obligations under the APA, and divest the USPTO of 
whatever deference its decisions might otherwise enjoy. 

So long as the USPTO follows the requirement for notice 
and comment, the USPTO satisfies the requirements of § 2(b) 
(2)(B) and§ 553 for its procedural rules. Even for procedural 
rules, notice and comment is a useful checkpoint that agen­
cies use to ensure compliance with all the other rule making 
statutes. Even if the Federal Circuit ends up disagreeing with 
me on the import of§ 2(b)(2)(B), if a USPTO regulation is 
substantive (and not within special grants such as§ 316(a) 
or§ 326(a)), or the USPTO neglected compliance with other 
rule making law, a rule can still be invalidated. 

"Chevron/Auer'' Column: Formal Interpretations 
of Statu�es or Regulations 
Every statute and regulation has some lingering ambiguity, 
and someone has to have authority to adopt some interpre­
tation, and do so with a minimum of procedural delay. So 
the law grants every agency inherent authority to promul­
gate interpretative rules. By default, most interpretations 
slot into the "interpretative rule" category discussed below. 
However, if an interpretation satisfies a long list of criteria, 
then the interpretation is binding on parties, courts, and the 
agency itself, under Chevron U.S.A. Inc. v. Natural Resources 
Defense Council, �nc. (for agency interpretations of statute )46 
or Auer v. Robbins (for agency interpretations of regula­
tions).47 If the interpretation fails at least one of the criteria, 
then the interpretation falls into the category of "interpreta­
tive rule" which binds only the agency itself, and is entitled 
to, at most, Skidmore deference (see endnote 56). 

Some agency interpretations are binding on parties and the 
courts, under Chevron deference: 

Under the familiar two-step Chevron analysis, "[ w ]e always 

first determine 'whether Congress has directly spoken to the 

precise question at issue."' "We do so by employing the tradi­

tional tools of statutory construction: we examine the statute's 

text, structure, and legislative history, and apply the relevant 

canons of interpretation." "If we find 'that Congress had an 

intention on the precise question at issue, that intention is the 

law and must be given effect ... .'" If we conclude that "Con­

gress either had no intent on the matter, or that Congress's 

purpose and intent is unclear," then we proceed to step two, in 

which we ask "whether the agency's interpretation is based on 

a permissible construction of the statutory language at issue."48 

But an agency has to earn this deference; it is far from auto­
matic. When an agency interprets its own organic statute (for 
Chevron) or a regulation that it promulgated (under Auer), and 
the interpretation meets all the following prerequisites, only then 
does the agency receive the high deference of Chevron or Auer: 

�. Under "Chevron step zero," an agency only receives 
deference when interpreting a statute or rule within 
its delegated authority, and that it is charged with 
administering. For example, USPTO interpretations 
of substantive law are not entitled to Chevron defer­
ence, except when the USPTO acts pursuant to one of 
its narrow grants of such authority, such as § 316(a) and 



§ 326(a). Similiarly, USPTO interpretations of the APA 
and the like are ineligible. 

• Under "Chevron/Auer step one," an agency only earns 
high Chevron/Auer deference for an interpretation 
where there is an ambiguity or gap in the rule or statute. 

• The interpretation or implementing regulation at issue 
must tend to resolve the precise ambiguity or fill the,# 
precise gap: overly imprecise rules or interpretations do 
not receive Chevron/Auer deference. 

• High Chevron/Auer deference requires that the agency 
publish its interpretation with some degree of formal- . 
ity, including any procedural formalities that Congress 
specifies for agencies in general (such as the Paper-
work Reduction Act), or specific to the agency-while 
full-blown notice and comment is not a prerequisite to 
Chevron/Auer deference, informal statements of agency 
interpretation are not entitled to Chevron/Auer deference.49 

• Under "Chevron/Auer step two," an agency interpretation 
only receives deference if it is a "reasonable" interpreta­
tion of the statutory language considered with statements 
of congressional intent, and is supported by a reasonable 
explanation. 

• High Chevron/Auer deference requires some level of con­
sistency by the agency. 

• An agency can lose Chevron/Auer deference in a specific 
case if its procedures in that case were haphazard. 

• Chevron/Auer only applies to an agency's interpreta­
tions of a statute or rule reached on its own reasoned 
decisionmaking, not to interpretations of congressional 
intent or case law. 

Chevron/Auer is entirely a creature of common law, not stat­
utory law, and that common law has been changing rapidly. 
The Lubbers and Pierce treatises both note the multiple diffi­
culties and complexities in the area. Though Chevron has been 
with us for over 30 years, at least three justiCes of the Supreme 
Court have questioned whether Chevron is a good rule, and a 
bill was introduced in the House of Representatives in early 
2017 to legislatively overrule Chevron. Administrative law 
expertise can make a case-determinative difference by steering 
an interpretation into either the binding Chevron/Auer category 
or the nonbinding "interpretative" category. 

"Interpretative" Column and "Shortcut Pro�edure" 
Exception of§ SSJ(b) 
An "interpretative" rule sets out the agency's interpretation 
of a statute or rule, without altering ... rights or obligations. Any 
interpretation that fails any one of the bullets prerequisite to 
a Chevron/Auer interpretation falls into this nonbinding cate­
gory of "interpretative rule." 

Availability of the § 553(b) "Interpretative" Exception 
The line for permissible exercise of the § 553(b) "inter­
pretative" exception is blurry-courts and treatise writers 
uniformly complain about this (but as we'll see, most of the 
ink spilled over the scope of the exception is irrelevant to 
case outcomes-most of these cases rise and fall on whether 
the agency tries to simultaneously claim binding effect and 
the "interpretative" exception). The most basic requirement 

for the "interpretative" exception is that the agency "inter­
pret" a validly promulgated law (statute or regulation), by 
following a recognizable interpretative path originally set 
out by tne statute Qr" regulation. An agency may promulgate 
an "interpretative" rule "only if the agency's position can be 
characterized as an 'interpretation' of a statute or legislative 
regulation rather than as an exercise of independent poli­
cymaking authority."50 Mere "consistency" is insufficientY 
Even "gap filling" can be beyond the scope of "interpreta­
tive" authority. An "interpretative" rule cannot create a new 
requirement, carve-out, or exception from whole cloth. If the 
rule changes "individual rights and obligations" (rather than 
resolving ambiguity), the rule requires legislative procedure. 

For example, MPEP § 802.01, which "interprets" the key 
phrase "independent and distinct" of the restriction statute, 35 
U.S.C. § 121, as "or" is an invalid attempt at "interpretative" 
rule making, because changing "and" (in 35 U.S.C. § 121 and 
37 C.P.R.§ 1.14l(a)) to "or" (in MPEP § 802.01) cannot possi­
bly be a valid exercise of "interpretative" authority. There are a 
host of similar provisions in the MPEP, and similar rules made 
up day to day by individual examiners and petition decision 
makers, that have no plausible grounding in "interpretation" of 
the text of a statute or regulation, or that are directly contrary to 
other law. These are well beyond any "interpretative" authority. 

An agency may promulgate interpretative rules outside the 
scope of its rule making authority. Where an agency can only 
issue legislative rules pursuant to an express grant of author­
ity from Congress, an agency may (and is encouraged to) 
issue nonbinding interpretations to guide the public. 

If an agency elects the "interpretative" shortcut, there are 
almost no procedural requirements-the decision maker must 
ensure that there is indeed an ambiguity that is not resolved by any 
binding law, but if the ambiguity exists, the decision maker simply 
interprets as best he or she may. If the issue is outside the agen­
cy's scope of rule making authority (for example, the definition of 
the term "new ground of rejection" or terms of art from the APA, 
which are defined by the courts under the administrative law, 52 or 
various terms of the PRA, for which OMB regulations provide 
operative definitions), the agency must follow the agency or courts 
that do have authority on that specific issue. 

Consequence of the "Interpretative" Shortcut 
In return for the privilege of bypassing rule making 
procedure, the agency risks loss of binding effect for an inter­
pretative rule. "An agency issuing an interpretative rule . . .  
may well intend that its interpretation bind its own person­
nel and may expect compliance from regulated individuals 
or entities. Nonetheless, the agency cannot expect the inter­
pretation to be binding in court; because it does not have the 
force of law, parties can challenge the interpretation."53 Many 
courts have characterized interpretative rules as only "horta­
tory" and "lacking force of law."54 

In proceedings before the agency, a party may advance alter­
native positions or interpretations, and the agency must address 
them, without relying on an interpretative rule as the last word. 

On judicial review, invocation of the "interpretative" 
shortcut surrenders any claim to heightened Chevron/Auer 

deference. 55 A court should give Skidmore deference to a 
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well-reasoned interpretative rule, but no more than that56-
courts regularly overturn "interpretative" rules. 

Interpretative rules are binding on agency employees, 
including its administrative law judges ( ALJs).57 If an inter­
pretative rule (say, a provision of the MPEP, or the PTAB trial 
guidelines) sets a "floor" under the rights of a party, individ­
ual employees have no discretion to back out of the agency's 
interpretation or create ad hoc exceptions adverse to the party. 

Agency Misuse of the "Interpretative" Exception 

An agency that wishes to assert an authoritative interpretation 
of a statute or regulation (within its rule making authority) is 
always free to dress that interpretation in full procedure. That 
interpretation acquires force of law as either a legislative rule 
or a Chevron/Auer interpretation. However, the overwhelming 
majority of "interpretative" rule cases arise when an agency 
elected to take the shortcut, and either "interpreted" beyond 
the words of the underlying statute or regulation, or tries to 
attach binding effect to that rule. 

Courts do not allow agencies to have things both ways-if 
an agency treats a rule as binding on the public and there is no 
wording.in the underlying statute or regulation to "interpret," 
the agency surrenders any claim to the "interpretative" exemp­
tion. Under a frequently recurring pattern, 58 the agency issues a 
pronouncement (a staff manual, memo, precedential decision, 
or one-off adjudicative decision) that goes beyond the wording 
of the underlying statute or regulation, without addressing the 
statutory procedures necessary for a binding rule. Nonetheless, 
the agency treats its rule as binding, and rules against a mem­
ber of the public based on that "rule." The affected member of 
the public sues the agency to be relieved of the obligation to 
comply with the "rule." The agency moves to dismiss, arguing 
either "that isn't an APA 'rule' because we didn't put it in the 
Code of Federal Regulations, and thus there is no jurisdiction 
for judicial review," or else that it didn't need to go through 
notice and comment because of the "interpretative" exception. 
It's a well-worn path. An agency's reliance on the "interpreta­
tive" exception per se is seldom a breach of the law-but the 
agency's attempt to enforce an insufficiently promulgated rule 
always is. So long as the plaintiff has a knowledgeable lawyer, 
the agency almost always loses the interpretative rule issue. 
Then, if there is a remaining underlying statute or regulation 
(that is, if the "interpretation" was not a rule �ade up out of 
whole cloth), the court construes the underlying rule (under 
Skidmore deference to the agency), and the final outcome of 
the case turns on that judicial interpretation. 

Courts give essentially no weight to an agency's charac­
terization of a rule, but instead review the characterization de 
novo, giving heaviest weight to actual agency practice-if the 
wording or agency practice treats the rule as binding, or there 
is no underlying test in a statute or regulation, then the rule is 
ineligible for the "interpretative" shortcut. 

The provisions of the MPEP describing how "the satisfac­
tion of the Director" of 35 U.S.C. § 41(c), § 111, and§ 122 
may be met to show that delay or abandonment were unin­
tentional or unavoidable are valid "interpretative" rul�s-and 
therefore binding on the agency. If a petitioner meets these 
provisions, then the USPTO must grant the petition. But the 
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USPTO may not apply an interpretative rule in the MPEP as a 
binding "ceiling" against the public-the USPTO must enter­
tain petitions that present alternative showings that might 
meet the "satisfaction of the Director." 

"Statements of Policy" Column 
Policy statements are "tentative intentions," nonbinding rules 
of thumb, suggestions for conduct, and tentative indications of 
an agency's hopes. Policy statements have no binding effect. A 
policy statement "genuinely leaves the agency and its decision­
makers free to exercise discretion," and "a statement of policy 
may not have a present effect: a 'general statement of policy' is 
one that does not impose �my rights and obligations." 59 

"Statements of policy" are even weaker statements than 
"interpreta�ive" rules. Agencies use them to express agency pref­
erences (for example, the USPTO's preference for Jepson claims 
in 37 C.F.R. § 1.75(e)), but with no binding effect. Agencies like­
wise use "policy statements" to offer a unilateral quid pro quo or 
set a floor for agency procedure ("If you the public do X, we the 
agency promise favorable outcome Y If you don't do X, you can 
still convince us to do Y by arguing the controlling law."). 

Agency policy statements are not binding on courts, and 
therefore receive no Chevron deference, not even weak Skid­
more deference.60 In litigation, agencies fairly often make 
the same mistake �ith "policy statements" as with "interpre­
tative rules"-they admit they failed to follow rule making 
procedure, and assert the "statements of policy" exception 
of§ 553(b)(A) and (d)(2) as a defense. And of course courts 
respond by invalidating any binding effect of the rule. 

"Housekeeping Rules"-The Agency Binds Itself 
Federal agencies are encouraged-and in many cases required­
to issue instructions to their employees so that agency employees 
can make accurate decisions, the public can know how the 
agency works, and both sides can interact efficiently. The gen­
eral rule-confirmed in at least a half dozen decisions of the 
Supreme Court, and many hundreds in the federal courts of 
appeal, with no appellate court exception that I know of-is that 
once the agency issues rules to its own employees using man­
datory language, the agency binds its employees even if the 
document is not published. The public is entitled to rely on those 
housekeeping rules. Employee action in violation of a house­
keeping rule is "void" or "illegal and of no effect."61 

Regulations that use mandatory language· directed to 
employees are absolutely binding. Agencies have no discre­
tion whatsoever to depart or create carve-outs to the detriment 
of the public, whether as one-offs or systematically in 
published guidance, except by promulgating replacement reg-

. ulations with full rule making formalities.62 
When the USPTO issues nonregulatory guidance (such as 

the MPEP or examining guidelines) that uses mandatory lan­
gu. ge to state obligations of agency employees with respect 
to "important procedural benefits" to applicants (includ-
ing the classic stuff of the APA procedural obligation to 
explain-showings that must be made, reasoning steps that 
must be employed, etc.), employees are bound. The public 
is entitled to rely on employees' observing the guidance.63 
An agency is free to modify its housekeeping guidance with 



the same ease and lightweight formality with which it was 

initially promulgated, but that has to be done at the agency 
level-individual employees have no authority to create ad 

hoc carve-outs or exemptions, no matter how sound the justi­

fication provided by that individual employee.64 

On the other hand, agencies are free to relax rules in favor 
of lenity toward a party: "It is always within the discretion of 

. . . an administrative agency to relax or modify its procedural' 
rules adopted for the orderly transaction of business before 

it when in a given case the ends of justice require it."65 Cases 

that state this freedom to relax reiterate that it is an asymmetric 

freedom: agencies may not relieve themselves of rules intended 

primarily "to confer important procedural benefits upon indi­

viduals" in the face of otherwise unfettered discretion.66 

Housekeeping rules operate under multiple asymmetries. 

To bind the public, an agency must satisfy all applicable rule 

making statutes that protect the public, while the agency can 

bind its employees at the stroke of a pen (notice the light pro­

cedure granted by § 553(a)(2)). Amendments to "recognize[] 

an exemption or relieve[] a restriction" can be promulgated 
on simple notice; rules to raise burdens on the public must 

go through statutory rule making procedure (e.g., 44 U.S.C. 

§ 3507(a)). The agency has great discretion to grant one-off 

waivers in favor of the public, but none in favor of itself. • 
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