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the heart of the patent system, have always been a challenge in various legal
systems around the world, it has become increasingly important over time due to
the development of various techniques and industries and the emergence of new
technologies. In some legal systems, judicial procedure has introduced various
criteria over time, some of which are known as primary considerations and some
as secondary considerations. Although the assessment and determination of the
inventive step in most cases are based on the main criteria which have a longer
history in the judicial practice of the countries studied, as the inventions become
more complex, the secondary considerations have become increasingly important.
The systems discussed in this research have been studied as leading systems in the
field of identifying secondary considerations. But the approach of Iranian law in this
field is not very clear. Considering the importance of the issue on the one hand and
the silence of the Iranian legislator in the law of 1931 and 2007 and the new law of
2024 on the protection of industrial property on the other hand and the lack of
clear jurisprudence, in this research it has been tried to study the jurisprudence of
the United States, the European Union and the United Kingdom. Common
secondary considerations are explained in order to provide suitable theoretical
bases for Iranian judges when assessing inventive step.
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Extended Abstract

1. Introduction

The determination of the "inventive step”
(non-obviousness) in patent law remains
one of the most complex challenges in
intellectual property regimes worldwide.
While primary criteria such as novelty and
technical advancement form the bedrock
of patentability assessments, ambiguities
often arise in practice, necessitating
reliance on secondary criteria. These
criteria—including commercial success,
long-felt need, overcoming technical
prejudice, unexpected results, and
copying by competitors—serve as indirect
evidence to contextualize the inventive
merit of a claimed invention. This study
conducts a comparative analysis of the
judicial and administrative application of
secondary considerations in the United
States (US), European Union (EU), and
United Kingdom (UK), with a focus on
landmark cases, doctrinal evolution, and
jurisdictional divergences. The research
also addresses the implications of these
criteria for Iran’s patent system, which
lacks explicit guidance on secondary
considerations despite recent legislative
reforms.

2. Methods
This study employs a qualitative
comparative legal methodology,
integrating:

Case Law Analysis: Examination of
pivotal judicial decisions from the US (e.g.,
KSR v. Teleflex, Merck v. Apotex), EU
(European Patent Office (EPO) Technical
Board of Appeal rulings), and UK (High
Court and Court of Appeal judgments).

Statutory Frameworks: Review of legal
provisions such as the US Patent Act (35
U.S.C. §103), the European Patent
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Convention (Article 56), and the UK
Patents Act (Section 3).

Scholarly Literature: Synthesis of
academic  critiques and  doctrinal
interpretations from legal scholars like
Sirilla, Fox, and Pessers.

Jurisdictional Comparison: Contrasting
the weighting and application of
secondary considerations across
jurisdictions, with emphasis on their role
in resolving ambiguities in inventive step
evaluations.

The analysis focuses on cases where
secondary considerations played decisive
roles in upholding or invalidating patents,
such as Smith v. Goodyear Dental (US,
1876), Actavis v. ICOS (UK, 2019), and T
1212 /01 (EU, 2005).

3. Findings
A. Evolution of secondary considerations

Historical Roots: The US Supreme
Court’s 1876 decision in Smith v. Goodyear
Dental marked the earliest judicial
acknowledgment of secondary criteria,
where commercial success was implicitly
linked to inventive merit. Over time, US
courts expanded these criteria to include

long-felt need and failure of competitors
(Graham v. John Deere, 1966).

EU and UK Developments: The EPO’s
Technical Board of Appeal formalized
secondary considerations in the 1990s,
emphasizing technical prejudice and
unexpected results. In the UK, courts
adopted a skeptical stance, often requiring
rigorous proof that success stemmed from
technical innovation rather than market
strategies (Martin v. Millwood, 1956).

B. Key secondary considerations and
Jurisdictional Approaches
* Commercial Success:
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US: Courts prioritize commercial
success if a "nexus" exists between market
success and the invention’s technical
features (Reiner v. Leon Co., 1960).
However, success driven by regulatory
exclusivity (e.g., FDA approvals) is
discounted (Merck v. Apotex, 2005).

EU: The EPO requires direct causation
between success and technical merits (T
626 /96). Rapid market adoption of a water
tap design was deemed indicative of non-
obviousness, while marketing prowess was
dismissed (T 270/84).

UK: Success must reflect innovation,
not business strategy. In Martin .
Millwood, sales attributed to an unclaimed
ink reservoir were irrelevant to inventive
step.

* Long-Felt Need:

US: Persistent unresolved industry
problems validate non-obviousness. In
Rodman Chemical v. Deeds (1919), decades
of failed attempts to stabilize solvents
justified patent validity.

EU: The EPO demands documented
evidence of sustained demand (T 109 /82).
A 50-year gap between prior art and
invention signaled unmet need in T
1192,/09.

UK: Linked to commercial success. In
Thornton v. Parks-Cramer (1966),
automated industrial cleaning systems
addressed a 30-year industry gap.

* Overcoming Technical Prejudice:

EU: Central to EPO evaluations. In T
60/82, a heat recovery method overcame
the prejudice that heat exchangers were
impractical.

US: Prejudice must be "pervasive."
United States v. Adams (1966) upheld a
battery patent where experts dismissed
water-based electrolytes as unsafe.
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UK: Rarely standalone; tied to
unexpected results (Dyson v. Hoover,
2001).

* Unexpected Results:

US: Unforeseeable outcomes validate
non-obviousness (Takeda v. Alphapharm,
2007). Conversely, predictable
combinations negate inventiveness (KSR v.
Teleflex, 2007).

EU: Synergistic effects beyond prior art
expectations are critical (T 192/82). A
hyperthermia device’s reduced treatment
time was deemed non-obvious (T 506 /92).

UK: Requires results transcending
routine optimization (Actavis v. ICOS,
2019).

C. Jurisdictional Divergences

US: Embraces secondary considerations
broadly, particularly commercial success,
but demands causal links to technical
features.

EU: Balances technical and commercial
factors, with stricter evidentiary standards
for success and prejudice.

UK: Skeptical of secondary criteria,
often subordinating them to primary
technical assessments.

D. Iranian Context

Iran’s patent law (1386 /1403) lacks explicit
provisions for secondary criteria, leading
to inconsistent administrative and judicial
decisions. The study advocates adopting a
hybrid model inspired by US and EU
frameworks to enhance predictability.

4. Conclusion

secondary considerations are
indispensable  tools for evaluating
inventive step, particularly in complex
technical fields. Key insights include:
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Contextual ~ Necessity:  secondary
considerations resolve ambiguities when
primary assessments are inconclusive.

Jurisdictional =~ Nuances: The US
prioritizes market-driven evidence, the
EU emphasizes technical causation, and
the UK remains cautious.

Policy Implications: Overreliance on
secondary considerations risks conflating
market dynamics with innovation,
necessitating balanced judicial scrutiny.

Recommendations for Iran: Develop
guidelines integrating secondary
considerations (e.g., commercial success,
long-felt need) into patent examinations
and litigation, ensuring alignment with
international standards.
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This study underscores the need for
harmonized principles to mitigate
disparities and enhance global patent law
coherence.
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2 Guide to Jury Instructions in Patent Cases

3 The American Intellectual Property Law Associa-
tion (AIPLA)

* Commercial success of products covered by the pa-
tent in suit due to the merits of the invention and not
other factors such as advertising.

3> A long-felt need in the art which was satisfied by
the invention of the patent in suit.

¢ The failure of others to make the invention.

7 Copying of the invention by others in the field.

8 Unexpected results achieved by the invention.

° Praise of the invention by the infringer or others in
the field.
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