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History

• Hotchkiss v. Greenwood (52 U.S. 248 (1851))

• Conditioned the issuance of a patent upon the evidence of more ingenuity and skill

than that possessed by an ordinary mechanic acquainted with the business

• 1952 Patent Act



Copyright © 2023  Oblon, McClelland, Maier & Neustadt, LLP

History

In re Mehta, 52 C.C.P.A. 1615, Court of Customs and Patent Appeals (July 8, 1965) 

“These decisions specifically hold that there is no invention in applying an old chemical 

reaction or process to another and analogous material where there is at least a reasonable 

expectation of success.” At 1623. (citing In re Larsen, 49 CCPA [711]; 1961 C.D. 567; 772 

O.G. 889; 292 F.(2d) 531; 130 USPQ 209; In [sic] Novak et al., 49 CCPA [1283]; 784 O.G. 

1106; 306 F.(2d) 917; 134 USPQ 335; Commonwealth Engineering v. Watson, 127 USPQ 355; 

aff'd. 129 USPQ 338). 

In re Novak, 49 C.C.P.A. 1267, Court of Customs and Patent Appeals (July 25, 1962)

“In the instant case it appears that at best applicants have merely applied an old process to 

another and analogous material with at least reasonable expectation of success. It is well settled 

that this does not constitute invention.” At 1273.
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History

Graham v. John Deere (383 U.S. 1, 148 USPQ 459 (1966)).

The Supreme Court noted that Congress intended to abolish the “flash of creative genius” test in the 1952 
Patent Act which codified that 

Patentability is to depend, in addition to novelty and utility, upon the "non-obvious" nature of 
the "subject matter sought to be patented" to a person having ordinary skill in the pertinent art.

The Court noted that a major distinction in the 1952 Act is that Congress emphasized "nonobviousness" 
as the operative test of the section, rather than the less definite "invention" language of the earlier 
Hotchkiss v. Greenwood (52 U.S. 248 (1851)) that Congress thought had led to "a large variety" of 
expressions in decisions and writings. The Court also noted that in the title of the Act itself, Congress 
used the phrase "Conditions for patentability; non-obvious subject matter" thus focusing upon "non-
obviousness" rather than "invention."
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History

The Court further noted: 

It is undisputed that this section was, for the first time, a 
statutory expression of an additional requirement for 
patentability, originally expressed in Hotchkiss. It also seems 
apparent that Congress intended by the last sentence of § 103 to 
abolish the test it believed this Court announced in the 
controversial phrase "flash of creative genius," used in Cuno
Corp. v. Automatic Devices Corp., 314 U.S. 84 (1941). 
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Factual Inquiries

▪ The determination of obviousness under 35 U.S.C. §
103 is a legal conclusion based on underlying facts:

a) the scope and content of the prior 
art; 

b) the differences between the claimed 
invention and the prior art; 

c) the level of ordinary skill in the 
pertinent art; and

d) “[s]uch secondary considerations as 
commercial success, long felt but 
unsolved needs, failure of others, 
etc., … may have relevancy.”
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Most Common Rationales Bridging the Gap

▪ Combining prior art elements 
according to known methods 
– All the claimed elements were known in the 

prior art and one skilled in the art could 
have combined the elements as claimed by 
known methods with no change in their 
respective functions, and the combination 
yielded nothing more than predictable 
results to one of ordinary skill in the art.

▪ Simple Substitution 
– The substitution of one known element for 

another yields predictable results to one of 
ordinary skill in the art.

▪ Obvious to try
– Choosing from a finite number of identified, 

predictable solutions, with a reasonable 
expectation of success.

Obviousness Rationales

Rebuttal Evidence & 
Secondary Considerations
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KSR International Co. v. Teleflex Inc. (550 U.S. 398) 
(2007) as applied by the USPTO

• combining prior art elements according to known methods to yield predictable results;

• simple substitution of one known element for another to obtain predictable results;

• use of known technique to improve similar devices (methods, or products) in the same way;

• applying a known technique to a known device (method, or product) ready for improvement to yield

predictable results;

• “obvious to try”—choosing from a finite number of identified, predictable solutions, with a

reasonable expectation of success;

• known work in one field of endeavor may prompt variations of it for use in either the same field or a

different one based on design incentives or other market forces if the variations are predictable to

one of ordinary skill in the art;

• some teaching, suggestion, or motivation in the prior art that would have led one of ordinary skill to

modify the prior art reference or to combine prior art reference teachings to arrive at the claimed

invention.



WHAT KSR DID NOT CHANGE

Graham factors remain the basic test for obviousness.

Reasonable expectation of success still required for obviousness.

Unpredictability based on widespread belief.

Multiple choices faced inventors, unpredictable result when combining elements, 

properties do not teach process.

Must explain how and/or why prior art references are to be combined.

Prior art gives only general guidance towards invention or how to achieve it.

Teaching away by the prior art may support a finding of non-obviousness.

Identify roadblocks; no reason POSITA would have been led to ignore roadblocks.

Cannot simply retrace the path of the inventor with hindsight, discount the number and 

complexity of the alternatives, and conclude that the invention was obvious.

9
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What is reasonable? 

Ex parte Kubin (Fed. Cir. 2009)

• An isolated nucleic acid molecule comprising a polynucleotide

encoding a polypeptide at least 80% identical to amino acids 22

– 221 of SEQ ID NO:2, wherein the polypeptide binds CD48

• Invention obvious because advancements in the state of the art

may render that which was once unpredictable to become

predictable.
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What is Ordinary Skill?

• The Person of Ordinary Skill in the Art (POSITA/PHOSITA)

• Who is this person…?

• . . . . IT DEPENDS
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POSITA

• Daiichi Sankyo Co. v. Apotex Inc., 501 F.3d 1254 (Fed. Cir. 2007)

• Method to treat ear infections

• Holding: Patent obvious, reversing lower court’s decision for failure 
to properly define a person having ordinary skill in the art.

• Inventors exercised a higher degree of skill than just a medical 
degree, and so did competitors in the field. These people exhibited 
the skills of a seasoned researcher. As such, a person with ordinary 
skill in the art was more skilled than the district court’s definition. 
Under this higher standard, the method was obvious.
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Interplay Between Enablement and Expectation 
of Success

• For a reference to anticipate a claimed invention, the reference 

or references must provide an enabling disclosure sufficient to 

place the public in possession of the claimed invention. MPEP 

2121.01 and In re Hoeksema, 399 F.2d 269 (CCPA 1968) 

• A holding of obviousness cannot be sustained unless there is 

some known or obvious way to make the thing or to carry out 

the process. In re Collins, 462 F.2d 538 (CCPA 1972), citing In 

re Hoeksema.
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OSI Pharma. LLC v. Apotex Inc. 939 F.3d 1375 (Fed. Cir. 2019)

• 44. A method for the treatment of NSCLC (non small cell lung 

cancer), pediatric malignancies, cervical and other tumors caused or 

promoted by human papilloma virus (H[P]V), Barrett's esophagus 

(pre-malignant syndrome), or neoplastic cutaneous diseases in a 

mammal comprising administering to said mammal a therapeutically 

effective amount of a pharmaceutical composition comprised of at 

least one of N-(3-ethynylphenyl)-6,7-bis(2-methoxyethoxy)-4-

quinazolinamine, or pharmaceutically acceptable salts thereof in 

anhydrous or hydrate forms, and a carrier.
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OSI Pharma. LLC v. Apotex Inc.

• PTAB ruling of obviousness reversed:

Cancer treatment is highly unpredictable. Even though the EGFR 

was identified in some cancers as a drug target, the in vitro (i.e., in 

a test tube) effectiveness of a drug in inhibiting the EGFR turned 

out to be a poor proxy for how effective that drug actually was in 

treating cancer in vivo (i.e., in the body). Numerous EGFR 

inhibitors that showed promising in vitro activity failed for a variety 

of reasons.
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OSI Pharma. LLC v. Apotex Inc.

To be clear, we do not hold today that efficacy data is always required for a 

reasonable expectation of success. Nor are we requiring “absolute 

predictability of success.” internal citations omitted. We conclude only that, 

on these particular facts, a reasonable fact finder could not find a reasonable 

expectation of success. The Board’s finding is thus not supported by 

substantial evidence, and accordingly we reverse its obviousness 

determination.



Copyright © 2023  Oblon, McClelland, Maier & Neustadt, LLP

Eli Lilly v Teva and Teva v. Eli Lily (2021)

• First set of patents

• Teva Pharms. Int'l GmbH v. Eli Lilly & Co., 8 F.4th 1349 (Fed. Cir. 

2021)

• Anti-CGRP antagonist antibodies

• “ . . . the prior art taught every element of the challenged claims is supported by 

substantial evidence. . .”

• “The Board then found that a skilled artisan would have been motivated to 

combine the teachings of the prior art, . . ., and would have had a reasonable 

expectation of successfully achieving the claimed invention.”

• Obviousness affirmed. 
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Eli Lilly v Teva and Teva v. Eli Lily (2021)

• Second set of patents

• Eli Lilly & Co. v. Teva Pharms. Int'l GmbH, 8 F.4th 1331  (Fed. Cir. 2021)

• A method for reducing incidence of or treating at least one vasomotor

symptom/ treating headache . . . with an effective amount of Anti-CGRP

antagonist antibodies.

• A finding by the Board that a patent challenger has demonstrated a motivation

to combine references does not necessarily imply that the challenger has also

met its burden of showing a reasonable expectation of success in achieving a

claimed method of treatment, citing Novartis v. West Ward 923 F.3d 1051

(Fed. Cir. 2019)
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Eli Lilly v Teva and Teva v. Eli Lily (2021)

. . .the Board's opinion includes an extensive section on the 

reasonable expectation of success, with subsections specifically 

dedicated to findings about Tan and Olesen. As a factual matter, the 

Board found that neither of those references contained disclosures 

sufficient to create a reasonable expectation of success . . .
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The “result” matters

• Allergan Sales, LLC v. Sandoz, Inc., 935 F.3d 1370 (Fed. Cir.

2019)

• A method of treating a patient with glaucoma or ocular
hypertension comprising topically administering twice daily
to an affected eye. . . wherein the method reduces the
incidence of one o[r] more adverse events selected from
the group consisting of . . .
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Allergan Sales, LLC v. Sandoz, Inc

• Here is the dispute:

• The District Court found the disputed "wherein" clauses to
constitute claim limitations.

• Sandoz disputes the District Court's construction . . . : (1) the
"wherein" clauses "merely state the intended results of
administering Combigan[®] twice daily," . . . . and (2) the recited 
results are not "material to patentability,"
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Allergan Sales, LLC v. Sandoz, Inc

• We disagree with Sandoz

• both Allergan and the Examiner explicitly relied on the "wherein"

clauses to distinguish the claimed methods over the prior art during

prosecution. The "wherein" clauses were neither unnecessary nor

irrelevant, but were instead material to the Examiner's patentability

determination.
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Endo Pharms., Inc. v. Actavis LLC, 922 F.3d 1365 
(Fed. Cir. 2019)

• Claim 1: A hydrochloride salt of oxymorphone comprising less than
0.001% of 14-hydroxymorphinone.

• The District Court held that a PHOSITA "would have understood that it
would not be feasible" to employ Chapman's solution to the reappearing
ABUK problem to Weiss's catalytic hydrogenation process for
oxymorphone.

• The District Court also explained that a PHOSITA would not have a
reasonable expectation of success in employing "sulfur addition and
separation as a method of producing low-ABUK oxymorphone," id.,
because . .

• Affirmed as non-obvious.
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Univ. of Strathclyde v. Clear-Vu Lighting LLC, 2021 
U.S. App. LEXIS 32872 (Fed. Cir. 2021)

1. A method for disinfecting air, contact surfaces or materials by 

inactivating one or more pathogenic Gram-positive bacteria in the 

air, on the contact surfaces or on the materials, said method 

comprising exposing . . . to visible light without using a 

photosensitizer . . . wherein a portion of the visible light that 

inactivates the one or more pathogenic Gram-positive bacteria 

consists of wavelengths in the range 400-420 nm . . .
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Univ. of Strathclyde v. Clear-Vu Lighting LLC

We begin by addressing the Board's erroneous finding that the prior 

art disclosed all claim limitations. Both parties appear to agree that 

most of the limitations found in claims 1 and 3 are disclosed by 

Ashkenazi or Nitzan;. The Board's the only dispute is whether these 

references teach inactivating one of the claimed Gram-positive 

bacteria without using a photosensitizerfinding that this was taught 

by the combination of Ashkenazi and Nitzan is not supported by 

substantial evidence.
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Univ. of Strathclyde v. Clear-Vu Lighting LLC,

The Board found that a skilled artisan would have expected that 

MRSA [Methicillin-resistant Staphylococcus aureus] could be 

inactivated by blue light without using a photosensitizer due to the 

presence of at least some amount of naturally produced porphyrin 

in the bacteria. We disagree. The only support for such a finding is 

pure conjecture coupled with hindsight reliance on the teachings in 

the '706 patent.



Teva Pharm. U.S. v. Corcept Therapeutics (Fed. 

Cir. 2021)

27

Method of treating Cushing’s Syndrome with mifepristone and a strong 
CYP3A4 inhibitor by reducing dose of mifepristone to 600 mg/day(from 
900-1200 mg/day) when taken with the strong CYP3A4 inhibitor

Prior Art Ref 1 noted safety risk & unknown effect of combined 
administration

Prior Art Ref 2 was mifepristone prescribing label warning against use 
with strong CYP3A4 inhibitor & limiting dose to 300 mg/day when used 
in combo with strong CYP3A4 inhibitor

Clear motivation to test whether 300 mg/day or 600 mg/day dose okay 

No expectation of success for doses over 300 mg/day

Prior art made a clear case for both the “obvious to try” motivation and 
the unpredictability

➢*Well, obvious to try, but no reasonable expectation of success



➢ Attack the Reasonableness:  Use the high level of
unpredictability in the chem/bio arts to your advantage
and support with evidence

➢ Similar drug for same indication

➢ Provide evidence, e.g., scientific article, showing
claimed drug and prior art drug do not both
work for a different indication

➢ Same drug for similar indication

➢ Provide evidence that another drug does not
work for both the claimed indication and the
prior art indication

➢ Be careful: arguments and evidence of unpredictability may suggest
lack of enablement

Practical Tips

28



Thank You

Dr. Daniel J. Pereira

dpereira@oblon.com
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3 Confidential Notice

PATENT DRAFTING CONSIDERATIONS

1. Lay the foundation for patentability in the Specification
a. Establishing unpredictability
b. Attacking the expectation of success.

2. Specific attack on the expectation of success in the Background.

3. Avoid setting up the solution in the Background.

4. Avoid relying on skill of the art to make the disclosure enabling or complete.

5. The disclosure, (and at least some) claims, should be directed to result or
effect of invention.
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1. LAY THE FOUNDATION FOR
PATENTABILITY IN THE SPECIFICATION

• Distinguish the conventional:

US Patent No. 9,845,356; 45:65-46:3                             
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1. LAY THE FOUNDATION FOR
PATENTABILITY IN THE SPECIFICATION

• Establish Unpredictability

US8871493, 3:6-9 
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1. LAY THE FOUNDATION FOR
PATENTABILITY IN THE SPECIFICATION

• Criticize the relevant prior art:

US8404819, 3:31-42
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1. LAY THE FOUNDATION FOR
PATENTABILITY  IN THE SPECIFICATION

• General self-serving statement:

US8865232B2 21:49-54
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1. LAY THE FOUNDATION FOR
PATENTABILITY IN THE SPECIFICATION

• Distinguish references:

US7709666B2, 4:18-23
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1. LAY THE FOUNDATION FOR
PATENTABILITY IN THE SPECIFICATION

• Point out unpredictability:

US8404814 7:3-17
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1. LAY THE FOUNDATION FOR
PATENTABILITY IN THE SPECIFICATION

• Guard against hindsight:

US7998517B2 1:63 – 2:2
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1. LAY THE FOUNDATION FOR
PATENTABILITY IN THE SPECIFICATION

• Document uniform teachings of the prior art:

US9702273B2 11:14-19
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1. LAY THE FOUNDATION FOR
PATENTABILITY IN THE SPECIFICATION

• Point out the shortcomings of the prior art

US10722492B2 5:37-42
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2. SPECIFIC ATTACK ON THE
EXPECTATION OF SUCCESS IN THE BACKGROUND

• US8101734B(“Thus it has to be pointed out that the one skilled in the art had 
no reasonable expectation of success to select a nucleic acid ligand that is not binding to 
the basic part of ghrelin but is binding to the acidic domain of the target molecule”)

• US10517939B2 (“However, one of ordinary skill in the art will know that there is 
no reasonable expectation of success in light of the information presented therein”)

• US7596455B2 (“Although there are multiple approaches to crystallizing polypeptides, no 
single set of conditions provides a reasonable expectation of success, especially when 
the crystals must be suitable for x-ray diffraction studies”)
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2. SPECIFIC ATTACK ON THE
EXPECTATION OF SUCCESS IN THE BACKGROUND

• US7592382B2 (“Given this complex and unpredictable interaction of glass fiber amount
and flame retardant composition, prior to the work of the present inventors, there was
no reasonable expectation of success for with the combination of about 5 to about 15
weight percent glass fiber and a flame retardant.)

• US9914766B2 (“no specific examples demonstrate that this approach will work with
a reasonable expectation of success”)

• US7322772B2 (“Although such a finish may have been sought previously, until the
present time, no method has been presented that suggests a reasonable expectation of
success in simulating the various aspects of natural quarried stone such as graining,
fractures, joints, knots, crystallization patterns, sand seams”)
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3. AVOID SETTING UP THE
SOLUTION IN THE BACKGROUND

• Following the problem/solution paradigm can sometimes make the invention 
seem obvious, and success certain.

• Objects of the invention, particularly if they are specific, and statements about 
“what was needed” likewise can make  the invention seem obvious, and 
success certain. 
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3. AVOID SETTING UP THE SOLUTION IN THE 
BACKGROUND

US10851466, 10:35-42
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3. AVOID SETTING UP THE
SOLUTION IN THE BACKGROUND

US8612091, 2:21-23

US8660251, 2:43-49



18 Confidential Notice

4. AVOID RELYING ON SKILL OF THE ART
TO MAKE THE DISCLOSURE ENABLING OR COMPLETE

• If you rely on the skill in the art to make the disclosure complete, that same skill 
may have a reasonable expectation of success.

US10327798, 4:50-54
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4. AVOID RELYING ON SKILL OF THE ART
TO MAKE THE DISCLOSURE ENABLING OR COMPLETE

• If you rely on the skill in the art to make the disclosure complete, that same skill 
may have a reasonable expectation of success.

US9310163, 16:65-17:3
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4. AVOID RELYING ON SKILL OF THE ART
TO MAKE THE DISCLOSURE ENABLING OR COMPLETE

• If you rely on the skill in the art to make the disclosure complete, that same skill 
may have a reasonable expectation of success.

US10509799, 30:2-9
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4. AVOID RELYING ON SKILL OF THE ART
TO MAKE THE DISCLOSURE ENABLING OR COMPLETE

• If you rely on the skill in the art to make the disclosure complete, that same skill 
may have a reasonable expectation of success.

US1118621, 16:24-26
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5. THE DISCLOSURE, AND (SOME) CLAIMS,
SHOULD BE DIRECTED TO THE RESULT OR EFFECT

• The “reasonable expectation of success” is of the claimed invention and all of its
limitations.

• Claiming the result and effect of the invention means that there must be a
“reasonable expectation of success” on achieving the specific effect or result –
not just achieving the modification or combination.
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6. DON’T GIVE UP;
RECENT PTAB TREATMENT 

• Ex Parte Merrill, (Appeal 2021-005422, Serial No. 14/250,518) (12/23/2022) [Method 
of making spreadable yogurt]

A REASONABLE EXPECTATION OF SUCCESS IS AN ESSENTIAL PART OF A PRIMA FACIE CASE
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6. DON’T GIVE UP;
RECENT PTAB TREATMENT 

• Ex Parte Young, Adams, and Parker, (Appeal 2022-001831, Serial No. 15/359,880) 
(12/15/2022) [Method of operating a thermal processing system having a cutting 
head]

A REASONABLE EXPECTATION OF SUCCESS IS A QUESTION
OF FACT THAT CAN BE REBUTTED BY EXPERT TESTIMONY
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RECENT PTAB TREATMENT 

• Ex Parte CHEN, ZHANG, ZHANG, YANG, ZHAI, and YAN, (Appeal 2021-004540, 
Serial No. 16/748,303) (11/15/2022) [Crystalline forms of ozanimod and ozanimod 
hydrochloride]

A REASONABLE EXPECTATION OF SUCCESS IS NOT
TRYING NUMEROUS POSSIBLE CHOICES
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RECENT PTAB TREATMENT 

• Ex Parte STROUN and ANKER, (Appeal 2022-002879, Serial No. 14/039,168) 
(10/28/2022) [Methods of treating non-24 sleep wake disorder]

A REASONABLE EXPECTATION OF SUCCESS IS A QUESTION
OF FACT THAT CAN BE REBUTTED BY EXPERT TESTIMONY
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RECENT PTAB TREATMENT 

• Ex Parte KALEM, STUHLMANN, TRUNET, and BROUARD, (Appeal 2022-000444, 
Serial No. 15/554,791) (11/10/2022) [method of dyeing hair with a formulation 
described in the claims that includes a soothing composition]

CHALLENGE THE EXAMINER’S PRIMA FACIE CASE



28 Confidential Notice

RECENT PTAB TREATMENT 

• Ex Parte FISCH, (Appeal 2022-003357, Serial No. 15/976,015) (10/19/2022) [A
method of treating premature ejaculation]

• Noting:

CHALLENGE THE EXAMINER’S PRIMA FACIE CASE
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6. DON’T GIVE UP;
RECENT PTAB TREATMENT

• Ex parte WEVER, JONES, CULPEPPER, HOBBS, ACHILLI, BUNTARA,
HENSLER, BRADFORD, JONES, and BOYD, (Appeal 2022-003054,
Serial No. 17/103,673) (10/17/2022) (Curable glass coating composition)

• The PTAB noted:
CHALLENGE THE EXAMINER’S PRIMA FACIE CASE
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6. DON’T GIVE UP;
RECENT PTAB TREATMENT

• Ex parte WEVER, JONES, CULPEPPER, HOBBS, ACHILLI, BUNTARA,
HENSLER, BRADFORD, JONES, and BOYD, (Appeal 2022-003054,
Serial No. 17/103,673) (10/17/2022)

CHALLENGE THE EXAMINER’S PRIMA FACIE CASE
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RECENT PTAB TREATMENT 

• Ex Parte SINGH, TSO, ZHANG, LI, ZHANG, and LUBOMIRSKY, (Appeal 2021-
003695, Serial No. 14/554,250) (11/09/2022) [semiconductor processes and
equipment]

FOCUS ON THE DETAILS IN THE CLAIMS
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6. DON’T GIVE UP;
RECENT PTAB TREATMENT

• Ex parte SAKO, FUJIKAWA, IKEDA, MATSUNAE, and FURUYA, (Appeal
2021-003520, Serial No. 14/408,983) (10/06/2022) (Method for
manufacturing a sintered magnet)

COULD HAVE IS NOT THE SAME AS WOULD HAVE
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RECENT PTAB TREATMENT*

• Ex parte Foster, Higgins, Josefsson, Geoghegan, and Tarkowski, (Appeal 
2021-004099, Serial No. 15/463,665) (5/10/2022) (vaccine composition 
comprising an immunologically effective amount of a recombinant 
fibrinogen binding-deficient mutant of staphylococcal clumping factor A)

USE INVENTOR-EXPERT DECLARATION TO 

REBUT EXAMINER”S PRIMA FACIE CASE
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6. DON’T GIVE UP;
RECENT PTAB TREATMENT 

• Ex parte SANDERS, (Appeal 2022-002449, Serial No. 14/524,818) 
(9/26/2022) (methods and devices for the treatment of obstructive sleep 
apnea)

ROUTINE OPTIMIZATION IS NOT A 
REASONABLE EXPECTATION OF SUCCESS
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6. DON’T GIVE UP;
RECENT PTAB TREATMENT 

• Ex parte Katano and Kawashima, (Appeal 2021-003162, Serial No. 
14/537,057) (5/12/2022) (method for producing arachidonicacid (ARA) or 
an ARA-containing lipid)

• The Board noted that “Both the suggestion and the reasonable expectation 
of success must be founded in the prior art, not in the applicant’s 
disclosure, citing In re Vaeck, 947 F.2d 488, 493, 20 USPQ2d 1438, 1443 
(Fed. Cir. 1991), and reversed the rejection for obviousness.

REASONABLE EXPECTATION OF SUCCESS MUST
BE CLEAR FROM THE PRIOR ART, NOT THE APPLICATION
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6. DON’T GIVE UP;
RECENT PTAB TREATMENT 

• Ex parte Li and Wilson, (Appeal 2021-003802, Serial No. 14/848,390) 
(5/6/2022) (methods useful in enhancing resistance to northern leaf blight 
in maize plants)

• In finding no reasonable expectation of success, the Board noted that “the 
evidence relied upon by Examiner provides general guidance that would 
lead, at best, to a promising field of experimentation, not a reasonable 
expectation of success in obtaining Appellant’s claimed invention.”

A PROMISING FIELD OF EXPERIMENTATION

IS NOT A REASONABLE EXPECTATION OF SUCCESS



37 Confidential Notice

6. DON’T GIVE UP;
RECENT PTAB TREATMENT

• Ex Parte LEISK, LO, LI, BELLAS, and KAPLAN, (Appeal 2021-005001, Serial No.
15/273,327) (10/21/2022) [Method of augmenting a soft tissue in a subject]

• Ex Parte SNO, WITVLIET, and FACHINGER, (Appeal 2022-000686, Serial No.
16/086,701) (11/16/2022) [Swine vaccine]

• Ex Parte STROUN and ANKER, (Appeal 2022-002879, Serial No. 14/039,168)
(10/28/2022) [Methods of treating non-24 sleep wake disorder]

• Ex Parte During, (Appeal 2021-005010, Serial No. 16/717,203) (10/21/2022) [A
method for detecting gene amplification]

• Ex parte MARSAULT, SOUSBIE, LEDUC, SARRET, LONGPRÉ, BESSEREROFFROY,
BROUILLETTE, and DESGAGNÉ, (Appeal 2021-002841, Serial No. 16/011,118)
(9/15/2022) (macrocyclic compounds)

• Ex parte Petermann and Appell, (Appeal 2021-003368, Serial No. 15/549,877)
(5/11/2022) (method of making an esterified cellulose ether)
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Thanks!
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Responding to Obviousness Rejections

◆ Combined references do not show or suggest all elements of the claim

– Examiner used the pending claims to read elements into the art

– Claim scope differs from Examiner’s interpretation

◆ Rejection is not based on a clearly articulated, reasonable rationale to

combine

– Motivation

• Ordinarily skilled artisans would not have attempted the combination

– Reasonable Expectation of Success

• The claimed results were not predictable

2



“Motivation” vs. “Expectation of Success”

◆ Motivation

– Relates to reasons for seeking

teachings of the references

– Any design need or market pressure

◆ Expectation of Success

– Relates to functionality of the

claimed compound, apparatus,

system, method

– Success means functional/workable

for intended use

– Combination need not be improved

or optimal

3

Intelligent Bio-Sys. v. Illumina Cambridge Ltd., 821 F.3d 1359 (Fed. Cir. 2016)



“Motivation” vs. “Expectation of Success”

◆ Motivation

– Teaching away can be 

anything that causes POSA 

not to combine references

◆ Expectation of Success 

– Failure to expect success must 

relate to claimed features

4

Intelligent Bio-Sys. v. Illumina Cambridge Ltd., 821 F.3d 1359 (Fed. Cir. 2016)



“Motivation” vs. “Expectation of Success”

◆ Motivation 

– Unpredictability in the arts 

is not a consideration

◆ Expectation of Success 

– Evidence of unpredictability 

can be dispositive

5

Intelligent Bio-Sys. v. Illumina Cambridge Ltd., 821 F.3d 1359 (Fed. Cir. 2016)



“Motivation” vs. “Expectation of Success”

◆ Motivation

– Unrelated art may supply 

motivations

◆ Expectation of Success 

– Non-analogous art may not 

evidence functionality for 

intended use

6

Genzyme Corp. v. Dr. Reddy’s Labs., Ltd., 716 Fed. Appx. 1006 (Fed. Cir. 2017) (nonprecedential)



Prima Facie Obviousness

◆ Reasonable expectation of success is necessary for prima facie 

obviousness

– Suggestion to combine AND reasonable expectation of success must 

come from the art

– NOT based on the applicant’s disclosure

In re Vaeck, 947 F.2d 488, 493 (Fed. Cir. 1991)

◆ Likelihood of success in combining references to meet the limitations of 

the claimed invention

Alergan, Inc. v. Apotex Inc., 754 F.3d 952, 966 (Fed. Cir. 2014)

7



Prima Facie Obviousness

8

◆ “Motivation” is not equal to “Expectation of Success”

– Obviousness analysis must include “a motivation to combine

accompanied by a reasonable expectation of achieving what is claimed

in the patent-at-issue” (emphasis added)

– These are “two different legal concepts”

Intelligent Bio-Sys. v. Illumina Cambridge Ltd., 821 F.3d 1359 (Fed. Cir. 2016)

◆ Reasonable expectation of success requires more than the mere

possibility of the claimed result

Univ. of Strathclyde v. Clear-Vue Lighting, 17 F.4th 155 (Fed. Cir. 2021)



Prosecution Strategy

◆ Examiner must establish prima facie case for obviousness

– Address both motivation to combine and reasonable expectation of 

success

– Explain with specificity how and why components may be combined

• Must identify how combination meets the intended purpose of the 

invention

• Cannot ignore intended purposes of references in combination

9

Ex parte Bontenbal, Appeal No. 2016-003394 (PTAB Sep. 5, 2017)

Ex parte Salter, Appeal No. 2015-007623 (PTAB Jul. 19, 2017)

Ex parte Grunert, Appeal No. 2016-000808 (PTAB Aug. 30, 2017)

Ex parte Strock, Appeal No. 2017-001005 (PTAB Mar. 5, 2018)



Prosecution Strategy

◆ Applicant strategy depends on the examiner

– Address [lack of] reasonable expectation of success, even if examiner 

does not

– Challenge unfounded “routine optimizations”

– Be prepared to rebut reasonable expectation of success if prima facie

case of obviousness is established

10

Ex parte Church, Appeal No. 2020-000446 (PTAB May 6, 2021)

Ex parte Palmer, Appeal No. 2017-001626 (PTAB Dec. 20, 2017)

Ex parte Martinon, Appeal No. 2017-000218 (PTAB Jan. 23, 2018)

Ex parte Yoon, Appeal No. 2017-008250 (PTAB Dec. 29, 2017)



Avoid Conclusory Arguments

◆ Applicant must present evidence showing no expectation of success

– Unpredictability

– Teachings that show likely lack of success

◆ Conclusory attorney argument will not persuade the Examiner or the

Board

11

Ex parte Martinon, Appeal No. 2017-000218 (PTAB Jan. 23, 2018)

Ex parte Fehr, Appeal No. 2021-002911 (PTAB Jul. 7, 2022)



Use Affidavits to Support Unpredictability

◆ Affidavit and Supporting Evidence Can be Submitted Under 37 C.F.R. §

1.132

– Timeliness is an issue (see MPEP § 716.01)

• Prior to final rejection

• Before appeal in an application not having a final rejection

• After final rejection, but with or before appeal*, accompanied by 

statement showing good and sufficient reasons why the affidavit or 

other evidence is necessary and was not earlier presented, per 37 

C.F.R. § 1.116(e)

• After close of prosecution, but with a Request for Continued 

Examination

12

See, e.g., Ex parte Kim, Appeal No. 2019-001990 (PTAB Jun. 22, 2020)



◆ Statement of knowledgeable expert, familiar with the art

– Unpredictability in the art

• Skepticism

• Doubt

• Uncertainty 

– Perceived or actual unworkability of proposed combination

– Lack of knowledge to make successful combination predictable

◆ Later development of the alleged combination, by authors of cited publications

◆ Evidence of skepticism/doubt/uncertainty by third parties in the field

◆ Teachings from other references in the art

Ex parte Kim, Appeal No. 2019-001990 (PTAB Jun. 22, 2020)

Ex parte Biadglin, Appeal No. 2020-004973 (PTAB Nov. 3, 2021)

Ex parte Faßbender, Appeal No. 0222-0024444 (PTAB Nov. 10, 2022)

Evidence of Unpredictability

13



And Remember

◆ Success only means functional/workable for intended use

– Combination need not be improved or optimal

– Examiner need not demonstrate success in “improving upon the prior

art”

14

Ex parte Meisselbach, Appeal No. 2022-002152 (PTAB Dec. 21, 2022)



Practical Realities

15



Questions or Comments?

David A. Gosse

dgosse@fitcheven.com

16

Thank You!
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