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Abstract 

This article examines evolving frameworks for assessing 

the inventive step (nonobviousness) patentability requirement 

in the United States and Taiwan, with a focus on the biotech 

sector. In the U.S., the 2007 KSR v. Teleflex decision shifted 

the grounds to a flexible “obvious to try” standard, grounded 

in a “reasonable expectation of success.” Conversely, 

Taiwan’s approach prioritizes a “motivation to combine” and 

“unexpected effects,” requiring robust technical evidence. 

The U.S.’s dynamic framework fosters biopharma innovation, 

while Taiwan’s rigorous standard ensures patent integrity, 

though it raises the bar to patentability. Through a detailed 

comparison of U.S. case law and Taiwanese practices, this 

analysis highlights the tension between promoting pioneering 

research and upholding stringent patent criteria. It proposes 
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a harmonized global approach, blending the U.S.’s 

adaptability with Taiwan’s precision, refining the “reasonable 

expectation” standard and incorporating broader secondary 

considerations to spur biotechnology advancements while 

preserving patent quality. 
 

Key Words: KSR, teaching suggestion and motivation 
(TSM), obvious to try, 
nonobviousness/inventive step, secondary 
consideration 
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I. Introduction 

Patents are widely recognized as essential tools for 
encouraging innovation and investment in the biotechnology 
sector. Developing a new drug or biologic requires enormous 
investment, years of research, and uncertain outcomes. Patents 
grant inventors exclusive rights, helping them secure funding and 
protect discoveries that demand substantial time and capital. Yet, 
debates persist about whether existing patent standards work 
effectively for biotechnology, given its unique scientific and 
economic features (Burk & Lemley, 2004: 691; Kuo & Ho, 
2022: 59). 

Patent law applies across all technologies, from mechanical 

devices to pharmaceuticals. In order to obtain a patent, an invention 

must satisfy the patentability requirements, being useful, novel, 

nonobvious (or “inventive”), and provide sufficient disclosure. Of 

these, nonobviousness (or inventive step) is often described as the 

“ultimate condition of patentability” (Merges, 1992: 13). This 

prevents patents from being granted for trivial or routine advances 

that a typical skilled professional could readily make by relying on 

existing knowledge (Petherbridge, 2010: 906-908). The nonob-

viousness requirement serves as a safeguard to ensure that patents 

are awarded only to inventions that represent a genuine advance, 

not minor tweaks that any skilled professional could have made. 

Courts evaluate this by asking whether the differences between the 

claimed invention and prior knowledge would have been “obvious” 

to a person having ordinary skill in the art (PHOSITA) (Merges, 

1992: 13-14). In other words, would a skilled researcher at the time 

of invention have reasonably come up with the same idea? 

The problem is that nonobviousness is an inherently 

ambiguous standard. Determining what would have been “obvious” 

to a skilled person often depends on context, interpretation, and 

judgment (Merges, 1992: 13). In mechanical engineering, where 

outcomes are more predictable, nonobviousness is easier to evaluate, 

whereas in biotechnology the situation is more difficult. Small 
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changes—such as modifying a protein or altering a drug’s 

formulation—may lead to dramatic improvements in safety or 

effectiveness. These incremental steps, while scientifically uncertain, 

can be medically transformative and produce dramatic and 

unexpected results (Brown, 2024: 1743-1747). Because incremental 

improvements often drive progress in this sector, deciding whether 

or not those improvements are patentable poses unique challenges 

for patent offices and courts (Allison et al., 2015:1136-1138; Burk 

& Lemley, 2004: 691; Kuo & Ho, 2022: 59). 

This unpredictability makes biotechnology patents especially 

difficult to evaluate. Courts and patent offices must balance 

competing concerns: encouraging innovation by rewarding 

meaningful advances, and withholding patents on minor variations 

that could block future research or unfairly extend monopolies 

(Trask, 2008: 2650-2651). A too rigid framework risks 

undervaluing important medical progress, while one that is too 

flexible risks granting patents for marginal improvements. 

This article addresses that challenge by comparing how the 

United States and Taiwan approach the assessment of nonob-

viousness in biotechnology and pharmaceuticals. The United States, 

after the Supreme Court’s 2007 KSR v. Teleflex decision, moved 

away from the rigid “Teaching-Suggestion-Motivation” (TSM) test 

and adopted a more flexible “obvious to try” standard anchored in 

a “reasonable expectation of success.”1 Taiwan, by contrast, applies 

a more precise, evidence-based framework focusing on whether 

there was a “motivation to combine” prior knowledge and whether 

the claimed invention produced “unexpected effects.” 

These different approaches embody competing priorities. The 

U.S. framework favors adaptability and supports innovation by 

lowering barriers for patents in unpredictable fields, though it risks 

protecting marginal advances. Taiwan’s framework ensures stronger 

 
1 KSR Int’l Co. v. Teleflex Inc., 550 U.S. 398 (2007). 
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patent integrity by requiring clear technical proof, although it may 

undervalue incremental yet meaningful improvements. 

The purposes of this comparative study are to describe the 

development of these doctrinal differences, identify the strengths 

and weaknesses of each system, and propose a harmonized global 

approach that blends U.S. flexibility with Taiwan’s precision. This  

model would refine the “reasonable expectation of success” 

standard and incorporate broader secondary considerations (such as 

commercial success and failure of others) to better reflect the 

realities of biopharmaceutical research. In doing so, the article aims 

to provide both scholars and policymakers with insights for 

improving patent systems in ways that encourage innovation while 

maintaining high-quality patents. 

The structure of the article is as follows: Part II traces the 

evolution of the U.S. nonobviousness standard, from TSM to KSR’s 

impact on biotechnology patents. Part III examines post-KSR 

developments, including the United States Patent and Trademark 

Office (USPTO) guidelines and cases such as In re Kubin and Janssen 

v. Teva. Part IV explores Taiwan’s inventive step criteria, detailing 

Taiwan Intellectual Property Office’s (TIPO) assessment process and 

its application to compounds, compositions, and pharmaceutical 

uses. Part V contrasts these frameworks, evaluating their strengths 

and challenges in the context of biotechnology. Part VI concludes 

by considering how a harmonized standard—combining U.S. 

flexibility with Taiwan’s rigor—could better foster global 

innovation while preserving robust patent standards. 

II. The United States Nonobviousness 
Standards Then and Now 

This part elucidates the TSM test and its role in evaluating 

patent obviousness. Furthermore, it critically analyzes the 

implications of the Supreme Court’s judgment in KSR, mainly 
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focusing on the evolved standards for assessing obviousness in patent 

law. 

A. The TSM Test 

The statutory requirement for nonobviousness in patent law, 

as outlined in 35 U.S.C. § 103, was introduced in 1952. This 

statutory provision codifies the judicial concept of nonobviousness, 

which originated in Hotchkiss v. Greenwood. 2  To solve the 

inconsistency of the U.S. federal courts’ interpretation regarding 

patent law, Congress enacted the Federal Courts Improvement Act 

to create the Court of Appeals for the Federal Circuit in 1982. The 

Federal Circuit therefore has jurisdiction on disputes over patent 

claims (Wong, 2019: 2212). Historically, the Federal Circuit relied 

on a method to establish obviousness known as the TSM test. 3 

Under the test, the challenger of the validity of an invention must 

show that a PHOSITA has the motivation to combine the prior art 

to achieve the claimed invention. However, in its decision in KSR v. 

Teleflex, the Supreme Court levied criticism against the Federal 

Circuit’s stringent application of the TSM test, characterizing it as 

“incompatible with our precedents.”4 Instead, it advocated for a 

more flexible obvious to try standard for assessing the nonob-

viousness requirement.5 

The Supreme Court, in Graham v. John Deere Co. of Kansas 

City, articulated a four-prong test for obviousness. 6  The steps 

include: (a) defining the scope and content of the prior art, (b) 

distinguishing the difference between the prior art and the 

invention; (c) clarifying the ordinary level skill in the pertinent art, 

and (d) considering secondary considerations such as commercial 

success, long-felt but unresolved needs, and the failures of others—

 
2 Hotchkiss v. Greenwood, 52 U.S. 248, 265-267 (1850). 
3 KSR Int’l Co. v. Teleflex Inc., 550 U.S. at 418. 
4 Id. at 419. 
5 Id. 
6 Graham v. John Deere Co. of Kan. City, 383 U.S. 1, 17-18 (1966). 
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that may indicate nonobviousness.7 Over time, U.S. case law has 

recognized additional types of secondary considerations beyond 

those identified in Graham. As reflected in § 2145 of the United 

States Patent and Trademark Office (USPTO)’s current Manual of 

Patent Examining Practice (MPEP), factors that may be considered 

include: unexpected results, commercial success, long-felt need, 

failure of others, and copying (The U.S. Patent and Trademark 

Office [USPTO], 2024b: 2100-329–2100-333). Other consid-

erations acknowledged in judicial decisions, such as professional 

approval or skepticism, may also support a finding of nonob-

viousness (Lee, 2025: 23; Thomas, 2011: 2076-2077). 

To avoid hindsight bias in the assessments of obviousness, the 

Federal Circuit refined the factors set by Graham (Eisenberg, 2008: 

382). It stipulates that: (a) the prior art must contain a teaching, 

suggestion, or motivation to combine the claimed elements, and (b) 

there must be a reasonable expectation of success in doing so.8 The 

TSM test emphasizes the reliance on evidence when drawing 

conclusions about obviousness, steering clear of mere reliance on 

“common knowledge and common sense.”9 

The TSM analysis requires articulating the differences and 

relevance of prior art and the patent from the viewpoint of a 

PHOSITA (Wong, 2019: 2212). It evaluates whether the prior art 

“teaches away from the claimed invention [or provides motivation 

to combine] teachings from different references.”10 A patent claim 

is considered nonobvious when these factors do not suggest to the 

inventor any motivation or indication to achieve the invention by 

combining elements of prior art.11 

 
7 Cuno Engineering Corp. v. Automatic Devices Corp., 314 U.S. 84, 91 (1941). 
8 Dystar Textilfarben GMBH & Co. v. C.H. Patrick Co., 464 F.3d 1356, 1360 (Fed. 

Cir. 2006). 
9 See, e.g., In re Lee, 277 F.3d 1338, 1345 (Fed. Cir. 2002); In re Zurko, 258 F.3d 

1379, 1385 (Fed. Cir. 2001). 
10 See, e.g., In re Fulton, 391 F.3d 1195, 1199-1200 (Fed. Cir. 2004); Al-Site Corp. 

v. VSI Int’l, Inc., 174 F.3d 1308, 1323-1324 (Fed. Cir. 1999). 
11 Al-Site Corp. v. VSI Int’l, Inc., 174 F.3d at 1323-1324. 
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In practice, applying the TSM test requires the court or 

examiner to focus on the nature of the problem that the invention 

aims to solve and the knowledge of a PHOSITA; however, the 

Federal Circuit and the USPTO often insisted that such motivation 

be explicitly or implicitly disclosed in the prior art itself (Holte & 

Sichelman, 2019: 127). This approach created difficulties in proving 

obviousness when no express or implied suggestion existed in the 

prior art to combine particular references. Consequently, the TSM 

test attracted criticism, with commentators arguing that it was overly 

restrictive, failed to promote innovation, and required reform in the 

standard for determining nonobviousness (128). 

The mere presence of each element of the invention in prior 

art does not necessarily lead to the invalidity of the claim. 12 

Determining if the invention is obvious requires a more extensive 

analysis of how the individual elements from the prior art are 

combined (Wong, 2019: 2216). 13  The motivation to integrate 

existing prior art may not be expressed directly, but it could be 

implied within the prior art itself or suggested from the problem 

being tackled. 14  Such findings must be based on “particular 

findings” rather than “conclusory statements.” 15  As the Federal 

Circuit court emphasized, these findings must specifically address 

why a skilled artisan, unaware of the claimed invention, would have 

chosen to combine those components in the manner claimed.16 

B. Pre-KSR Assessment of Nonobviousness in 
Biotechnology Patents 

The Federal Circuit has long applied the TSM test to assess the 

nonobviousness of patents, including those claiming DNA molecules 

(Lesciotto, 2008: 220). Over time, the Court shifted its focus from 

 
12 In re Kotzab, 217 F.3d 1365, 1370 (Fed. Cir. 2000). 
13 Id. 
14 In re Kahn, 441 F.3d 977, 987-988 (Fed. Cir. 2006). 
15 Beckson Marine, Inc. v. NFM, Inc., 292 F.3d 718, 728 (Fed. Cir. 2002). 
16 In re Kotzab, 217 F.3d at 1371. 
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the process of isolating DNA molecules to the molecules themselves. 

In the early 1990s, Amgen, Inc. v. Chugai Pharmaceutical Co. 17 

showcased this shift. Amgen sued Chugai and Genetics Institute, Inc. 

(GI), alleging infringement of its U.S. Patent 4,703,008, which 

covers “DNA Sequences Encoding Erythropoietin” (the ‘008 patent) 

through the production of recombinant erythropoietin (EPO) using 

transformed mammalian host cells. 18  The defendants contested 

infringement and challenged the patent's validity under various 

sections of U.S. patent law, including sections 101, 102, 103, and 

112.19 GI also claimed Amgen infringed its patent, the ‘195 patent, 

on a method for purifying EPO.20 The ‘195 patent includes claims 

covering both homogeneous EPO and its compositions, as well as a 

method for purifying human EPO using reverse-phase high-

performance liquid chromatography.21 

The district court and the Federal Circuit found certain claims 

of the ‘008 and ‘195 patents invalid based on the enablement 

requirement under section 112; however, their underlying 

reasoning differed. The district court looked into the insufficiency 

of Amgen’s evidence to identify which analogs might possess the 

claimed biological properties, noting the potential for numerous 

EPO analogs through amino acid substitutions.22 While the district 

court highlighted the potential creation of numerous EPO analogs 

through amino acid substitutions in the polypeptide chain, the 

Federal Circuit emphasized the patentee’s failure to disclose DNA 

molecules encoding these analogs, focusing on the enablement of 

DNA sequences rather than EPO analogs themselves.23 

On the nonobviousness front, the Federal Circuit sided with 

the district court, holding that while the processes for isolating DNA 

 
17 Amgen, Inc. v. Chugai Pharmaceutical Co., Ltd., 927 F.2d 1200 (Fed. Cir. 1991). 
18 Id. at 1204. 
19 Id. at 1203-1204. 
20 Id. at 1204-1205. 
21 Id. at 1203. 
22 Id. at 1205. 
23 Id. at 1212-1214. 
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molecules were obvious to try, the evidence did not suggest a 

reasonable expectation of success.24 The Federal Circuit noted that 

the mere feasibility of using a monkey complementary DNA (cDNA) 

probe to identify a human gene did not imply a reasonable 

likelihood of success in isolating the human EPO gene, given the 

unknown nucleotide sequence and degree of homology with the 

monkey gene. 25  Consequently, the court concluded that Lin’s 

efforts to screen a human gDNA library using monkey cDNA failed 

until he successfully isolated the EPO gene by employing fully 

degenerate probes.26 After reviewing the evidence, the district court 

found no justifiable basis for anticipating success in isolating the 

EPO gene through Lin’s approach, and the Federal Circuit ruled that 

the earlier EPO patent was not obvious.27 The court emphasized the 

uncertainty surrounding the gene location methods accessible at the 

time of the invention.28 

In In re Bell29 and In re Deuel,30 the Federal Circuit addressed 

the nonobviousness of DNA sequences. In Bell, the court held that 

a claim for nucleic acid molecules encoding human insulin-like 

growth factors was nonobvious, despite the prior art revealing the 

amino acid sequence and a method for creating a DNA probe to 

isolate the gene.31 The prior art included the amino acid sequence 

of insulin-like growth factor (IGF) proteins and a well-documented 

laboratory technique that outlined the steps for developing a DNA 

probe from a nucleotide probe and subsequently using it to isolate a 

gene.32 The claimed invention utilized the established IGF amino 

 
24 Id. at 1207-1208. 
25 Id. at 1208-1209. 
26 Id. at 1209. 
27 Id. 
28 Id. 
29 In re Bell, 991 F.2d 781 (Fed. Cir. 1993). 
30 In re Deuel, 51 F.3d 1552 (Fed. Cir. 1995). 
31 In re Bell, 991 F.2d at 782. 
32 Id. at 781, 783. 
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acid sequence, generated a DNA probe, and then employed that 

probe to isolate the IGF gene.33 

The Court emphasized the unpredictability of the genetic code 

and the redundancy that made it impossible to predict the exact gene 

sequence from the prior art.34 Although the Court in In re Dillon35 

held that structure similarity between chemical compounds may 

make a claimed compound prima facie obvious, the Court refused 

to accept this proposition.36 The Court observed that in light of the 

relationship in the genetic code, “one can use the genetic code to 

hypothesize possible structures for the corresponding gene and that 

one thus has the potential for obtaining that gene.”37 Due to the 

degeneracy of the genetic code, where most amino acids are linked 

to at least two distinct nucleotide sequences, it was impossible to 

accurately predict the exact sequence of the gene.38 Accordingly, 

the Court found the unpredictability of the gene sequence, which 

made the claimed invention nonobvious. 

Similarly, the Federal Circuit disagreed with Deuel’s “obvious 

to try” rationale, ruling that the claimed DNA sequence was not 

obvious (Burk & Lemley, 2002: 1178-1181). It held that the 

invention claiming isolation and purification of a DNA and cDNA 

sequence encoding heparin-binding growth factors (HBGFs) was 

nonobvious. 39  The prior art revealed a protein sequence and a 

broad method for gene isolation, yet it failed to render the specific 

DNA molecules obvious because of the genetic code’s redundancy 

and the vast array of potential sequences. 40 The Federal Circuit 

leaned on prior rulings that dismissed the “obvious to try” method 

for establishing obviousness, concluding that the claimed DNA 

 
33 Id. at 781. 
34 Id. at 784.  
35 In re Dillon, 919 F.2d 688 (Fed. Cir. 1990). 
36 In re Bell, 991 F.2d at 784. 
37 Id. 
38 Id. 
39 In re Deuel, 51 F.3d at 1553-1554. 
40 Id. at 1556. 



12 EURAMERICA 

sequence was nonobvious. 41  The Court found no connection 

between the prior art and the patent because the prior art bore no 

resemblance to the claimed invention and did not reveal any 

pertinent cDNA molecules.42 In other words, a molecule may be 

deemed obvious if its sequence is identifiable in the prior art, even 

if its purpose remains unclear.43 

In Amgen v. Chugai, the court implied that predicting an exact 

sequence was pivotal in determining macromolecular obviousness, 

given that “neither the DNA nucleotide sequence . . . nor its exact 

degree of homology with the [prior art] monkey EPO gene was 

known at the time.”44 Yet, the court in Deuel explicitly noted that 

“until the claimed molecules were isolated and purified, it would 

have been highly unlikely for one of ordinary skill in the art to 

contemplate what was ultimately obtained. What cannot be 

contemplated or conceived cannot be obvious.”45 Therefore, the 

prior art’s general method for isolating DNA or cDNA was largely 

unimportant in determining obviousness if no prior art suggested 

the claimed invention.46 Even in cases where prior art knowledge 

includes a general cloning method and partial reference to the 

protein amino acid sequence, it does not automatically render a 

specific claimed invention obvious.47 While it might have seemed 

“obvious to try” for one to arrive at the claimed invention, a general 

motivation does not automatically render a specific outcome 

obvious.48 

These cases illustrate the Federal Circuit’s nuanced approach 

to patent nonobviousness, particularly for complex biotechnological 

inventions. The court has consistently required specific findings that 

 
41 Id. at 1559-1560. 
42 Id. at 1558. 
43 Id. 
44 Amgen, Inc. v. Chugai Pharm. Co., 927 F.2d at 1208-1209. 
45 In re Deuel, 51 F.3d at 1558. 
46 Id. at 1559. 
47 Id. 
48 Id. 
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go beyond general knowledge and standard methodologies. The 

TSM test has provided a structured framework to guide this analysis, 

emphasizing the need for a demonstrable link between prior art and 

the claimed invention (Wong, 2019: 2214). This test, being 

objective, promotes procedural and precedential certainty through 

its standardized and consistent application (Petherbridge, 2010: 

914). Despite criticism and the push for a more flexible approach by 

the Supreme Court in KSR decision, 49  the Federal Circuit’s 

adherence to the TSM test underscores its commitment to 

preserving a rigorous standard that avoids hindsight bias in 

evaluating the nonobviousness of patents (911-912, 914). 

C. The Flexible “Obvious to Try” Test in KSR Int’l 
Co. v. Teleflex Inc. 

In the KSR case, the patent was about integrating an adjustable 

pedal assembly with an electronic throttle control to be mounted on 

a rigid support.50 Teleflex, which holds the licensing rights, accused 

KSR of infringing on its patent. In response, KSR contended that the 

patent was obvious and therefore invalid.51 Initially, the appellate 

court reversed the district court’s finding concerning obviousness 

under the TSM test. 52  It concluded that there was not enough 

evidence to demonstrate a “skilled artisan, confronted with the same 

problems as the inventor and with no knowledge of the claimed 

invention, would select the elements from the cited prior art 

references for combination in the manner claimed.”53 

The Supreme Court, however, criticized the Federal Circuit’s 

rigid use of the TSM test in its review. 54  It argued that the 

 
49 KSR Int’l Co. v. Teleflex Inc., 550 U.S. at 407, 415. 
50 Id. at 412-414.  
51 Id. at 405. 
52 Teleflex, Inc. v. KSR Int’l Co., 119 F. App’x 282, 282 (Fed. Cir. 2005), rev’d, 550 

U.S. 398 (2007). 
53 Id. at 285-286. 
54 KSR Int’l Co. v. Teleflex Inc., 550 U.S. at 419. 
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assessment of obviousness “should not be limited to seeking precise 

teachings directed towards the exact subject matter of the challenged 

claim” and “should not be constrained by a formalistic 

interpretation of the terms teaching, suggestion, and motivation, or 

by placing excessive emphasis on published articles and the explicit 

content of issued patents.”55 The Court emphasized that such a rigid 

application does not align with the broader, more flexible approach 

favored in prior Supreme Court precedents. 56  Concluding that 

obviousness might be established under the circumstance that a 

combination was obvious to try, the Supreme Court reasoned that 

the claimed invention would have been obvious to a PHOSITA 

because such an individual could have feasibly combined the existing 

elements utilized in the patent and recognized the advantages of 

doing so.57  

Before KSR, the Federal Circuit was not unaware of the 

flexibility inherent in the TSM test. 58 Nevertheless, in KSR, the 

Supreme Court did not overturn the TSM test; 59  instead, it 

emphasized the flexibility in assessing obviousness, encouraging 

consideration of the inferences and creative steps a PHOSITA might 

take.60 On the one hand, the Supreme Court disagreed with the 

Federal Circuit’s emphasis on “precise teachings directed to the 

specific subject matter,” on the other hand, it advocated for an 

approach considering the “inferences and creative steps” a 

PHOSITA would undertake (Wong, 2019: 2215).61 

This decision has profoundly influenced the subsequent 

application of the TSM test, pushing the Federal Circuit to move 

 
55 Id. at 418. 
56 Id. at 415-416.  
57 Id. at 421-423. 
58 See, e.g., DyStar Textilfarben GmbH & Co. Deutschland KG v. C.H. Patrick Co., 

464 F.3d 1356, 1367 (Fed. Cir. 2006); Alza Corp. v. Mylan Labs. Inc., 464 F.3d 

1286, 1291 (Fed. Cir. 2006). 
59 KSR Int’l Co. v. Teleflex Inc., 550 U.S. at 418-419. 
60 Id. at 419. 
61 Id. at 418. 

http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=1013&FindType=Y&ReferencePositionType=S&SerialNum=2012126122&ReferencePosition=1396
http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=1013&FindType=Y&ReferencePositionType=S&SerialNum=2012126122&ReferencePosition=1395
http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=1013&FindType=Y&ReferencePositionType=S&SerialNum=2012126122&ReferencePosition=1395
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away from its stringent application (Rantanen, 2013: 721-722). 

Post-KSR, references to the TSM test in Federal Circuit opinions 

have decreased significantly, indicating a shift towards a broader, 

less formalistic interpretation of obviousness (756).  

III. Applying the “Obvious to Try” Test to 
Biotech Patents after KSR 

The Supreme Court in KSR did not clarify how courts should 

apply the physical standards of assessing nonobviousness (Houston, 

2009: 219; Schroder, 2018: 1196; Wong, 2019: 2218). 

Nevertheless, the USPTO’s response to the Supreme Court’s ruling 

in KSR v. Teleflex, through its issuance of revised obviousness 

guidelines, aims to recalibrate how patent examiners assess 

nonobviousness. The 2024 Obviousness Guidelines, building upon 

the earlier 2007 revisions (USPTO, 2007: 57526), signify a 

concerted effort to imbue the nonobviousness standard with 

enhanced flexibility, moving beyond the confines of the TSM test 

(hereinafter “the 2024 Obviousness Guidelines”) (2024a: 14449). 

The USPTO Obviousness Guidelines do not replace nor 

modify the KSR standard. Instead, it synthesizes and categorizes 

Federal Circuit decisions rendered in the intervening years to 

illustrate how the KSR principles have been applied in practice. They 

reaffirm that the KSR framework remains the governing standard for 

determining obviousness (Xue, 2016: 328). With a flexible 

approach, examiners are not bound to use the TSM test and have 

increased discretion in determining obviousness (Angelocci, 2008: 

317; Wong, 2019: 2220). A study has shown that following the KSR 

decision, the Federal Circuit’s determination of obviousness has 

increased by up to ten percent (Rantanen, 2013: 751; Wong, 2019: 

2220). This part analyzes the updated USPTO nonobviousness 

guideline and the Federal Circuit’s treatment regarding 

nonobviousness in biotechnology-related patents. 
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A. The USPTO’s Nonobviousness Guidelines 

Following the Supreme Court’s decision in KSR, the USPTO 

promptly issued a memorandum clarifying that the TSM test had not 

been entirely discarded in obviousness determinations (Lee, 2010: 

53). On October 10, 2007, it released the Examination Guidelines 

for Determining Obviousness Under 35 U.S.C. § 103 in View of the 

Supreme Court Decision in KSR International Co. v. Teleflex Inc. 

(“the 2007 Obviousness Guidelines”) to assist examiners in properly 

applying § 103. These guidelines, later incorporated into the MPEP, 

expressly stated that they were “developed as a matter of internal 

Office management” and “do not constitute substantive rule 

making” with the force of law (USPTO, 2007: 57526). 

In 2010, the USPTO issued the Examination Guidelines 

Update: Developments in the Obviousness Inquiry After KSR v. 

Teleflex (“the 2010 Obviousness Guidelines”) to restate the KSR 

standard, supplementing it with additional Federal Circuit decisions 

interpreting the obvious to try standard since KSR (USPTO, 2010: 

53644). 

Before KSR, examiners bore the burden of identifying prior art 

references containing “some suggestion or motivation” to modify or 

combine teachings before rejecting an application for obviousness 

(USPTO, 2024b: 2100-276–2100-279). They were required to 

present “a convincing line of reasoning” explaining why a PHOSITA 

would have found the claimed invention obvious in light of those 

teachings (2100-279–2100-280). In response to KSR, the 2007 and 

2010 Guidelines instructed examiners to focus on what a PHOSITA 

would have known at the time of invention and whether that person 

would have had a reasonable expectation of success based on that 

knowledge (USPTO, 2007: 57527, 2010: 53649). Notably, echoing 

the Supreme Court’s warning against rigidly applying the TSM test, 

the 2007 and 2010 Guidelines emphasized that an implicit 

motivation to combine—drawn from the problem to be solved—

could suffice for a finding of obviousness (USPTO, 2007: 57534, 

2010: 53645). 
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Building on these earlier iterations, the 2024 Obviousness 

Guidelines articulate a refined framework for examiners, 

underscoring the Supreme Court’s preference for an obviousness 

analysis grounded in practical, real-world considerations rather than 

strict adherence to formalistic criteria (USPTO, 2007: 57526, 

2024a: 14449). The 2024 Guidelines seek to unify and streamline 

the application of Federal Circuit precedents concerning 

obviousness, reflecting the judicial interpretations that have evolved 

over the 15 years since KSR. It articulates that a comprehensive 

interpretation of prior art encompasses the full scope of what the art 

reasonably suggests, extending beyond its expressly articulated 

teachings directed at resolving a particular technological challenge. 

This approach could lead to confusion, as it appears to conflate 

KSR’s motivation-to-combine analysis with a broader assessment of 

the prior art’s scope and content. Examiners are urged to maintain 

clarity in interpreting the prior art, especially in assessing implied 

but not explicitly disclosed aspects (USPTO, 2024a: 14450-14453).  

Furthermore, the 2024 Guidelines emphasize that the scope of 

a reference and what might be inferred by a PHOSITA depends on 

one’s skill in the field (USPTO, 2024a: 14450). However, this part 

of the guidance may pose significant confusion because it conflates 

the motivation-to-combine analysis established in KSR with the 

examiner’s inquiry of the prior art’s scope and content (Crouch, 

2024a). In KSR, the Supreme Court underscored the importance of 

flexibility within the motivation-to-combine analysis; yet, the 

guidance extrapolates this principle, suggesting that the scope and 

content of prior art should similarly be interpreted without undue 

restriction. To prevent confusion, examiners should ensure clarity 

in their interpretation of prior art, especially in assessing what is 

implied but not explicitly revealed by the prior art (Crouch, 2024a). 

In the case of In re Bigio, the Federal Circuit established a two-

step analogous arts test to determine the extent of analogous prior 

art: “the field of endeavor test” and “the reasonably pertinent 
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test.”62 Under the test, a court does not expect a PHOSITA to be 

knowledgeable in all areas, but instead assumes their familiarity with 

all aspects within their specific field. 63  Therefore, the field of 

endeavor test assesses whether the reference pertains to the same 

field as the inventor’s work. If a prior art comes from a different 

field, it does not pass the first test; however, it may still be 

considered relevant if it “is reasonably pertinent to the particular 

problem with which the inventor is involved.” 64 The reasonably 

pertinent test assesses whether the reference bears a reasonable 

relation to the problem addressed by the invention.65 Courts have 

the discretion to determine the problem and presume that an 

inventor would have been aware of a reference that naturally 

pertains to their area of focus. 66  When a reference meets these 

conditions, it is deemed analogous art and must be considered in 

determining nonobviousness.67 

While the Federal Circuit has upheld the two-step analogous 

arts test as binding even after KSR, numerous cases indicate that KSR 

has broadened the range of possible prior art. For instance, in Wyers 

v. Master Lock Co., the Federal Circuit cited the KSR decision, 

quoting that “familiar items may have obvious uses beyond their 

primary purposes, and a person of ordinary skill often will be able 

to fit the teachings of multiple patents together like pieces of a 

puzzle.”68 The court noted that the Supreme Court “directed us to 

construe the scope of analogous art broadly.” 69 Additionally, in 

Airbus S.A.S. v. Firepass Corp., the Federal Circuit emphasized that 

“an analysis of whether an asserted reference is analogous art should 

 
62 In re Bigio, 381 F.3d 1320, 1320 (Fed. Cir. 2004). 
63 Id. at 1325; see also Netflix, Inc. v. DivX, LLC, 80 F.4th 1352, 1358 (Fed. Cir. 

2023). 
64 In re Bigio, 381 F.3d at 1325. 
65 Id. 
66 See Netflix, Inc. v. DivX, LLC, 80 F.4th at 1362. 
67 In re Bigio, 381 F.3d at 1325-1326. 
68 KSR International Co. v. Teleflex, Inc., 550 U.S. at 402. 
69 Wyers v. Master Lock Co., 616 F.3d 1231, 1243 (Fed. Cir. 2010). 
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take into account any relevant evidence in the record cited by the 

parties to demonstrate the knowledge and perspective of a person 

of ordinary skill in the art.”70 

The 2024 Guidelines also underscore KSR’s adaptable stance 

on expressing motivations to combine teachings from prior art. 

While the Federal Circuit still employs the term “motivation” in its 

obviousness rulings, it is apparent that the concept is now perceived 

in a more flexible and non-formalistic manner (USPTO, 2024a: 

14451). Factors that may provide rationales for a PHOSITA would 

have been motivated to combine or modify prior art in the 

determination of the obviousness of a claimed invention include 

“market forces; design incentives; the ‘interrelated teachings of 

multiple patents’; ‘any need or problem known in the field of 

endeavor at the time of invention and addressed by the patent’; and 

the background knowledge, creativity, and common sense of the 

person of ordinary skill” (14452-14453). Even though the range of 

possible motivations and justifications for obviousness has 

broadened since KSR, objective evidence countering obviousness 

remains crucial. 

Accordingly, if an invention were rejected for obviousness, the 

burden rests upon the examiner to substantiate the rejection with 

prior art references or teachings that furnish some suggestion or 

motivation for modifying or combining the teachings of those 

references (USPTO, 2024b: 2100-276–2100-278). Even if an 

examiner could readily articulate a motivation to combine that 

appears to connect prior art to the claims at issue, compelling 

evidence—such as the failure of others to solve the problem, the 

commercial success of the claimed invention, or indications that 

prior art discourages the proposed solution—may weaken the 

validity of an obviousness conclusion (Crouch, 2024a). 

While the 2024 Guidelines offer examiners greater discretion, 

they also demand rigorous justification for conclusions of 

 
70 Airbus S.A.S. v. Firepass Corp., 941 F.3d at 1391. 
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obviousness, balancing flexibility with the necessity for detailed 

evidence and reasoning. As such, the USPTO continues to align its 

practices with the broader judicial directives from the Supreme 

Court, ensuring that the nonobviousness standard fosters innovation 

while preventing undue hindrance to technological progress. 

B. Post-KSR Jurisprudence on Nonobviousness in 
Biopharma Innovations 

The post-KSR landscape saw the USPTO revising its guidelines 

to allow a greater latitude for patent examiners in determining 

whether an invention meets the nonobviousness requirement, 

moving away from the necessity of identifying a specific TSM for 

combination from prior art (Angelocci, 2008: 317). This change is 

particularly salient in the pharmaceuticals and biotechnology 

sectors, where incremental innovation is common, and where 

patents are increasingly scrutinized for obviousness.71 

This part focuses on In re Kubin 72  and Janssen 

Pharmaceuticals, Inc. v. Teva Pharmaceuticals USA, Inc.73 because 

these two decisions, taken together, illustrate both the early 

doctrinal shift and the most recent appellate guidance on the 

“obvious to try” standard in the life sciences. Kubin is noteworthy 

as one of the earliest U.S. Federal Circuit applications of KSR’s 

“obvious to try” approach to a biotechnology-related invention. 

Before Kubin, gene-related inventive-step disputes applying the 

TSM test generally upheld such patents as nonobvious. By contrast, 

in Kubin, the Federal Circuit concluded that a similar gene-related 

invention lacked an inventive step, marking a turning point in how 

biotechnology patents are assessed. 

Janssen was selected not solely for its recency, but because it 

demonstrates how the same “obvious to try” standard can produce 

 
71 Pfizer, Inc. v. Apotex, Inc., 480 F.3d 1348, 1367 (Fed. Cir. 2007). 
72 In re Kubin, 561 F.3d at 1351 (Fed. Cir. 2009). 
73 Janssen Pharmaceuticals, Inc. v. Teva Pharmaceuticals USA, Inc., 97 F.4th 915 

(2024). 
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different outcomes. In that case, the trial court and the Federal 

Circuit reached opposite conclusions on the nonobviousness of the 

disputed pharmaceutical patent, showing that results can vary 

significantly depending on whether the court applies the standard 

more strictly or more leniently. Together, Kubin and Janssen provide 

a longitudinal view of how KSR’s principles have been applied to 

biopharma innovations over time. 

The most recent example, Vanda Pharmaceuticals Inc. v. Teva 

Pharmaceuticals USA, Inc., 74  raised the question of “[w]hether 

obviousness requires a showing of ‘predictable’ results, as this Court 

held in KSR, or a mere ‘reasonable expectation of success,’ as the 

Federal Circuit has held both before and after KSR?”75 In Vanda, 

both the trial and appellate courts found the disputed sleep-aid 

patent obvious under the “obvious to try” standard, but the U.S. 

Supreme Court declined to grant certiorari, and the Federal Circuit 

designated the opinion as nonprecedential. While Vanda is not 

discussed in a separate subsection due to its limited precedential 

value, it is noted here to acknowledge that uncertainty persists in 

applying “obvious to try” in the biomedical field. 

(A) In re Kubin 

DNA is composed of four distinct nucleotide units, three of 

which together comprise a codon and encode for one amino acid. 

Consequently, there exist 64 potential codons (Burchfiel, 2010: 18). 

However, given that there are only 20 naturally occurring amino 

acids, most amino acids are encoded for by more than one codon. 

This phenomenon is called the “degeneracy” or “redundancy” of the 

genetic code (Welti, 1987: 51). Before the KSR ruling, the Federal 

 
74 Vanda Pharmaceuticals Inc. v. Teva Pharmaceuticals USA, Inc., 2023 WL 3335538 

(Fed. Cir. 2023), cert. denied, 144 S.Ct. 1393 (2024) at *1 (2024). 
75 Brief for Vanda (the petitioner), Vanda Pharmaceuticals Inc., v. Teva 

Pharmaceuticals USA, Inc., 144 S.Ct. 1393 (2024), cert. denied, available at 
https://www.supremecourt.gov/DocketPDF/23/23-768/295665/2024011215224 

8635_Vanda.cert.petition.pdf 

https://www.supremecourt.gov/DocketPDF/23/23-768/295665/20240112152248635_Vanda.cert.petition.pdf
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Circuit refrained from asserting that gene patents are obvious solely 

based on genetic degeneracy implications. 76  Nonetheless, the 

Federal Circuit’s ruling in Kubin suggests that KSR may have altered 

this stance.77 

The impact of KSR is illustrated by In re Kubin, a case 

concerning nucleic acid sequences that encode Natural Killer (NK) 

Cell Activation Inducing Ligand (NAIL) polypeptides.78 In Ex parte 

Kubin, 79  the Board of Patent Appeals and Interferences (the 

“Board”) found the patent application obvious to try, based on the 

amalgamation of prior art references and existing gene isolation 

techniques.80 The Board reasoned that the amalgamation of prior 

art references concerning the protein sequence in various species and 

the constrained methodologies available for gene isolation 

established the claimed invention as evident under the “obvious to 

try” criterion. 81  Although the Board cited the “obvious to try” 

terminology as grounds for its rejection, it did not evaluate 

predictability to determine obviousness. 82  Instead, the Board’s 

assessment of obviousness rested solely on establishing “a reasonable 

expectation of success” (Trask, 2008: 2659) within the field.83 

The Board’s decision was affirmed by the Federal Circuit, 

reflecting a shift inspired by KSR, in which the Supreme Court 

rejected the idea that the obviousness inquiry should exclude 

consideration of whether combining elements was “obvious to 

try.”84 In dismissing the relevance of In re Deuel, the Federal Circuit 

ruled that the Supreme Court in KSR cited Deuel to challenge the 

notion that the obviousness inquiry cannot account for whether 

 
76 See, e.g., In re Bell, 991 F.2d at 784; In re Deuel, 51 F.3d at 1558. 
77 In re Kubin, 561 F.3d at 1358-1361. 
78 Id. at 1352-1353. 
79 Ex parte Kubin, 83 U.S.P.Q.2d (BNA) 1410 (B.P.A.I. 2007). 
80 Id. at 1417. 
81 Id. at 1413-1415. 
82 Id. at 1416. 
83 Id. at 1413-1415. 
84 In re Kubin, 561 F.3d at 1352. 
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combining the claim’s constituent elements was “obvious to try.”85 

Moreover, the Court emphasized that the potential for a 

combination to be “obvious to try” could indicate its obviousness.86 

The Federal Circuit highlighted that “the Supreme Court’s 

admonition against a formalistic approach to obviousness in this 

context” evokes its earlier caution in In re O’Farrell, issued seven 

years before Deuel, that “obvious to try” is frequently 

misinterpreted.87 Reflecting on the impact of KSR and O’Farrell, the 

Court delineated two scenarios wherein obviousness may be 

established under section 103 through the “obvious to try” 

approach.88 First, an invention may be considered obvious under 

section 103 when a PHOSITA simply selects “known options” from 

a “finite number of identified, predictable solutions.”89 Second, an 

invention is ineligible for patentability due to obviousness “[u]nless 

the improvement [it offers exceeds] the predictable use of prior art 

elements according to their established functions.”90 Consequently, 

a determination of obviousness does not require “absolute 

predictability of success”; rather, “a reasonable expectation of 

success” is sufficient.91 

Applying the established criteria, the Court determined that 

the protein identified in the applicant's gene sequence was revealed 

in a prior art reference (Valiante), and the methodology for isolating 

the DNA and protein sequences “may be obtained by resort to 

conventional methodologies” known to a skilled artisan. 92 

Although the prior art reference “did not explicitly supply an amino 

acid sequence for NAIL or a polynucleotide sequence for the NAIL 

gene,” the Court found the applicant’s invention “represents some 

 
85 Id. at 1358. 
86 Id. at 1359. 
87 Id. 
88 Id. 
89 Id. 
90 Id. at 1359-1360. 
91 Id. at 1360. 
92 Id. 
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minor advance in the art.” 93  Additionally, it underscored that 

bestowing patent protection upon such incremental advancements 

lacking genuine innovation could potentially impede rather than 

facilitate progress within the useful arts.94 

The ruling marked a departure from its prior opinion in In re 

Deuel.95 Although the specific DNA sequence in question was not 

explicitly disclosed in the prior art,96 the court found the claimed 

invention “obvious to try” based on testimony from the PHOSITAs, 

who were motivated to pursue the solutions embodied in the 

invention and had a reasonable expectation of success (Wong, 2019: 

2220).97 The court noted that an invention might be considered 

obvious when it involves a limited number of identified, predictable 

solutions and when the combination of its elements merely reflects 

their predictable application in line with their established functions 

(Hays, 2009: 823).98 While aligning with the principles laid out in 

KSR, this ruling extends the realm of what constitutes obviousness 

to try (Kwan, 2010: 24-26). Significantly, the Kubin court 

emphasized that an obviousness determination does not necessitate 

absolute certainty of success; rather, “a reasonable expectation of 

success” may suffice to sustain such a finding (Rogers, 2014: 55). 

(B) Janssen Pharmaceuticals, Inc. v. Teva 
Pharmaceuticals USA, Inc. 

Another illustrative case is Janssen Pharmaceuticals, Inc. v. 

Teva Pharmaceuticals USA, Inc., where the controversy centered 

around a patent claiming a dosing regimen for administering long-

acting injectable paliperidone palmitate for treating schizophrenia.99 

 
93 Id. at 1361. 
94 Id. 
95 Id. at 1358-1359. 
96 Id. at 1361. 
97 Id. 
98 Id. 
99 Janssen Pharmaceuticals, Inc. v. Teva Pharmaceuticals USA Inc., 571 F. Supp. 3d 

281, 290-291, 295 (2021). 



Inventive Step in Biotechnology Patents 25 

Plaintiff Janssen holds U.S. Patent No. 9,439,906 (the ‘906 patent), 

titled “Dosing Regimen Associated With Long Acting Injectable 

Paliperidone Esters,” which covers methods for treating 

schizophrenia through specific doses of the long-acting 

antipsychotic paliperidone palmitate.100 Teva, aiming to introduce 

a generic alternative to Janssen’s Invega Sustenna—a product 

reflecting the patented methods—submitted an Abbreviated New 

Drug Application (ANDA) for regulatory approval.101 During the 

resulting Hatch-Waxman lawsuit, Teva acknowledged infringing the 

patent but disputed its enforceability, citing obviousness and lack of 

definiteness as grounds for invalidation.102 

The ‘906 patent focuses on prescribing dosing schedules for 

paliperidone palmitate to manage schizophrenia, introducing a 

protocol with two initial “loading doses” administered by injection, 

followed by monthly maintenance doses to improve treatment 

adherence.103 This was built upon prior use of oral paliperidone 

tablets and slow-release injectable paliperidone palmitate sus-

pensions, as the defendant highlighted through various scientific and 

patent publications linking paliperidone to the well-known 

antipsychotic risperidone.104  

During the trial, Teva introduced multiple prior art references, 

including the Phase III clinical trial protocol (the ‘548 protocol), 

which employed a comparable dosing schedule through the second 

month.105 Nevertheless, the district court determined that Teva’s 

evidence fell short of showing that a PHOSITA would have been 

motivated to modify the ‘548 protocol to fully align with the 

claimed dosing regimen, observing that the prior art “contain[ed] no 

information about the safety of the dosing regimen or its 

 
100 Id. 
101 Id. at 291. 
102 Id. at 296-297. 
103 Id. at 291-293. 
104 Id. at 303-304. 
105 Id. at 299-300. 



26 EURAMERICA 

efficacy.”106 Additionally, the district court also examined various 

secondary considerations as references, finding that unexpected 

results, 107  a long-felt need, 108  and commercial success favored 

Janssen.109 Consequently, it concluded that Teva had not proven 

the ‘906 patent invalid for obviousness.110 

Although the opinion does not repeatedly use the phrase 

“obvious to try,” the Federal Circuit’s reasoning addresses its core 

components as articulated in KSR—namely, whether the prior art 

presented a finite set of predictable options that a PHOSITA would 

be motivated to pursue with a reasonable expectation of success. The 

court’s discussion of claim construction, reasonable expectation of 

success, and flexible combination of prior art directly reflects how 

courts apply the KSR framework in practice. 

The Federal Circuit agreed with the district court’s 

indefiniteness determination, while reversing and remanding its 

finding on obviousness.111 It emphasized the need to expand the 

range of prior art and more flexible application of KSR principles, 

criticizing the district court for not considering how a PHOSITA 

would understand and be motivated by the prior art.112 First, the 

Federal Circuit sided with Teva, ruling that the district court 

mistakenly required Teva to prove the obviousness of the claimed 

dosing regimen for every schizophrenia patient population.113 The 

representative claim 2 of the patent specifies that “[a] dosing 

regimen for administering paliperidone palmitate to a psychiatric 

patient in need of treatment for schizophrenia, schizoaffective . . .” 

 
106 Id. at 301. 
107 Id. at 314-316. 
108 Id. at 319-321. 
109 Id. at 323. 
110 Id. at 298. 
111 Janssen Pharmaceuticals, Inc. v. Teva Pharmaceuticals USA, Inc., 97 F.4th 915, 

917-918 (2024). 
112 Id. at 926-928. 
113 Id. at 926. 
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indicating that the patent claims to treat “a psychiatric patient” 

needing schizophrenia treatment. 114 Focusing on claim construc-

tion, the Federal Circuit highlighted that the claims center on the 

treatment of “a” patient,115 clarifying that “[n]othing in the claims 

requires that the regimen be used for—let alone be ideal for—the 

patient population generally or a certain percentage of the patient 

population.”116 

By construing the claim around “a” patient, the court 

effectively narrowed the reasonable-expectation-of-success inquiry 

to whether the regimen would work for at least one patient, which 

aligns with the type of threshold courts consider in “obvious to try” 

analyses—i.e., identifying at least one viable option among known 

possibilities. This raises two questions: first, the correct scope of 

claims stating “a” member of a patient population, and second, 

whether disclosure of clinical trial results is enough to meet 

patentability standards for patient populations for such claims. The 

judicial history of the indefinite article “a” is not entirely 

straightforward, although treatises assert that using “a” means “one 

or more.”117 The Federal Circuit noted that the claim states “a” 

dosing regimen for treating “a” psychiatric patient, including the 

regimen’s details and ruled that the district court misused evidence 

provided by Janssen from clinical trial results to imply a limitation 

concerning patient populations in the claim stating the dosing 

regimen for treating “a” psychiatric patient.118 

Additionally, the Federal Circuit faulted the district court’s 

assessment that there was no reasonable expectation of success in 

combining the asserted prior art. 119  This element—reasonable 

 
114 Id. at 926-927. 
115 Id. at 926. 
116 Id. 
117 Id. at 926-927. 
118 Janssen Pharmaceuticals, Inc. v. Teva Pharmaceuticals USA, Inc., 97 F.4th at 925-

926. 
119 Id. at 927. 
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expectation of success—forms one of the two key prongs in post-

KSR “obvious to try” determinations. Under the Federal Circuit’s 

instruction, the district court should evaluate obviousness based on 

administration to a single patient, not an unspecified portion of 

patients generally. 120  This decision underscores the necessity of 

anchoring the obviousness analysis in the precise language of the 

claims—here, the critical term “a”—rather than extraneous goals or 

standards from the drug development process, ensuring the inquiry 

focuses squarely on the claimed invention itself (Crouch, 2024b). 

Secondly, the Federal Circuit emphasizes the need for a flexible 

approach to prior art analysis per KSR decision, faulting the district 

court for adopting a “siloed and inflexible approach.”121 It ruled 

that the trial court failed to assess the collective significance of 

teachings regarding injection sites, varying dosages based on 

individual needs, and reducing doses for patients with kidney 

problems. Instead, it examined each aspect separately.122 

The Federal Circuit also criticized the district court for 

dismissing evidence of such injections, emphasizing that the failure 

to connect all the references undermined the assessment. 123  It 

further observed that the motivation analysis should focus on 

identifying suitable options, not solely the optimal one. 124  This 

emphasis on exploring suitable options—rather than only the best 

option—reflects the KSR approach to “obvious to try,” where the 

law does not require certainty of success, only a reasonable 

expectation that one of several identified options would work. This 

approach, it held, aligns with the “expansive and flexible” 

framework established in KSR, accommodating the inferences and 

creative steps a PHOSITA would naturally utilize.125 

 
120 Id. 
121 Id. at 928. 
122 Id. at 928-929. 
123 Id. at 930. 
124 Id. 
125 Id. at 931. 
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Lastly, the Federal Circuit faulted the district court’s handling 

of secondary considerations in its nonobviousness determination.126 

It found fault with the district court’s heavy dependence on the 

patentee’s internal expectations derived from the goals of its clinical 

trial, which it found problematic.127 A proper analysis should have 

focused on the expectations of a skilled artisan based on the prior 

art available at the time, highlighting the need for an objective 

approach to assessing obviousness.128 With regard to “commercial 

success” and “long-felt need,” the Federal Circuit criticized that the 

district court did not adequately evaluate how existing patents on 

the paliperidone palmitate formulation, which underpinned the 

claimed methods, might have deterred others from developing 

comparable approaches.129 The Federal Circuit’s decision highlights 

the ongoing challenges in applying the flexible standards of 

obviousness post-KSR, particularly for biotechnology and 

pharmaceutical-related inventions, where scientific subtleties are 

pivotal.  

Thus, while Janssen does not label its reasoning as “obvious to 

try,” it applies the core KSR elements—finite predictable options, 

motivation to select among them, and reasonable expectation of 

success—to a dosing-regimen context. This makes it relevant to 

understanding how post-KSR jurisprudence implements the 

“obvious to try” doctrine in pharmaceutical and biotechnology 

cases.  

The decisions in In re Kubin and Janssen Pharmaceuticals 

demonstrate the evolving jurisprudence in patent obviousness, 

particularly following the Supreme Court’s directive in KSR. These 

cases reflect a broader trend in post-KSR jurisprudence toward a 

more nuanced and flexible application of obviousness standards, a 

 
126 Id. at 933-936. 
127 Id. at 933-934. 
128 Id. at 935. 
129 Id. at 935-936. 
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framework within which the “obvious to try” approach plays a 

central role. In this context, “flexible application” refers to the KSR-

endorsed shift away from the rigid and formalistic TSM test toward 

an analysis that considers whether a skilled artisan would be 

motivated to pursue a finite number of predictable options with a 

reasonable expectation of success. In re Kubin illustrates this 

approach explicitly, while Janssen applies its core elements—such as 

motivation to combine, reasonable expectation of success, and 

evaluation of finite predictable solutions—even when the term 

“obvious to try” is not used verbatim. The ongoing adaptation of 

these principles has significant implications for how patents are 

assessed in fields characterized by incremental and often predictable 

advancements. For biotechnology and pharmaceutical inventions, 

where the pace and nature of innovation are distinct, this requires 

careful balancing: fostering genuine innovation while avoiding the 

unwarranted extension of patent monopolies. 

IV. Inventive Step under Taiwan Patent Law 
and Practice 

The concept of nonobviousness in patent law has evolved 

significantly, particularly within Taiwan’s legal framework. 

Nonobviousness, referred to as inventive step in Taiwan, is one of 

the core requirements for patentability, as outlined in Article 22, 

Section 2 of Taiwan’s Patent Act. It stipulates that “an invention that 

is without the circumstances prescribed in the subparagraphs of the 

preceding paragraph but can be easily made by a person ordinarily 

skilled in the art based on prior art shall not be patented.” 130 

Historically, Taiwan’s approach to the inventive step has been 

influenced by international standards and practices, particularly 

those established in the U.S. and other jurisdictions (Chen, 2020: 

109; Li, 2024: 7-8). The interpretation of nonobviousness has seen 

 
130 Taiwan Patent Act, Art. 22, Sec. 2. 
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considerable judicial scrutiny, exemplified by recent decisions from 

the Taiwan Intellectual Property and Commercial Court (hereinafter 

“the IP Court”), which have clarified the application of this standard 

in specific cases. 

A. Criteria of Inventive Step  
under the Legal Framework 

Under the Taiwan Patent Act, patentability hinges on three 

core requirements: utility, novelty, and inventive step (nonob-

viousness).131 Rather than offering a direct definition of “inventive 

step,” the Act delineates specific conditions under which an 

invention fails to satisfy this criterion (Taiwan Intellectual Property 

Office [TIPO], 2025: 61). The statutory phrase “an invention that 

is without the circumstances prescribed in the subparagraphs of the 

preceding paragraph” establishes a clear sequence for evaluation: 

Novelty is assessed first, followed by inventive step only if novelty 

is confirmed (TIPO, 2024: 2-3-15).  When an invention differs 

from prior art, it is considered novel, triggering a further evaluation 

of its inventive step (TIPO, 2025: 61). 

The process of evaluating inventive step under the law revolves 

around several pivotal elements. It begins by pinpointing the most 

relevant prior art and examining how the claimed invention diverges 

from it. The evaluation of inventive step hinges on the perspective 

of a person ordinarily skilled in the art, whose technical proficiency 

and capabilities at the filing date serve as the standard for assessing 

whether an invention transcends routine progress. This approach 

aligns with international norms, requiring that the invention not be 

an obvious extension of existing technology for a PHOSITA (Sung, 

2016: 57-58; TIPO, 2025: 62). 

The term “a person ordinarily skilled in the art” corresponds 

closely to U.S. patent law’s “person skilled in the art” under 35 

U.S.C. §§ 112 and 122, and “person having ordinary skill in the art” 

 
131 Id. Secs. 1 & 2. 



32 EURAMERICA 

under § 103 (TIPO, 2025: 61). This hypothetical entity embodies 

the general knowledge and ordinary skills prevalent in the 

invention’s technical field at the time of application, capable of 

understanding and leveraging available prior art. 132  If the 

invention’s problem prompts exploration into another technical 

domain, the PHOSITA is deemed to possess that domain’s general 

knowledge and ordinary skills (Sung, 2016: 63-64; TIPO, 2025: 

62). Although typically conceptualized as an individual, the 

PHOSITA may represent a collaborative unit, such as a team with 

complementary expertise, depending on the field’s complexities 

(TIPO, 2024: 2-3-15). 

Whether an invention satisfies the requirement of inventive 

step should be assessed as a whole, rather than by dissecting 

individual technical features (Lee, 2023: 70-71; TIPO, 2024: 2-3-

16). The analysis should begin with the problem the invention seeks 

to solve, and the technical means adopted to achieve that solution, 

reconstructing, to the extent possible, the research and development 

environment at the time of completion, and identifying the potential 

problems or difficulties encountered. This contextual reconstruction 

enables a realistic appraisal of whether a PHOSITA could have 

readily completed the invention; without it, the risk of hindsight bias 

in the inventive step determination is significantly heightened (Lee, 

2023: 71-72). 

The determination of inventive step must be made from the 

standpoint of the PHOSITA, precisely to guard against the distorting 

influence of hindsight in post-hoc evaluations (Lee, 2025: 18). The 

Supreme Administrative Court’s 2016 Panzi No. 503 decision 

articulated that the PHOSITA concept comprises two elements: The 

knowledge requirement and the enabling ability requirement. 133 

The knowledge requirement refers to the body of established 

common knowledge in the field—customary or widely used 

 
132 See Enforcement Rules of the Patent Act, Art. 14.  
133 The Supreme Administrative Court 2016 Panzi No. 503 decision (2016). 
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information, together with the contents of textbooks, reference 

works, and other standard technical resources. This benchmark is 

not defined by formal educational attainment (e.g., high school, 

university, or postgraduate level), but rather by the shared 

knowledge base of a group of practitioners in the relevant field at 

the pertinent time, understood as a notional construct rather than a 

specific individual.134 

The enabling ability requirement denotes the ordinary 

capability to perform routine tasks and experiments within the 

field. 135  The careful construction of this hypothetical person is 

central to ensuring an objective assessment of inventive step. Thus, 

when applying the inventive step standard, it should first identify—

by reference to the patent-in-suit’s technical field, the problems 

faced in the prior art, the methods available for solving those 

problems, the complexity of the technology, and the ordinary skill 

level of practitioners—the precise knowledge level to be imputed to 

the PHOSITA (Sung, 2016: 106-109). 

An invention that a PHOSITA could straightforwardly derive 

from prior art lacks the inventive step necessary for patentability 

(TIPO, 2024: 2-3-16).  The statute’s phrase “can be easily made” 

indicates that if a PHOSITA, relying on one or more prior art 

references and the era’s general knowledge, could reasonably 

foresee the invention’s development without inventive effort, it is 

deemed obvious (TIPO, 2025: 62-63). In this framework, “obvious” 

and “easily accomplished” are synonymous, reflecting an invention’s 

failure to achieve a meaningful advance beyond existing technology 

(TIPO, 2024: 2-3-16). 

 

 

 

 
134 Id. 
135 Id. 
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B. Standards of Assessing the Inventive Step under 
the TIPO Patent Examination Guidelines 

Since 2009, the TIPO has systematically updated its Patent 

Examination Guidelines (hereinafter “the Guidelines”), with a 

particular emphasis on medical inventions, to align with global 

standards. These guidelines have been revised thrice, with the most 

recent iteration published on July 14, 2021 (Li, 2024: 7-8). Chapter 

2 of the Guidelines provides a uniform framework for evaluating the 

inventive step across all invention types, while Chapter 13 offers 

specialized guidance for medical and pharmaceutical innovations. In 

making these revisions, TIPO has drawn upon comparative 

references to new cases and regulatory developments in other 

jurisdictions, particularly the United States (Lee, 2018: 11). This 

influence is evident in the obviousness inquiry standard, as the 

current Guidelines adopt an approach closely paralleling the four 

Graham factors recognized by the U.S. Supreme Court in Graham 

v. John Deere. The following outlines TIPO’s standardized approach 

to evaluating inventive step. 

(A) The Five-Step Assessment Process 

Acknowledging the ongoing complexities of evaluating 

inventive step, TIPO has refined its guidelines to deliver a clear, 

methodical process for applicants. This structured approach 

comprises five sequential steps, designed to determine whether a 

claimed invention exhibits a nonobvious advance beyond what a 

PHOSITA could achieve at the filing date (TIPO, 2024: 2-3-17–2-

3-18). 

Step 1: Determining the Scope of the Claimed Invention 

The assessment begins by defining the precise boundaries of 

the claimed invention, relying on the claims as the primary basis. 

Descriptions and drawings may serve as supplementary references to 

clarify the scope, but elements disclosed solely in these supporting 
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materials, and not explicitly recited in the claims, cannot be 

incorporated into the evaluation. This ensures that the analysis 

remains anchored to the invention as formally claimed (TIPO, 2024: 

2-3-17).  

Step 2: Identifying the Content of Relevant Prior Art 

 Next, the examiner identifies and analyzes the teachings 

within relevant prior art, as interpreted by a PHOSITA using the 

general knowledge available at the filing date. This step encompasses 

not only explicit disclosures but also implicit suggestions or 

inferences drawn from the prior art, reflecting the technical 

landscape at that time (TIPO, 2024: 2-3-17). 

Step 3: Establishing the Technical Level of a PHOSITA 

The PHOSITA’s level of expertise is then established to 

provide an objective benchmark. This assessment considers: (1) the 

nature of problems prevalent in the field, (2) the technical solutions 

employed in prior art to address these issues, (3) the pace of 

innovation within the relevant technical domain, (4) the complexity 

of the technology involved, and (5) the typical educational 

background of practitioners in the field. Not all factors are relevant 

in every instance; their significance varies by case, with one or more 

often proving pivotal (TIPO, 2024: 2-3-17). If prior art alone 

sufficiently illuminates the PHOSITA’s capabilities, further scrutiny 

of these factors may be bypassed, streamlining the evaluation (2-3-

18). 

Step 4: Analyzing Differences Between the Claimed Invention 
and Prior Art 

The examiner selects applicable prior art references, 

designating one as the “primary citation” (the closest match) and 

others as “additional citations” (TIPO, 2024: 2-3-18). The 

differences between the primary citation and the claimed invention 

are then meticulously analyzed. The Guidelines explicitly prohibit 
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merging multiple citations into a composite primary citation, 

maintaining a disciplined and focused comparison (2-3-18). 

Step 5: Evaluating Ease of Accomplishment by a PHOSITA 

The final step evaluates whether a PHOSITA, drawing on the 

primary citation’s disclosures, augmented by additional citations and 

general knowledge at the filing date, could readily achieve the 

claimed invention without inventive effort. To sharpen this analysis, 

TIPO has introduced two sets of criteria: “Factors Negating 

Inventive Step” and “Factors Affirming Inventive Step” (TIPO, 

2024: 2-3-18). These provide a structured framework to resolve 

ambiguities, ensuring a balanced assessment of nonobviousness. 

(B) Factors Negating and Affirming Inventive Step 

Once differences between the claimed invention and prior art 

are identified, the examiner conducts a sequential analysis to 

determine the presence or absence of an inventive step, guided by 

factors that either negate or affirm inventiveness (TIPO, 2024: 2-3-

18). 

“Factors Negating Inventive Step” include: (1) Motivation to 

Combine Multiple Citations: If prior art offers a clear rationale for 

a PHOSITA to integrate teachings from multiple sources, leading to 

the claimed invention, this undermines its inventive step (TIPO, 

2024: 2-3-19–2-3-22). (2) Simply Changing: Simple substitutions or 

tweaks to known elements, absent meaningful technical progress, 

indicate a lack of inventive step. (3) Mere Aggregation: Combining 

existing components without novel integration or effect suggests a 

lack of inventiveness (2-3-22–2-3-23). For a granted patent, when a 

petitioner for invalidation or an accused infringer challenges its 

inventive step on the basis of any of the above factors, they bear the 

burden of proof and must provide concrete, well-reasoned evidence 

to support the claim (Lee, 2023: 72-74). If none of these factors 

apply, the invention is presumed to possess an inventive step, 

potentially concluding the analysis in the applicant’s favor.  
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Should any negating factor arise, the examiner then considers 

countervailing “Factors Affirming Inventive Step.” These factors 

include: (1) Teaching Away: When prior art discourages or advises 

against the claimed approach, perhaps due to perceived 

impracticality, this bolsters inventiveness by highlighting the 

invention’s departure from conventional expectations (Asia Liuh 

Intellectual Property Office, 2017; Chen, 2019: 150; TIPO, 2024: 

2-3-24). (2) Advantageous Effects: If the invention delivers 

unexpected benefits or enhanced functionality not anticipated from 

prior art, it strengthens the case for inventiveness. Where such 

advantageous effects are clearly and directly attributable to the 

claimed technical features, they may serve as compelling evidence in 

support of a finding of inventive step. 136  (3) Auxiliary Factors 

(Secondary Considerations): Objective indicators such as unex-

pected effect, long-felt but unsolved problem, overcoming a 

technical prejudice, and commercial success, may reinforce the 

inventive step requirement, provided these stem directly from the 

invention’s technical attributes (Asia Liuh Intellectual Property 

Office, 2017; TIPO, 2024: 2-3-25–2-3-26). 

The balance between negating and affirming factors 

determines the outcome. If affirming factors outweigh negating 

ones, demonstrating that the invention surpasses routine expertise, 

it meets the inventive step requirement. Conversely, if prior art and 

general knowledge render the invention a predictable result, it lacks 

inventiveness and may be unpatentable. This dual approach, 

embedded in the guidelines, seeks to combine rigor with 

adaptability, ensuring a fair and context-sensitive evaluation. 

(C) Secondary Considerations 

Like the U.S., secondary considerations play a pivotal role in 

assessing inventive step, particularly for pharmaceutical inventions, 

and have emerged as critical factors in recent Taiwan IP Court 

 
136 The Supreme Administrative Court 2021 Shangzi No. 597 decision (2021). 
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rulings.137 Evaluating inventive step requires a meticulous analysis 

of prior art and its relationship to the claimed invention, echoing 

standards akin to those applied by the USPTO for biological and 

pharmaceutical patents, yet tailored to Taiwan’s distinct legal 

framework.  

In its 2021 Shangzi No. 597 judgment, the Supreme 

Administrative Court clarified that the term “secondary 

considerations” refers to methods of assessment that do not proceed 

directly from a causal analysis of the prior art and the invention’s 

teachings.138 Instead, they begin from the relationship between the 

invention and the market to determine the extent of its technical 

contribution.139 Under the TIPO Guidelines, “unexpected effects” 

denote outcomes unforeseeable at the filing date compared to prior 

art, encompassing significant performance enhancements (quan-

titative) or novel functionalities (qualitative) beyond a PHOSITA’s 

expectations. “Long-felt but unsolved problem” must satisfy three 

rigorous criteria to support inventive step: (1) widespread 

recognition by those skilled in the relevant field as a persistent 

challenge; (2) failure to resolve it prior to the patent filing; and (3) 

the claimed invention’s effective resolution of the issue (TIPO, 

2024: 2-3-25–2-3-26). “Overcoming a technical prejudice” refers to 

a scenario where a claimed invention employs a technical approach 

previously disregarded due to a prevailing technical prejudice in a 

specific field to address a particular problem. If this approach 

successfully resolves the issue, it constitutes a factor affirming the 

presence of an inventive step. Moreover, the term “technical 

prejudice” denotes a widely held but erroneous belief within a 

technical domain about a problem’s nature or solution, deviating 

from objective reality and fostering the misconception that no 

 
137 For instance, Taiwan Intellectual Property Court, 2016 Xingzhuansuzi No. 19 

Administrative Judgement; Taiwan Intellectual Property Court, 2010 

Xingzhuansuzi No. 6 Administrative Decision. See infra part IV. C. 
138 The Supreme Administrative Court 2021 Shangzi No. 597 decision (2021). 
139 Id. 
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alternative approaches are viable (2-3-26). Lastly, “commercial 

success” signifies a patented invention’s market triumph directly 

attributable to its technical merits, not external factors like 

marketing or sales strategies (2-3-26). When established, it serves as 

a persuasive indicator of inventiveness. 

Unlike U.S. patent law, which embraces a flexible array of 

secondary considerations, the TIPO’s Guidelines specify only four 

auxiliary factors—unexpected effect, long-felt but unsolved 

problem, overcoming a technical prejudice, and commercial 

success—without a broad, catch-all provision. Notably absent is the 

“failure of others,” a standalone factor in U.S. practice, which may 

limit Taiwan’s framework for robustly affirming inventive step. To 

address this, incorporating a general and adaptable provision could 

enhance the evaluation’s flexibility, or explicitly recognizing “failure 

of others” as a distinct criterion could further refine and strengthen 

the process (Kuo, 2023). 

C. Determining Inventive Step in  
Biopharma-Related Inventions 

In Taiwan, the assessment of inventive step for patentability, 

particularly in the medical and pharmaceutical fields, is significantly 

influenced by judicial precedents. The TIPO emphasizes the need for 

applicants to substantiate claims of inventive step with robust 

evidence, reflecting a rigorous standard shaped by case law. The 

decisions from the Taiwan IP Court emphasize the need for 

thorough analysis to surpass the inventive step threshold. 

(A) Compounds 

A compound is deemed inventive if its structure substantially 

differs from known compounds, regardless of unexpected effects. 

However, if it closely resembles a known compound in structure and 

function, a PHOSITA would likely anticipate similar properties at 

the filing date, rendering it non-inventive unless it delivers 
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unforeseen outcomes, such as a novel use or markedly superior 

efficacy (TIPO, 2024: 2-3-27). 

(B) Pharmaceutical Compositions 

Repurposing a composition known for non-human use to treat 

similar human conditions is generally non-inventive, even without 

prior art explicitly suggesting the adaptation, unless unexpected 

effects or other evidence affirm inventiveness. Combinations of 

known components are inventive if novel and yielding surprising 

results. Yet, they lack inventiveness if they stem from routine 

PHOSITA efforts to address standard issues, like enhancing efficacy 

or reducing side effects, achievable through conventional 

optimization (TIPO, 2024: 2-3-27). 

The IP Court 2016 Xingzhuansuzi No. 19 Administrative 

decision illustrates this. On January 25, 2000, G.D. Searle, LLC filed 

for “Celecoxib Compositions,” granted as Taiwan Patent No. 

I579295. An invalidation challenge under Article 22, novelty and 

inventive step issues, prompted TIPO to declare it invalid, a decision 

upheld by the IP Court, which found the claimed patent invalid 

under inventive step.140 

The IP court based its assessment of inventive step on prior art, 

including Citation 2, which describes a pharmaceutical composition 

containing celecoxib, and Citation 4, the textbook “Pharmaceutics: 

The Science of Dosage Form Design.” The court determined that a 

PHOSITA seeking to enhance a celecoxib-based pharmaceutical 

composition would have had ample and reasonable motivation to 

apply the well-established principles outlined in the textbook.141 

The court reasoned that the sole difference between Citation 2 

and Claim 1 of the claimed patent is that Citation 2 does not disclose 

a D90 particle size of less than 200 microns, as specified in Claim 1. 

Likewise, the differences between Citation 2 and Claims 2 to 4 lie 

 
140 Taiwan Intellectual Property and Commercial Court, 2016 Xingzhuansuzi No. 

19 Administrative decision (2016). 
141 Id. 
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in Citation 2’s lack of explicit disclosure of the additional limitations 

in Claims 2 to 4: “wherein the particles have a D90 of less than 100 

microns,” “wherein the particles have a D90 of less than 40 

microns,” and “wherein the particles have a D90 of less than 25 

microns.” 142  However, Citation 4, a standard pharmaceutical 

textbook, teaches that reducing particle size increases surface area, 

thereby improving drug bioavailability. Although Claims 2 to 4 

further specify particle sizes of less than 100 microns, 40 microns, 

and 25 microns, the disputed patent’s specification states: “For 

example, as shown in Example 11, reducing the D90 particle size of 

the starting material celecoxib from 60 microns to 30 microns can 

significantly enhance the bioavailability of the pharmaceutical 

composition.”143 This indicates that achieving particle sizes below 

100 microns, 40 microns, or 25 microns is well within the capability 

of a PHOSITA using routine pharmaceutical techniques, such as 

grinding or sieving, with predictable results. Thus, the combination 

of Citations 2 and 4 demonstrates that Claims 2 to 4 of the disputed 

patent could be readily achieved by a PHOSITA using existing 

knowledge and technology prior to the patent application, rendering 

them non-inventive.144 

After a thorough review, the court concluded that the claimed 

invention, “a pharmaceutical dosage form for improving 

bioavailability,” could be easily developed by a PHOSITA using the 

combined teachings of the prior art, with foreseeable outcomes, and 

therefore does not possess an inventive step.145 In conclusion, the 

court held that the combination of Citations 2 and 4 sufficiently 

establishes that Claims 2 to 4 of the patent lack an inventive step, as 

celecoxib was known, and the specification lacked evidence of 

unexpected benefits. The patentee’s admission of standard practices 

(e.g., D90 < 200 μm) further weakened its case, underscoring a 

 
142 Id. 
143 Id. 
144 Id. 

145 Id. 
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drafting caution: revealing conventionality risks signaling obvi-

ousness (Wisdom International Patent & Law Office [Wisdom], 

2020). 

(C) Pharmaceutical Uses 

Inventiveness for pharmaceutical uses centers on the active 

compound and its therapeutic application, typically the condition or 

effect targeted. Novel strategies applying known compositions to 

familiar conditions, such as unique patient groups or dosing 

regimens, require an overall assessment of inventive step against 

prior art. Routine optimizations predictable to a PHOSITA do not 

confer inventiveness unless backed by unexpected outcomes (TIPO, 

2024: 2-13-36). 

The IP Court’s 2010 Xingzhuansuzi No. 6 Administrative 

decision highlights this. Schering-Plough Corporation sought a 

patent for “Treating Allergic and Inflammatory Conditions” using 

desloratadine, but TIPO rejected it, citing U.S. Patent No. 4659716 

(published April 21, 1987) disclosing similar uses and 

pharmacokinetics. Appeals up to the Supreme Administrative Court 

(2010 Caizi No. 2539) failed. The IP Court ruled the invention 

invalid based on inventiveness.146 

The IP court explained that the inventive step of a medical use 

claim is evaluated based on the active ingredient, such as the 

compound employed, and the claimed medical use, which typically 

denotes the targeted condition or pharmacological effect. 147 

However, when the invention’s technical features involve a known 

composition and concern elements like dosage, administration 

route, dosing interval, or sequential administration of components, 

the inventive step of these features must be scrutinized. 148 If the 

invention addresses a well-known issue in the medical field—such as 

 
146 Taiwan Intellectual Property and Commercial Court 2010 Xingzhuansuzi No. 6 

Administrative decision (2010). 

147 Id. 
148 Id. 
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enhancing therapeutic efficacy or minimizing side effects—by 

optimizing factors like dosage, dosing interval, or administration 

route, and a person having ordinary skill in the art can achieve such 

optimization through routine experimentation or standard 

analytical methods with predictable outcomes compared to prior art 

disclosures, the invention lacks the necessary inventive step.149 

The claimed patent disclosed vivo drug concentration and 

pharmacokinetic parameters related to the patient’s response and 

the drug’s characteristics. However, the patent specification fails to 

establish a clear link between these parameters and clinical 

therapeutic outcomes, thus not demonstrating a therapeutic 

improvement over the prior art cited during the initial 

examination. 150  Furthermore, the disclosed medical use, dosage, 

and administration method of desloratadine are readily achievable 

by a PHOSITA through standard experimentation. The IP court 

determined that desloratadine’s application for allergies and 

inflammation, with a dosage range of 5-100 mg/day and 

pharmacokinetic data (e.g., blood concentration of 5-20 mg), aligns 

with expectations from routine clinical trials and prior art. 

Additionally, the specified 5-20 mg range and pharmacokinetic 

profile stem from standard monitoring practices, replicable by a 

PHOSITA, without evidence of superior results or unexpected 

advantages compared to the prior patent. Consequently, the claims 

within the scope of this patent application do not exhibit an 

inventive step.151 

The rejection stemmed from the applicant’s failure to 

demonstrate criticality or unexpected results for the claimed dosage 

range, underscoring the need for detailed embodiments in the 

specification to substantiate inventive step. Without such evidence, 

 
149 Id. 
150 Id. 
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the invention fell within routine PHOSITA capabilities (Wisdom, 

2018). 

V. Discussion: Contrasting Nonobviousness 
Standards in the U.S. and Taiwan 

The nonobviousness requirement, known as inventive step in 

Taiwan, serves as a cornerstone of patent law in both the U.S. and 

Taiwan, ensuring that only inventions demonstrating significant 

ingenuity merit protection. While the USPTO and TIPO both rely 

on secondary considerations to assess nonobviousness, their 

methodologies, evidentiary thresholds, and practical applications 

diverge profoundly. 

A. The U.S.: A Flexible Framework Anchored in 
“Reasonable Expectation of Success” 

In the U.S., the nonobviousness standard under 35 U.S.C. § 

103 was reshaped by the Supreme Court’s KSR decision. Building on 

earlier precedents like In re O’Farrell, KSR clarified that “obvious to 

try” applies when there is a “reasonable expectation of success,” not 

absolute certainty.152 In this framework, “reasonable expectation of 

success” is not separate from “obvious to try” but functions as a 

necessary component of it. Under post-KSR jurisprudence, a finding 

that a PHOSITA would be motivated to try a finite number of 

identified, predictable solutions is not enough; the court must also 

determine that the PHOSITA would reasonably expect at least one 

of those solutions to work. Thus, “obvious to try” in U.S. law is 

contingent on meeting the reasonable-expectation threshold. 

This shift poses significant challenges in scientific research, 

where inherent unpredictability complicates applying the reasonable 

expectation standard (Brown, 2024: 1760-1762; Burk & Lemley, 

2004: 715-716). The lack of a standardized metric for determining 

 
152 In re O’Farrell, 853 F.2d 894, 903 & 905 (Fed. Cir. 1988). 
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what constitutes a “reasonable expectation” introduces ambiguity, 

leading to confusion in the legal interpretation and application of 

evaluating obviousness (Brown, 2024: 1758-1760; Burk & Lemley, 

2004: 706-708). Consequently, courts struggle to reconcile the 

intrinsic unpredictability of scientific research with the need for a 

clear standard to evaluate obviousness. At the same time, this 

combination of a higher evidentiary threshold with interpretive 

flexibility means that while more claims may be rejected under 

“obvious to try,” courts retain the ability to preserve protection for 

deserving inventions when supported by compelling evidence 

(Rogers, 2014: 98-99). 

The “reasonable expectation of success” standard assesses whether 

prior art identifies a problem and a finite set of solutions with 

foreseeable outcomes. For example, in biotechnology, the 

predictability of macromolecular sequences varies significantly. 

Complementary DNA (cDNA) may be obvious from messenger 

RNA (mRNA) due to their direct relationship, but genomic DNA 

(gDNA) is less predictable due to introns, as noted in In re Deuel 

(McKereghan, 1991: 1072). The Federal Circuit’s In re Kubin 

decision applied the “obvious to try” standard, finding a DNA 

sequence obvious when prior art disclosed the protein and standard 

isolation methods (Rogers, 2014: 67). As shown in Table 1, this 

integration of “obvious to try” with “reasonable expectation of 

success” means that when the prior art provides a finite number of 

predictable options and a PHOSITA would reasonably expect 

success, most biotechnology inventions will be deemed obvious. 

This illustrates how “obvious to try” raises the bar for patentability  

and sets the stage for secondary considerations and factual 

unpredictability to play a decisive role in the outcome. While Kubin 

raises the threshold for nonobviousness in genetic inventions, it 

aligns with the principles articulated in KSR (Isenbarger, 2009: 

1448; Rogers, 2014: 68). 

The standard challenges biotechnology and pharmaceutical 

innovations, where incremental advances, such as optimizing drug 
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Table 1 Comparison of Biotechnology-Related Patent Cases under 
TSM and “Obvious to Try” Test 

 In re Bell In re Deuel In re Kubin 

Invention 
DNA encoding 

IGF 
DNA encoding 

HBGFs 
DNA sequence 

Prior  
Art 

IGF amino acid 
sequences,  
general gene 
isolation method 

HBGFs protein, 
general DNA 
isolation method 

Same protein, 
conventional 
DNA isolation 
method 

TSM Nonobvious Nonobvious Nonobvious 

Obvious 
to Try 

Obvious Nonobvious Obvious 

Source: Data compiled by the author.153 

 

formulations or sequences, are common. Routine adjustments to 

“result-effective variables” (e.g., dosage, molecular structure) risk 

being deemed obvious if prior art suggests a clear path. 154  For 

instance, in Pfizer v. Apotex, the Federal Circuit ruled that 

unpredictability alone does not ensure nonobviousness; a 

“reasonable probability of success” suffices.155 This raises concerns 

for derivative drugs, which often refine existing compounds to 

improve efficacy or reduce side effects but face rejection as obvious 

optimizations (Brown, 2024: 1756; Lemley, 2017: 1370). 

Improvements based on standard adjustments to enhance drug or 

biologic effectiveness and stability may be deemed unpatentable.156 

Routine optimization entails experimenting with “result-effective 

 
153 In re Bell, 991 F.2d 781 (Fed. Cir. 1993); In re Deuel, 51 F.3d 1552 (Fed. Cir. 

1995); In re Kubin, 561 F.3d at 1351 (Fed. Cir. 2009). 
154 Pfizer, Inc. v. Apotex, Inc., 480 F.3d at 1367. 
155 Id. 
156 Janssen Pharmaceuticals, Inc. v. Teva Pharmaceuticals USA, Inc., 97 F.4th at 930; 

Pfizer, Inc. v. Apotex, Inc., 480 F.3d at 1367. 
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variables” gleaned from prior art to address established issues. 157 

Courts scrutinize whether prior art offers a limited and foreseeable 

range of modification options, aiding in systematic testing and 

validation.158 

The U.S. counters this risk through robust secondary 

considerations, including commercial success, unexpected results, 

long-felt need, failure of others, industry praise, and copying. 159 

These factors, rooted in Graham, mitigate hindsight bias by focusing 

on prior art at the filing date (Brown, 2024: 1760; Thomas, 2011: 

2102). Commentators have observed that “[u]nexpected results and 

properties have played an especially important role in assessing the 

patentability of new chemical compounds, compositions, and 

pharmaceutical methods” (Rogers, 2014: 78). Evidence of 

commercial success or addressing unmet needs suggests that 

competitors would have pursued similar avenues if the experiments 

conducted by the patentee were obvious (Brown, 2024: 1761; 

Wieker, 2008: 675). Establishing a connection between these 

indicators and the claims is crucial for rebuttal.160 

However, the significance of these secondary factors can 

vary.161 In Pfizer, Inc. v. Apotex, Inc., the Supreme Court clarified 

that unpredictability in a field does not inherently equate to 

unexpectedness, ruling that “obviousness cannot be avoided simply 

by a showing of some degree of unpredictability in the art so long as 

 
157 E.I. DuPont de Nemours & Co. v. Synvina C.V., 904 F.3d 996, 1003 (Fed. Cir. 

2018). 
158 Id. 
159 See Graham v. John Deere Co. of Kan. City, 383 U.S. at 17-19. 
160 See, e.g., Vanda Pharmaceuticals Inc. v. Teva Pharmaceuticals USA, Inc., 2023 

WL 3335538, at *4 (Fed. Cir. 2023), cert. denied, -- S.Ct. --, 2024 WL 1706024 
(2024); Janssen Pharmaceuticals, Inc. v. Teva Pharmaceuticals USA, Inc., 97 
F.4th at 927-928; Chemours Co. FC, LLC v. Daikin Indus., Ltd., 4 F.4th 1370, 

1378 (Fed. Cir. 2021), cert. denied, 142 S. Ct. 1418 (2022). 
161 See Vanda Pharmaceuticals Inc. v. Teva Pharmaceuticals USA, Inc., 2023 WL 

3335538, at *4 (Fed. Cir. 2023), cert. denied, 144 S.Ct. 1393 (2024); see also 

Pfizer, Inc. v. Apotex, Inc., 480 F.3d at 1372. 
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there was a reasonable probability of success.”162 While unexpected 

results can sway toward nonobviousness, cases like Kubin and 

Janssen show that courts may not always conclude nonobviousness 

based solely on unexpected outcomes. Courts sometimes favor 

patent claims when citing secondary considerations, but might 

downplay them when ruling against claims (Rogers, 2014: 78). 

When a patentee narrows a range from prior art, demonstrating the 

criticality of this range is vital.163 This requires factual data evidence 

rather than speculative statements (Brown, 2024: 1762). 

Demonstrating that an invention is not obvious involves proving its 

superiority compared to previous versions. This superiority can be 

illustrated by pinpointing specific values that were previously 

unsuccessful in achieving the desired outcome. In essence, the 

incremental nature of pharmaceutical and biotechnological research 

makes patents in these fields susceptible to obviousness challenges. 

In this way, while the “obvious to try” standard can raise the 

patentability hurdle, the interplay between this standard and strong 

secondary considerations creates opportunities for applicants to 

overcome that hurdle. 

Using objective indicia of nonobviousness has faced challenges 

following the precedent set by KSR. When a patentee provides 

objective indicia, such as long-felt need, praise, or commercial 

success, it often exposes areas in need of innovation, thus motivating 

a PHOSITA to pursue exploratory work (Brown, 2024: 1779). For 

instance, demonstrating a long-felt need partially fulfills the inquiry 

into “obvious to try” by delineating a palpable design necessity.164 

Conversely, unexpected results lose relevance if the invention fails 

to address an unmet need.165 As articulated by the Federal Circuit, 

the revelation of a solution to a problem may not elicit surprise from 

 
162 Pfizer, Inc. v. Apotex, Inc., 480 F.3d 1364. 
163 See also In re Applied Materials, Inc., 692 F.3d 1289, 1297 (Fed. Cir. 2012). 
164 KSR Int’l Co. v. Teleflex Inc., 550 U.S. at 421. 
165 Forest Lab’ys, LLC v. Sigmapharm Lab’ys, LLC, 918 F.3d 928, 937 (Fed. Cir. 

2019). 
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a PHOSITA if they were unaware of the problem’s existence 

initially.166 Notably, unexpected results remain emblematic within 

the realm of pharmacological research, possessing the capacity to 

elevate incremental experimentation into groundbreaking thera-

peutic interventions (1779). As Table 1 shows, the “obvious to try” 

standard may raise the bar for finding nonobviousness—particularly 

in fields marked by incremental, predictable advances. Courts, 

however, can temper this effect through flexible application of the 

standard and by according substantial weight to strong objective 

indicia of nonobviousness. The U.S.’s flexible framework, by 

integrating the “reasonable expectation of success” requirement 

with consideration of objective indicia, accommodates biopharma’s 

complexity, allowing courts to balance PHOSITA inferences with 

empirical evidence so that deserving innovations can still obtain 

protection despite the stricter scrutiny that “obvious to try” may 

impose. 

B. Taiwan: A Rigorous, Evidence-Centric Approach 

Taiwan’s inventive step assessment, governed by the TIPO 

Guidelines, prioritizes technical distinctions and stringent proof. An 

invention is inventive if a PHOSITA would not easily make it based 

on the prior art. Two factors dominate: motivation to combine 

multiple references (negating inventiveness) and unexpected effects 

(affirming it). Applicants must demonstrate both a lack of 

motivation to combine and superior, unforeseen results, supported 

by precise and data-driven evidence (TIPO, 2024: 2-3-19–2-3-20). 

A survey of Taiwan case law, however, shows that courts often do 

not fully articulate their reasoning; some decisions state conclusions 

without clearly delineating each analytical step in the inventive-step 

inquiry. To minimize hindsight bias, courts should disclose the 

standard adopted and set out a transparent, step-by-step application 

of that standard to the facts (Lee, 2023: 67). 

 
166 Id. 
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TIPO’s focus on “motivation to combine” requires a clear 

rationale for a PHOSITA to integrate prior art teachings (TIPO, 

2024: 2-3-19). Unlike the U.S.’s post-KSR “obvious to try” 

approach, Taiwan demands explicit justification, as seen in TIPO’s 

rejection of vague combinability arguments. “Unexpected effects” 

must be directly attributable to claimed features, showing 

unforeseeable performance or novel functions. For instance, a new 

formulation must quantitatively outperform prior art in ways a 

PHOSITA could not predict, as outlined in the Guidelines (TIPO, 

2024: 2-13-35–2-13-39). 

Like the U.S., Taiwan recognizes secondary considerations—

objective indicia designed to guard against hindsight bias—in 

assessing inventive step, especially in pharmaceutical and 

biotechnology disputes. Commentators, however, note that 

Taiwan’s IP courts generally do not establish a direct and outcome-

determinative linkage between these indicia and the inventive-step 

finding. Rather, they treat secondary considerations as auxiliary: if 

the court can resolve inventiveness by comparing the claimed 

invention with the prior art, it may dispense with secondary indicia 

altogether. While doctrinally coherent, this practice can leave a 

residual risk of hindsight error in close cases (Lee, 2018: 11-12, 

2023: 85). 

Other secondary considerations, such as commercial success, 

carry minimal weight unless tightly linked to technical innovation. 

The Supreme Administrative Court’s 2020 Panzi No. 232 decision 

articulated that “‘commercial success’ serves as a supplementary 

factor in assessing inventive step, not the sole criterion. Beyond its 

technical attributes, the commercial performance of a patented 

product may also stem from marketing strategies, promotional 

efforts, market dynamics, or broader socioeconomic conditions.”167 

This perspective is reflected in subsequent Intellectual Property 

Court decisions. 

 
167 The Supreme Administrative Court 2020 Panzi No. 232 decision (2020). 
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For instance, in the IP Court’s 2021 Mingzhuansuzi No. 25 

Civil decision, the plaintiff argued that the disputed patent’s 

Windows 8 certification demonstrated commercial success. 

However, citing prior Supreme Administrative Court ruling, the 

court found that the plaintiff’s evidence failed to connect the 

certification to the technical features of claims 10 to 12. Moreover, 

the plaintiff provided no evidence showing enhanced market share 

attributable to the patent. Consequently, the court determined that 

the evidence of commercial success was insufficient to establish 

inventive step.168 

Similarly, in the IP Court’s 2017 Xingzhuansuzi No. 25 

Administrative decision, the plaintiff emphasized that the disputed 

patent had been licensed to 573 entities, generating nearly NT$6 

million in royalties, to support its inventive step. 169  The court 

rejected this argument, acknowledging that while a patent’s practical 

nature permits commercial success to serve as a supporting factor, 

such success often arises from non-technical factors.170 The court 

held that a substantiated inventive step and commercial success must 

result from the patent addressing a previously unresolved technical 

problem, thereby earning market favor. Merely commercializing 

existing technology or its straightforward variants—effectively 

marketing public domain concepts—does not warrant patent 

protection.171 The plaintiff’s licensing evidence failed to show that 

the success stemmed from solving a novel technical issue, leading the 

court to conclude that licensing achievements alone lack significant 

weight in proving inventive step.172 

 
168 Taiwan Intellectual Property and Commercial Court 2021 Mingzhuansuzi No. 

25 Civil decision (2021). 
169 Taiwan Intellectual Property and Commercial Court 2017 Xingzhuansuzi No. 25 

Administrative decision (2017). 
170 Id. 
171 Id. 
172 Id. 
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Some commentators contend that the Taiwan IP Court’s 

standard for recognizing commercial success is overly stringent and 

misaligned with industry licensing practices (Lee, 2025: 25). Given 

the inherently exclusive nature of patent rights, merely holding a 

patent does not automatically confer a monopoly position in the 

market—unless the invention qualifies as an essential facility or a 

standard essential patent. On this view, the IP Court’s requirement 

that commercial success must equate to a monopoly market position 

imposes an unduly high threshold, potentially discounting genuine 

market achievements that are nonetheless linked to the patented 

technology (25). This narrow evidentiary threshold stands in sharp 

contrast to the U.S., where commercial success—when credibly tied 

to the claimed invention — can substantially influence the 

nonobviousness analysis, even if the invention does not dominate 

the market. 

A notable example of commercial success as a persuasive 

secondary consideration is found in the IP Court’s 2018 

Xingzhuansuzi No. 75 decision.173 The patentee improved its first-

generation product by introducing a foldable design feature into a 

second-generation version, for which the patent-in-suit was granted. 

At the time of the first-generation product’s launch, no comparable 

products existed in the market. Following the release of the second-

generation product, infringing copies proliferated—evidence that 

competitors recognized both the distinctiveness and the commercial 

value of the foldable feature. 174  The Court concluded that the 

market success was directly attributable to this technical feature, and 

not to external factors such as marketing or sales strategies, thereby 

treating it as persuasive evidence affirming inventive step.175 

 
173 Taiwan Intellectual Property and Commercial Court, 2018 Xingzhuansuzi No. 

75 Administrative decision (2016). 
174 Id. 
175 Id. 
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Consequently, Taiwan’s IP Court imposes a rigorous 

requirement for evidence of technical causation, dismissing non-

technical influences. This exacting standard renders commercial 

success a marginal factor in practice, starkly contrasting its 

prominent role in U.S. patent proceedings. Moreover, unlike the 

U.S., Taiwan does not explicitly recognize “failure of others” as a 

standalone factor. The U.S. explicitly acknowledges “failure of 

others” as a distinct secondary consideration, reflecting a 

PHOSITA’s inability to solve a problem despite attempts, as 

highlighted in In re Kubin, where others’ unsuccessful efforts 

supported nonobviousness. 176  This factor bolsters an invention’s 

inventiveness by underscoring its departure from routine skill (Hays, 

2009: 823). Taiwan, however, does not list “failure of others” as a 

standalone criterion (TIPO, 2024: 2-3-25–2-3-26). While it may be 

considered implicitly under long-felt need, as per the TIPO 

Guidelines, it lacks independent emphasis. This conservative 

approach prioritizes technical evidence over practical indicators, 

ensuring patent integrity but potentially undervaluing incremental 

advances. 

C. Policy Implications: Innovation vs. Patent Integrity 

The U.S.’s “reasonable expectation of success” test requires 

inventions to reflect genuine ingenuity, not routine skill.177 KSR’s 

rejection of TSM aligned with this, but its application in 

unpredictable fields like biotechnology raises concerns.178 For an 

“addition of a new and useful element to an old combination [to] be 

patentable, [t]he addition must be the result of invention rather than 

the mere exercise of the skill of the calling, and not one indicated by 

 
176 In re Kubin, 561 F.3d at 1361. 
177 Graham v. John Deere Co. of Kan. City, 383 U.S. at 17. 
178 Brief of Professor Christopher M. Turoski et al. as Amici Curiae Supporting 

Petitioner, Vanda Pharmaceuticals Inc. v. Teva Pharmaceuticals USA, Inc., No. 

23-768 (Feb. 16, 2024), at 8, https://patentlyo.com/media/2024/02/NAPP-

Amicus-Brief.pdf [hereinafter “Brief of Professor Christopher”]. 
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the prior art.”179 A finding of obvious will result if the advancement 

of an invention was “plainly indicated by the prior art.” 180 This 

standard, echoed in subsequent cases like Graham, hinges on 

whether an advancement represents the expected outcome for any 

skilled artisan in the field or demonstrates true ingenuity.181  

The KSR decision discarded the rigid TSM standard for 

obviousness, ruling that “a combination of familiar elements 

according to known methods is likely to be obvious when it does no 

more than yield predictable results.” 182  This aligns with legal 

precedents before 1952, suggesting that an advancement is obvious 

if indicated or expected within existing knowledge.183 Biochemical 

technologies, prevalent in pharmaceuticals, pose unique challenges 

due to their complex and unpredictable nature (Burk & Lemley, 

2003: 1584, 1588). Unlike mechanical technologies, where 

outcomes are often foreseeable, biochemical innovations confound 

predictability (Rantanen, 2013: 747-748). Consequently, deter-

mining nonobviousness in this field requires deep expertise 

accessible only to experts. Even a PHOSITA might struggle to 

anticipate the outcomes of combining different biochemical ideas, 

complicating the assessment of nonobviousness (Burk & Lemley, 

2002: 1187; Rantanen, 2013: 747-748). 

Further challenges arise from the U.S. Federal Circuit’s 

reliance on the “reasonable expectation of success” principle. This  

standard risks undermining the true essence of nonobviousness by 

focusing on whether a skilled artisan would anticipate success. 184 

Yet, a skilled artisan may anticipate success before it becomes 

predictable, making the standard problematic. It seemingly imposes 

 
179 Textile Machine Works v. Louis Hirsch Textile Machines, Inc., 302 U.S. 490, 

497-498 (1938). 
180 Cuno Engineering Corp. v. Automatic Devices Corp., 314 U.S. 84, 88 (1941). 
181 Graham v. John Deere Co. of Kan. City, 383 U.S. at 25. 
182 KSR Int’l Co. v. Teleflex Inc., 550 U.S. at 416-417. 
183 Brief of Professor Christopher, supra note 177, at 12. 
184 Pfizer, Inc. v. Apotex, Inc., 480 F.3d at 1364. 
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the unrealistic requirement that artisans anticipate failure for an 

advancement to be considered nonobvious. However, the viability 

of an experimental option does not necessarily imply predictability. 

In biotechnology and pharmaceutical innovation, progress often 

relies on extensive experimentation and the amalgamation of past 

discoveries (Buteau, 2009: 23). Despite the unpredictable nature of 

these experiments, a skilled artisan might reasonably expect success, 

even when the outcomes remain uncertain. 

The Federal Circuit’s consistent application of the TSM test 

provided a reliable metric for assessing patent viability; however, its 

post-KSR jurisprudence has veered towards unpredictability 

(Angelocci, 2008: 317-318). While allowing for the consideration 

of secondary factors, this flexibility risks diluting the standards for 

nonobviousness by overly focusing on foreseeability rather than 

genuine innovation (Fabris, 2020: 700). Consequently, the 

“reasonable expectation of success” standard deviates from the 

Federal Circuit established precedents, potentially undermining the 

robustness of the criteria for assessing obviousness.185 In addition, 

it may inadvertently discourage inventors and stifle innovation. The 

uncertainty surrounding the likelihood of obtaining a patent could 

lead inventors to perceive patent applications as high-risk 

investments, deterring them from pursuing research and 

development endeavors (Angelocci, 2008: 315). Consequently, 

society may miss out on the benefits of potentially groundbreaking 

products. 

Moreover, inventors facing such uncertainty may opt for 

alternative methods of protecting their inventions, such as keeping 

them as trade secrets. While this approach ensures exclusivity, it 

deprives society of the benefits derived from shared knowledge and 

innovation. Unlike patented inventions, which are disclosed to the 

public, trade secrets remain hidden, hindering further advancements 

and improvements. Therefore, society gains nothing from the 

 
185 Brief of Professor Christopher, supra note 177, at 13. 
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invention, as no one can use or improve it (Angelocci, 2008: 321; 

Wong, 2019: 2225). 

Additionally, relying on the “reasonable expectation of 

success” test prevents legitimate inventors from securing their 

rightful intellectual property. If another party independently 

discovers the same invention later on, the original inventor may be 

unable to avoid exploiting their creation (Angelocci, 2008: 321-

322). Given these implications, the Federal Circuit must reassess the 

suitability of persisting with the “reasonable expectation of success” 

test. Such a reevaluation would protect inventors’ interests, foster an 

environment that encourages innovation, and ultimately serve the 

broader societal good (322-323). Furthermore, the USPTO, aligning 

with Federal Circuit precedent, emphasized in its 2024 Obviousness 

Guideline that the imperative for examiners to meticulously assess 

all pertinent objective evidence concerning obviousness (USPTO, 

2024a: 14452-14453). As the Federal Circuit’s Janssen decision 

underscored, the court must undertake a rigorous nexus analysis in 

evaluating each secondary consideration, scrutinizing the corre-

lation between the objective evidence and the claim scope.186 

Taiwan’s structured approach avoids such ambiguity but 

imposes a high evidentiary bar. By prioritizing “motivation to 

combine” and “unexpected effects,” TIPO ensures clarity but may 

reject meritorious incremental inventions, particularly in bio-

pharma, where small changes yield significant benefits. TIPO’s 

examination process heavily weighs “motivation to combine 

multiple references” among factors negating inventive step, 

requiring a clear rationale for a PHOSITA to integrate prior art 

teachings (TIPO, 2024: 2-3-16–2-3-18). Conversely, “unexpected 

effects” stand out among auxiliary factors affirming inventiveness, 

offering a potent counterargument when supported by compelling 

evidence (2-3-25). An applicant can effectively argue for an 

inventive step by demonstrating both a lack of motivation to 

 
186 Janssen Pharmaceuticals, Inc. v. Teva Pharmaceuticals USA, Inc., 97 F.4th at 933. 
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combine references and superior, unforeseeable results relative to 

prior art. This dual focus demands precise and data-driven proof, 

aligning with Taiwan’s structured and evidence-centric approach. 

Like the U.S., Taiwanese practice frames the inventive step 

inquiry around whether a PHOSITA, based on the prior art available 

before the filing date, could have easily accomplished the invention 

(Lee, 2025: 19). As emphasized in the Supreme Administrative 

Court’s 2016 Panzi No. 503 decision, this inquiry should not 

devolve into a purely mechanical comparison of technical 

differences, nor into a rigid application of the so-called TSM test—

focusing solely on whether the prior art contains explicit teachings, 

suggestions, or motivations—while neglecting the central question 

of whether the invention could, in fact, have been easily realized.187 

This principle is consistent with the Supreme Court’s reasoning in 

its 2024 Taishanzi No. 453 decision188 and 2024 Taishanzi No. 459 

decision (19-21).189 

Building on this framework, the Supreme Court in its 2024 

Civil Judgments No. 459 and No. 453 further clarified that the 

inquiry must distinguish between “a clear willingness to try” and “a 

clear willingness to implement,” in line with the “could-would” 

approach. 190  The focus is not merely on whether, in theory, a 

PHOSITA could have executed the invention successfully, but also 

on whether, in the specific circumstances, there existed 

inducements, concrete factual bases, or encouragements that would 

prompt such a person to undertake and complete the relevant 

research and development (Lee, 2025: 20). Because a PHOSITA’s 

decision to extract and combine particular technical features from 

multiple references is not readily apparent from external 

observation, the Court emphasized the need to infer such 

 
187 The Supreme Administrative Court 2016 Panzi No. 503 decision (2016). 
188 The Supreme Court 2024 Taishanzi No. 453 decision (2024). 
189 The Supreme Court 2024 Taishanzi No. 459 decision (2024). 
190 See the Supreme Court 2024 Taishanzi No. 453 decision (2024); the Supreme 

Court 2024 Taishanzi No. 459 decision (2024). 
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motivations from objective indicia—such as the relationship 

between the cited references and the technical field of the claimed 

invention, the commonality of the problems addressed, the 

similarity of functions or effects, and the presence of teachings or 

suggestions in the prior art. The greater the number of such factors, 

the stronger the motivation to combine, thereby diminishing 

inventive step.191 

Accordingly, when assessing whether a PHOSITA could have 

readily completed the invention, it is essential to distinguish between 

“a clear willingness to try” (could) and “a clear willingness to 

implement” (would). The proper inquiry is anchored to the filing 

date and considers both the prior art and the body of common 

general knowledge. The question is whether—within the scope of 

those combined teachings—a PHOSITA would reasonably 

contemplate and readily arrive at the claimed solution. A mere 

theoretical possibility that a PHOSITA could complete the invention 

is insufficient to conclude that it could be readily made (Lee, 2023: 

83). 

Before the 2007 KSR decision, U.S. practice under the TSM 

rule required showing that a PHOSITA would have been motivated 

to combine related teachings to solve the invention’s technical 

problem. In KSR, the U.S. Supreme Court clarified that the mere 

ability to arrive at the invention (could) does not, by itself, render it 

obvious. The determination must evaluate whether a PHOSITA 

would have undertaken the development work with a reasonable 

expectation of success. Thus, even where prior art provides a 

foundation or teaching, if a PHOSITA would not reasonably expect 

success, they may forgo the attempt to avoid wasted time and 

resources—supporting a finding of inventive step (Lee, 2023: 83; 

Shen, 2013: 349). In short, the core of the inventive-step inquiry lies 

not in whether the invention could be implemented “in theory,” but 

whether there is a concrete factual basis to conclude that a PHOSITA 

 
191 Id. 
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would have been motivated to implement it with a reasonable 

expectation of success (Lee, 2023: 84). 

Taken together, Taiwan’s framework for secondary 

considerations mirrors U.S. law in recognizing the evidentiary value 

of market-based and performance-based indicia, yet applies these 

factors with a heightened emphasis on a demonstrable causal nexus 

to the claimed technical features, supported by robust and data-

driven evidence (Lee, 2025: 23). The U.S.’s broader framework 

better accommodates biopharma’s unpredictability, fostering risk-

taking through secondary considerations. The U.S., post-KSR 

decisions show that the court favors PHOSITA common sense, with 

secondary considerations flexibly rebutting obviousness. Taiwan’s 

stringent proof contrasts with U.S. latitude, reflecting a balance 

between patent integrity and innovation encouragement. While both 

jurisdictions leverage secondary considerations to assess nonob-

viousness, the U.S. employs a more permissive and context-sensitive 

framework that accommodates biopharma’s nuances and balances 

evidence with PHOSITA inference. Taiwan’s approach, rooted in 

precise technical proof and conservative application of factors, 

imposes a higher hurdle, prioritizing unpredictability over practical 

success indicators. These differences reflect divergent priorities: the 

U.S. fosters innovation through adaptability, while Taiwan 

safeguards patent integrity with stringent substantiation (Wisdom, 

2022). 

VI. Conclusion 

The U.S. and Taiwan embody contrasting patent philosophies: 

the U.S. champions innovation through a flexible, adaptive 

framework, while Taiwan prioritizes patent integrity with a precise, 

evidence-driven approach. The U.S.’s permissive stance, shaped by 

the 2007 KSR v. Teleflex decision, risks endorsing marginal advances 

but fuels dynamic industries like biotechnology and phar-

maceuticals. Even though the “obvious to try” standard can raise the 

inventive-step hurdle, the U.S. offsets this with broad secondary 
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considerations—commercial success, long-felt need, failure of 

others, industry praise, and more—that allow incremental yet 

valuable innovations to secure protection when supported by strong 

evidence. This flexibility sustains incentives in high-risk, high-cost 

sectors. Conversely, Taiwan’s stringent standards ensure robust 

patents but may hinder investment in biopharma, where its biotech 

sector lags globally due to rigorous patentability requirements. In 

fields where advances are often incremental and grounded in 

practical impacts rather than novel technical causation, its narrow 

evidentiary focus—primarily on motivation to combine and 

unexpected effects—can pose a higher effective barrier to 

patentability. 

KSR transformed U.S. nonobviousness doctrine by endorsing a 

“reasonable expectation of success” alongside “obvious to try,” 

aligning with the complexities of modern science. Yet, in 

unpredictable fields like biotechnology, the Federal Circuit’s focus 

on foreseeability can create uncertainty, potentially raising the 

nonobviousness threshold too high and stifling incremental 

innovations vital to biopharma. Courts must carefully balance 

discouraging routine experimentation with rewarding true 

ingenuity, leveraging secondary considerations—commercial suc-

cess, unexpected results, and failure of others—to mitigate hindsight 

bias and uphold fairness. 

Taiwan, by contrast, employs a disciplined framework 

centered on “motivation to combine” and “unexpected effects,” 

demanding clear technical causation. Cases underscore Taiwan’s 

dismissal of commercial success without direct ties to technical 

novelty, differing sharply from the U.S.’s broader embrace of 

practical indicators. While Taiwan’s rigor safeguards patent quality, 

it risks undervaluing incremental advances, potentially deterring 

research and development in competitive fields. 

To better serve inventors and society, both systems warrant 

refinement. The U.S. should recalibrate the “reasonable expectation 

of success” test to ensure a consistent and predictable application, 
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harmonizing with biotechnology’s realities without undermining 

innovation, while Taiwan could ease its stringent evidentiary 

requirements, adopting factors like “failure of others” to better 

acknowledge incremental breakthroughs. A harmonized framework 

combining U.S. flexibility with Taiwan’s precision would preserve 

high patent standards while ensuring that valuable incremental 

innovations are not overlooked. 

In sum, each jurisdiction’s strengths offset the other’s 

vulnerabilities: U.S. adaptability encourages risk-taking in 

unpredictable fields, while Taiwan’s precision ensures that granted 

patents rest on solid technical merit. Nevertheless, challenges 

remain. The U.S. must ensure coherence in applying its flexible tests, 

and Taiwan must adopt a more inclusive set of evaluative factors. A 

balanced, harmonized standard—making clear that the U.S.’s higher 

potential hurdle is mitigated by multiple evidentiary avenues, and 

that Taiwan’s stringent evidentiary framework can create a higher 

effective barrier for certain fields, such as biotechnology—would 

better align global patent systems with the dual goals of promoting 

transformative innovation and preserving the integrity of patent 

rights. 
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摘 要 

本文比較美國與臺灣專利進步性 (非顯而易見性) 判斷標準，

探討對生技發明可專利性的影響。美國於2007年KSR案後，採以「合

理預期成功」為基礎的「顯而易試」彈性標準，臺灣則強調「組合

動機」與「非預期結果」之舉證。美國彈性判準有助促進生技醫藥

創新，臺灣嚴格標準雖可維護專利品質，但卻提高專利保護難度。

本文借鏡美國與比較臺灣運作，分析兩國進步性要件判準異同，觀

察其對研發之影響，思考提出折衷判斷標準──調整「合理成功預

期」適用範圍，納入更廣泛的輔助因素供我國參酌，以達在鼓勵生

技創新之際，亦可兼顧專利品質維持之目的。 

 

關鍵詞：KSR、教示、建議與動機、顯而易試、非顯而易見性／進

步性、輔助因素／次要考量 




