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Introductory Message
Patent prosecution has never been more challenging than it is right now.  The America 
Invents Act of 2011 (AIA) ushered in the most significant changes to the U.S. patent system in 
over 50 years, and the courts are now shaping how the AIA should be interpreted.  Recent 
court decisions on patent subject matter eligibility and biosimilar drug development have 
added further complexity to the landscape.

Indeed, preparing and prosecuting a quality patent application requires skill on many levels:  
a comprehensive technical understanding of the invention, how it will be used in the busi-
ness world, how the U.S. Patent and Trademark Office (USPTO) examines applications, how 
courts interpret patent claims, the strategies used to avoid or design around a patent, and 
anticipation of possible invalidity challenges and enforcement.

For more than 35 years, Sterne Kessler has been preparing and prosecuting patent applica-
tions.  We draft and prosecute utility, design and plant patents for companies with extensive, 
active patent portfolios, as well as smaller start-up companies that rely on the patent system 
to obtain funding and head off competition.  We also apply our in-depth knowledge of the 
laws and workings of the USPTO to advise on complex patent issues such as strategic patent 
portfolio planning, freedom to operate and patentability assessment, patent infringement 
and invalidity analysis, and adversarial patent matters.

This Tool Kit was created as a desk reference for you to highlight just some of the aspects of 
patent prosecution that Sterne Kessler’s professionals are following.  Please let us know if you 
need more detailed information and we will be happy to assist.
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Tab 1: The Changing Face of Non-
Obviousness



It is difficult to think of a case that has had more influence on patent practice than KSR v. Teleflex (550 
U.S. 398 (2007)).  In KSR, the U.S. Supreme Court rejected the established practice that an invention 
could not be obvious unless there was a teaching, suggestion or motivation in the prior art to make 
the invention.  After KSR, it is unquestionably easier to establish a prima facie case of obviousness.  As 
such, patent applicants and patentees are increasingly relying on secondary considerations of non-
obviousness (e.g., unexpected results, commercial success, or long-felt need) to overcome prima facie 
obviousness.  Moreover, obviousness has become the go-to argument for many patent challengers, 
particularly in post-grant proceedings before the Patent Trial and Appeal Board (PTAB).  

How are secondary considerations faring for patentees in post-grant proceedings?

• Overall not well.  Out of over 200 post-grant proceedings where secondary considerations of non-
obviousness were raised, only a handful found the secondary considerations persuasive.  For example:

◊ Argentum Pharmaceuticals LLC et al. v. Research Corporation Technologies, Inc., IPR2016-00204, 
Paper 85 (PTAB Mar. 22, 2017) (commercial success found despite the product having a 4% 
market share)

◊ Coalition for Affordable Drugs V LLC et al. v. Biogen MA Inc., IPR2015-01993, Paper 63 (PTAB 
Mar. 21, 2017) (finding non-obviousness where routine experimentation within a dosage range 
produced an unexpected result)

◊ World Bottling Cap, LLC v. Crown Packaging Technology, Inc., IPR2015-01651, Paper No. 34 (PTAB, 
Jan. 19, 2017) (evidence of commercial success, industry praise and nexus found compelling)

◊ Coalition for Affordable Drugs II LLC et al. v. Cosmo Technologies Ltd., IPR2015-00988, Paper 
55 (PTAB Oct. 5, 2016) (finding secondary considerations persuasive where prima facie case of 
obviousness was deemed a close call but not a strong case)

◊ Lupin Ltd. et al. v. InnoPharma Inc. et al., IPR2015-01097, Paper 70 (PTAB Sep. 12, 2016) (finding 
patent owner’s evidence of unexpectedly superior properties, industry praise and commercial 
success sufficient to overcome prima facie obviousness and commensurate in scope with the 
claims)

◊ Leapfrog Product Development, LLC v. Lifefactory, Inc., IPR2015-00614, Paper 31 (PTAB Aug. 17, 
2016) (nexus established with respect to some, but not all claims, and evidence of commercial 
success and industry praise was persuasive)

◊ InnoPharma, Inc. et al. v. Bausch & Lomb Incorporated et al., IPR2015-00903, Paper 82 (PTAB 
Jul. 28, 2016) (finding secondary considerations sufficient to overcome prima facie case of 
obviousness)

◊ Phigenix, Inc. v. ImmunoGen, Inc., IPR2014-00676, Paper 39 (PTAB Oct. 27, 2015) (finding secondary 
considerations persuasive, although not necessary to reach due to defective prima facie case 
of obviousness)

• But, the climate is changing - secondary considerations are trending positively for patentees.
◊ Half of the proceedings where secondary considerations were found persuasive were decided 

within the last year and a half, and a quarter of them in the last eight months.
◊ Historically, the U.S. Patent and Trademark Office (USPTO) has been wary of secondary 

considerations, possibly because of the examinational nature of prosecution and reexamination.
 » In contrast, post-grant proceedings give the PTAB truth-revealing benefits of the adversarial 
process, including cross-examination.

The Changing Face of Non-Obviousness
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◊ Historically, the USPTO has applied a rigorous “nexus” requirement focused on linking the
secondary consideration evidence to the “novel elements” of the claim.

» In contrast, the PTAB’s increasing open-mindedness to secondary considerations may be
the result of recent decision-making by the U.S. Court of Appeals for the Federal Circuit.

What can patent applicants and patentees do?

• Have an evidence-based narrative that explains non-obviousness.  The threshold for making a prima 
facie case of obviousness is lower post-KSR, but it can be attacked with evidence.

◊ Even KSR recognized  that  secondary  considerations  are  important  to  avoid  the  problem  of 
“hindsight bias” – when a USPTO examiner or patent challenger uses what the inventor has 
taught to arrive at a determination of obviousness, rather than what the prior art has taught.

◊ Evidence supporting why a person of ordinary skill in the art (POSITA) would not have combined prior 
art references to arrive at the invention often dovetails with secondary considerations

» For example, a POSITA would not reasonably have combined X and Y because the result 
was thought to be toxic.  Unexpectedly, however, X+Y not only proved to be non-toxic but 
increased Z tenfold.  The industry had been searching for a non-toxic agent with large 
amounts of Z for many years.  X+Y received industry recognition and praise as a result.

• Develop the narrative early.  Prosecution of an application should be untaken with an eye 
towards possible appeal of an examiner’s obviousness rejection or post-grant obviousness challenge.

◊ Putting secondary consideration evidence on record during prosecution could deter potential 
patent challengers.  However, it also alerts patent challengers of the patentee’s best arguments for 
overcoming an obviousness challenge.

◊ While the specific prior art grounds of a possible post-grant challenge may not be foreseeable, 
the patentee probably at least has an idea of why the invention is significant.

◊ Developing secondary consideration evidence early allows patentees to use it early in a post-
grant proceeding, when it could make the most difference.

» Because anticipation is a tougher standard to satisfy, patent challengers (and the PTAB) 
tend to pursue grounds based on obviousness in post-grant proceedings.

» A patent owner’s preliminary response to a post-grant challenge is due within three months 
from when the challenge was filed. This is simply not enough time to develop 
substantial evidence of secondary considerations, especially when experimental data 
needs to be collected or expert declarations need to be prepared.

» After the patent owner’s preliminary response, the PTAB decides whether or not to institute a 
post-grant proceeding and on which claims.

» Avoiding the institution of valuable claims is often the best defense because the odds of 
saving an instituted claim are not good once the PTAB decides to institute a proceeding.
■ 81% of Inter Partes Review proceedings to date with a final written decision have resulted in 

some  or  all  of  the  instituted  claims  being  found  unpatentable.   (Data  current  as  of 
March 31, 2017; https://www.uspto.gov/sites/default/files/documents/AIA%
20Statistics_March2017.pdf)  
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Ten years ago, KSR forever changed the face of patent obviousness. While USPTO examiners and patent 
challengers can now more readily establish a prima facie case of obviousness, all is not lost for patent 
applicants.  Recent trends show that the PTAB is more often finding evidence of secondary 
considerations persuasive to overcome prima facie obviousness.  Therefore, a strategy of proactively 
developing evidence of secondary considerations of non-obviousness early in the patent process, can 
place applicants in the best position to face obviousness rejections by the USPTO as well as post-grant 
obviousness challenges.
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A Maddening Habit

Biotechnology is an unpredictable science. When its practitioners wish to enforce their patents, they 
often run into a serious problem. Unlike chemists or pharmacologists, who for a century or so have used 
chemical formulas to describe their inventions, biotechnologists, who claim new biological molecules 
or their uses, have a maddening habit of giving them proper names, such as “interferon,” “CD20,” or 
“antiretroviral agent.” The problem is that the names they use today to describe and claim their entities 
may well—due to rapid scientific developments—acquire a different meaning years from today, when 
the patent holders are ready to assert their rights. Frequently, the proper name used at filing to denote a 
specific molecule has become, at infringement time, a category of molecules. 

The classic example is the term “interferon,” which, on the 1958 priority date of his patent application, 
Dr. Isaacs, the inventor, thought to be one antiviral molecule found in chicken and mice; today, the 
same word, “interferon,” is used to denote a genus of over 35 different molecules classified into three 
different types (alpha, beta and gamma) and multiple subtypes. So, what happens to a claim that was 
filed in 1958, that says, “A method of treating viral infections which comprises administering to a patient 
in need thereof an antivirally-effective amount of interferon”? What if it is asserted today against some 
“interferon” that was not even known to exist on the priority date? Is the claim literally infringed? Is it  
invalid for lack of enablement? Something in between?

Short of being all-prescient seers and predicting that the name given a species at filing will become a 
genus at infringement, are there any strategies that patent applicants (and their prosecution counsel) 
can use, that will give them some hope of dominating later discovered (yet highly similar) embodiments 
at infringement time? Is there any way to draft patent applications and prosecute their claims, so as to 
convince a court years later to interpret the claims broadly enough to capture embodiments discovered 
after the priority date? Those are the questions we will try and answer in this article.

The Case Law on After Discovered Embodiments

Before we get going, it is worth a quick detour to explain the basic case law on capturing After-Discovered 
Embodiments (ADEs). Historically, and depending on the foreseeability of the ADE on the priority date, 
the decisions split into two branches, and one of these further into two more sub-branches. 

• First Branch. ADE is foreseeable on the priority date: claim held invalid. In cases where the ADE is 
foreseeable but neither enabled nor described on the priority date and the language of the claim 
(as construed on the infringement date) is broad enough to literally read on the accused ADE, the 
claim is held invalid under 35 USC § 112(a). Examples are Plant Genetic Systems v. DeKalb (Fed. Cir. 
2003); Monsanto v. Syngenta (Fed. Cir. 2007); and AbbVie Deutschland v. Janssen (Fed. Cir. 2014).

Abbvie Deutschland is illustrative of this First Branch. The main claim was, “A neutralizing isolated 
human antibody…that binds to human IL-12 and disassociates from human IL-12 with a koff  rate constant 
of 1×10−2s−1 or less…” The CAFC held the claim invalid based on insufficient written description of the 
broad genus of antibodies with the claimed koff rate constant. There was only sufficient description 
of one subgenus of 300 human antibodies (VH3-type), but it was not representative of another 
foreseeable subgenus (VH5-type, also within the claim) that encompassed the accused, after-
discovered antibody. The broad claim in AbbVie Deutschland was held invalid for being broader 
than the written description.

Capturing After-Discovered Embodiments 
in Biotech Patents by Careful Prosecution
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• Second Branch. ADE is unknown or unforeseeable on priority date: claim saved.  
In these circumstances, where the patent applicant is unknowing, the courts are more forgiving than 
in the First Branch, and generally do not invalidate the claim. This branch splits into two sub-branches:

◊	 Second Branch, Sub-branch (1): Claim construed narrowly and no literal infringement. In most 
cases where the ADE is not known or foreseeable on the priority date and the language of the 
claim (as construed on the infringement date) is broad enough to read on an accused ADE, 
the claim is construed narrowly and limited in scope to the embodiments that are enabled and 
described at the priority date; in consequence, the courts find no literal infringement. Examples 
are Genentech v. Wellcome (Fed. Cir. 1994); Schering v. Amgen (Fed. Cir. 2000); Amgen v. Hoechst 
Marion Roussell (Fed. Cir. 2003) and Biogen IDEC v. Glaxo (Fed. Cir. 2013)).

Biogen IDEC v. Glaxo is illustrative. The claim was for a method of treating chronic lymphocytic 
leukemia (CLL) in a patient, including the limitation “…administering to the patient an anti-CD20 
antibody…” The invention was based on using, as therapy, an anti-CD20 antibody, Rituximab, 
which, at the filing date, was known to bind the antigen CD20 that appeared on the cell 
membranes of lymphoma cells. It was later discovered that Rituximab bound to just one of at 
least two different epitopes on CD20, the one now known as the “large loop”; no other epitope 
was known at the filing date or described in the specification.  The claim was asserted against 
the ADE antibody Arzerra®. The accused Arzerra® is also an anti-CD20 antibody but it binds to 
a different epitope, the so-called “small loop” epitope, discovered after the filing date. The 
following Figure illustrates both antibodies binding to the same antigen, although to different 
epitopes:
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While Biogen IDEC, alleging literal infringement, relied on their broad claim language, “anti-
CD20 antibody,” the CAFC held that “anti-CD20” meant “rituximab and antibodies that bind to 
the same epitope of the CD20 antigen with similar affinity and specificity as rituximab,” basing 
its conclusion on prosecution history disclaimer.  

◊	 Second Branch, Sub-Branch (2): Claim construed broadly and literal infringement. Rare are the 
decisions where the ADE is not known or foreseeable on the priority date, the language of the 
claim (as construed on the infringement date) is broad enough to read on the ADE, and yet 
the court finds literal infringement. Examples are U.S. Steel v. Phillips (Fed. Cir. 1989); Scripps v. 
Genentech (Fed. Cir. 1991); and Stanford v. Roche (D. Ct. ND CA. 2007)). These cases may hold 
lessons for us. 
Stanford v. Roche, although a decision of a District Court, is illustrative. The claim here was for a 
method of evaluating the effectiveness of anti-HIV therapy using a broad “antiretroviral agent.” 
The court found the claim term “antiretroviral agent” to be generic, even though the only such 
agents known on the 1992 filing date were reverse transcription inhibitors. It held that the claim 
captured the accused ADE protease inhibitors, whose use was invented in 1995–1996.  Roche’s 
argument that “antiretroviral agent” should be defined as limited to agents available for the 
treatment of AIDS/HIV infected patients in 1992, was rejected.  The claim term was held to read 
on a broader genus of agents, not just on the subgenus of reverse transcription inhibitors.

A Multi-Million Dollar Question

The multi-million dollar question to inventors and their lawyers is: How do you avoid invalidity of the claim 
(as in the First Branch), save it (as in the Second Branch), and get it construed broadly so as to capture 
the ADE as literally infringed (as in the Second Branch, Sub-Branch (2))? Put differently, how do you avoid 
AbbVie Deutschland and Biogen IDEC, yet catch the golden ring of Stanford v. Roche? While this is not 
easy, it may be doable with careful drafting and prosecution. Here are some lessons gleaned from the 
case law.

Lesson Number 1. Even after the first filing date, an objectively unknowing inventor should stay up on 
developments in the technology and re-file as necessary.

Obviously, if an inventor or her attorney do not know of or cannot foresee ADEs, they will be spared 
the sting of patent invalidity for lack of enablement. The inventors in Biogen IDEC did not lose their 
claims, even though they failed to describe and enable antibodies to the small loop of CD20. Their 
claims survived, although in narrow, not literally infringed, fashion. However, even narrow survival means 
the possibility of asserting the Doctrine of Equivalents in litigation. Thus, while ignorance leads to claim 
survival, it is with a major qualification: One cannot be willfully ignorant, putting one’s head in the sand 
like an ostrich. When the court asks what was known or foreseeable on the priority date, it will always use 
an objective standard: that of the POSITA, the person of ordinary skill in the art. 
An inventor will be charged with knowing everything there is to know on the filing date, so she might as 
well actually know it. Then, as the technology develops further and ADEs appear in the literature, she 
can update every subsequent re-filing, as in a new provisional or CIP. If, say, a new epitope has been 
discovered, it may be worthwhile filing a CIP to describe it as another example within the broad genus 
claim; this will allow a judge at infringement time to broadly interpret a term like “CD20 antigen” so as 
to encompass both epitopes. (A claim to the specific new ADE will have a new priority date; we are 
discussing here preserving the original date for the generic claim.)



Lesson Number 2. If, at the priority date, an inventor foresees other embodiments, especially of a  
different type than the ones exemplified, he should mention them as part of the first filed generic                 
description, try and reduce at least one example to practice, and file a subsequent application. 

If, at the priority date, the inventor can foresee the existence of not yet discovered embodiments, such 
as the different antibody chains of the VH5-type in AbbVie Deutschland, he should at least mention this in 
the patent application as a prophetic description of a broader genus. Ideally, the inventor should later try 
and reduce such embodiment to practice and add it in a new provisional or CIP application. This addition 
would be a means to confirm his earlier prediction of a broad genus, and support a generic claim. 

Lesson Number 3. An inventor should always try and use in her original specification language of 
category, not of species or narrower subgenus.

Even if an all-knowing and prescient inventor stays up on the literature but is not able to foresee any future 
embodiments, she should always assume that she has invented a group of molecules, not just one. As in 
Stanford v. Roche, she should use language of broad category at the filing date: not “reverse transcription 
inhibitors” but “antiretroviral-agents.”

Lesson Number 4. The attorney should include claims of different scope and not drop them during        
prosecution. 

The applicant in AbbVie Deutschland failed to include and maintain a dependent claim drawn to the dis-
tinct class of 300 VH3-type human antibodies that he had made. All he did was claim the broadest genus 
functionally, by koff rate. Had he included a dependent claim drawn to the VH3-type he fully described, such 
a claim would have survived invalidity for lack of written description. Then, during litigation, it may have 
been held to be infringed by the accused VH5 antibodies under the Doctrine of Equivalents. There was no 
such claim in the AbbVie patent and it never happened.

Lesson Number 5. Both inventor and attorney should try and glean a “principle of the invention” and 
include it in the specification.

There is a great case, U.S. Steel Corp. v. Phillips Petroleum Co. (Fed. Cir. 1989), that should help unknowing 
biotech inventors who have made pioneering inventions. The claim was, “Normally solid polypropylene, 
consisting essentially of recurring propylene units, having a substantial crystalline polypropylene content.” 
The CAFC looked beyond the literal words of the claim, focused on the so-called “principle of the invention” 
(which it decided was “high crystallinity”), and held that an ADE of much higher crystallinity (unforeseeable 
at the priority date), infringed literally. Both the claimed and accused polymers shared the same 
“high crystallinity” principle said the court, and it remained unchanged in the accused product. 

Given the advantage of relying on a “principle,” and even if it may be difficult to glean one from the 
discovery of a single biological species, we recommend describing such a principle in the specification. If 
a smart scientist or attorney can understand a principle (e.g. “crystallinity” or “CLL sensitivity to anti-CD20 
antibodies”), they should describe it. Invoking a principle may lead to broad claim construction and 
allow the capture of ADEs by literal infringement. Even if the claim is construed narrowly, the description 
of a principle may assist in achieving success under the Doctrine of Equivalents (which, in its modern three-
part test, is but a refinement of its 19th Century form, i.e.,  “comparing the principles of the claimed and 
accused devices”). 
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Lesson Number 6. Thinking Outside The Box

Let us propose one more rather unconventional approach to capturing ADEs by careful claim drafting: 
the use of means plus function claims under 35 U.S.C. § 112 (f) (previously known as 6th paragraph). 
In 2014, in Williamson v. Citrix Online, LLC, the CAFC held that the absence of the words “means for” 
does not preclude applying means plus function analysis; there is no longer a strong presumption to 
that effect. This development may help biotechnology holders - who rarely, if ever, use claims in means 
plus function format - achieve a generic interpretation of its claims. This is especially the case when the 
situation is one where the “means” described in the specification at the filing date has changed by 
the time of infringement. And, if the prosecuting attorney can include a means plus function claim, the 
better.

Assume that the Biogen IDEC inventors had obtained a claims as follows, “A method for treating CLL in 
a human patient, comprising the step of administering to the patient an effective amount of antibody 
means to bind to CD20, so as to treat the CLL…”  The term “administering antibody means…” could 
(and should) be construed to cover the “corresponding…material…described in the specification and 
equivalents thereof.”  The material described in the specification is Rituximab, the existing antibody 
against the large loop epitope of CD20. The focus then is on the statutory phrase “and equivalents 
thereof.” The claim construction argument to be made in court is that the claim term “antibody means” 
should be construed to cover all manners of antibodies that bind to CD20 that act in an equivalent 
manner to Rituximab. Under established case law from the CAFC, the structural equivalency test under 35 
U.S.C. § 112 (f) is  a “way-result” two-part test; the function of the accused structural equivalent needs to 
be identical to that of the “corresponding…material…described in the specification…” Thus, the alleged 
structural equivalent of the described Rituximab (i.e., the accused antibody Arzerra®), while performing 
the identical function, must do so in substantially the same manner, and must achieve substantially the 
same result as Rituximab.  If Biogen IDEC could convince the court that the claim should be construed 
broadly enough to read on antibodies that bind to different epitopes of CD20, including some to the 
small loop, and provided that the two-way test is met, the patentee would have a claim that is literally 
infringed. That is the golden ring of capturing ADEs.

A more in-depth analysis of this topic can be found in Goldstein, J.A., 25 Fed. Cir. Bar J. No. 3, 401-451 
(2016). 
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With the release of several final guidance documents, the FDA has provided biosimilar developers some 
clarity regarding critical considerations for biosimilar approval.  The guidances include: (1) Scientific 
Considerations in Demonstrating Biosimilarity to a Reference Product; (2) Quality Considerations 
in Demonstrating Biosimilarity of a Therapeutic Protein Product to a Reference Product; (3) Clinical 
Pharmacology Data to Support a Demonstration of Biosimilarity to a Reference Product; and (4) 
Biosimilars: Questions and Answers Regarding Implementation of the Biologics Price Competition and 
Innovation Act of 2009 Guidance for Industry.  From a procedural standpoint, the FDA has also provided 
a final guidance document outlining Formal Meetings Between the FDA and Biosimilar Biological Product 
Sponsors or Applicants.

Scientific Considerations

The guidance documents reiterate that the FDA will use a totality of the evidence approach to review 
applications for biosimilar products, and encourages a stepwise approach to demonstrating biosimilarity 
which with rare exceptions will include a comparison of the proposed biosimilar product with the 
reference product in terms of structure, function, animal toxicity, human pharmacokinetics (PK) and 
pharmacodynamics (PD), clinical immunogenicity, and clinical safety and effectiveness. This stepwise 
approach is intended to better address residual uncertainty about biosimilarity that might remain at 
each step of the approval process.

Critical Considerations for Biosimilar 
Applicants
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“FDA will evaluate applicant’s integration of various types of information to provide advice of scope and 
extent of development plan and, ultimately, an overall assessment that a biological product is (or is not) 
biosimilar to an approved reference product” - Rachel Sherman, Biosimilar Guidance Webinar, February 
15, 2012.

Quality Considerations

The FDA identifies nine factors to be addressed in assessing whether the proposed product and reference 
product are biosimilar.

1. Expression System
• Minor modifications may be acceptable
• Characterization of the expression construct, including its genetic stability, should be 

demonstrated in accordance with ICH Q5B
2. Manufacturing Process

• Characterization tests, process controls, and specifications need to be specific for proposed 
product

3. Assessment of Physicochemical Properties
• Analytical test methods will be selected based on protein being characterized, and knowledge 

regarding reference product
4. Functional Activities

• Designed to complement physicochemical analyses
• If the clinically relevant mechanism of action (MOA) is known for the reference product, one or 

more of the functional assays should reflect these MOAs
5. Receptor Binding and Immunochemical Properties

• Analytical tests necessary when binding or immunochemical properties are part of activity of 
biological product

6. Impurities
• Process-related impurities should be evaluated especially with regard to adventitious agents or 

vial contamination
• Assays should be validated using product cell substrate and orthogonal methodologies

7. Reference Product and Reference Standards
• Thorough physicochemical and biological assessment of reference product should provide a 

base of information from which to develop the proposed biosimilar product and justify reliance 
on the scientific knowledge about the reference product

8. Finished Drug Product
• Product characterization to be performed on the most downstream intermediate best suited for 

analytical study
• Guidance notes that changes in final formulation may occur.

9. Stability
• Accelerated and stress stability studies, or forced degradation studies should be used to establish 

degradation profiles for biosimilar and reference product
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Clinical Pharmacology

The FDA identifies three “critical considerations” that it will take into account in evaluating the use of 
clinical pharmacology studies to support a biosimilar application: 1) exposure and response assessment; 
2) evaluation or residual uncertainty; and 3) analytical quality and uncertainty.   

• Exposure and response assessment – the FDA uses the term exposure to refer to PK, peak concentration 
(Cmax), lowest concentration (Cmin), concentration prior to next dose (Ctrough ss), and area under 
the plasma/blood concentration-time curve (AUC).  The term response refers to PD, and is a direct 
measure of the pharmacological and toxicological effect of a drug in humans.  The guidance 
emphasizes that to the extent applicants are able to submit convincing PK and PD results, the overall 
clinical development program needed to show biosimilarity can be refined (i.e., narrowed) in both 
design and extent of additional clinical trials needed. 

• Evaluation of residual uncertainty – The FDA will use a “risk-based approach” in evaluating the 
biosimilar applicant’s data, and will consider the totality of the data and information submitted.  Data 
should be collected in a stepwise manner and meetings between the applicant and FDA should 
occur after each step.  The need for additional data and/or clinical studies will be determined by the 
degree of “residual uncertainty” regarding the similarity of the products after each step.

• Assumptions about analytical quality and similarity – The guidance makes clear that the FDA 
expects that, as a first step, “extensive and robust” comparative structural and functional studies (e.g. 
bioassays, binding assays, and studies of enzyme kinetics) will be performed by the 351(k) applicant 
to demonstrate that the proposed biosimilar product and the reference product are highly similar.  
State-of-the-art analytical assays, to the extent available, should be used to assess molecular weight 
of the protein, higher order structure, post-translational modifications, heterogeneity, functional 
properties, impurity profiles, degradation profiles, etc.  

The guidance sets forth a four-tier assessment that the FDA will use to grade a biosimilar applicants 
analytical data:

• Not similar – substantial differences apparent from the analytical studies indicate that the products 
are ‘not similar’ and further progression through the 351(k) pathway is not recommended;

• Similar – additional analytical data or other studies are needed to determine if the products are 
indeed highly similar;

• Highly similar -  the proposed biosimilar product meets the statutory standard for analytical 
similarity, and moving forward with targeted and selective animal and/or clinical studies is 
appropriate

• Highly similar with fingerprint-like similarity – the proposed biosimilar meets the statutory 
standard for analytical similarity based on integrated, multi-parameter approaches that are 
extremely sensitive.  More targeted and selective animal and/or clinical studies are appropriate.



Key Takeaways

• The FDA considers a clinical pharmacology study or studies (i.e., PK and PD studies) to be critical to dem-
onstrating that the biosimilar product and the reference product are “highly similar” as required by the 
statute. By submitting convincing PK and PD data, a biosimilar applicant can focus (i.e., limit) the design 
and extent of additional clinical trials that might be needed to demonstrate to the FDA that there are 
no clinically meaningful differences between the two products.

• The FDA will implement a stepwise approach to the collection and evaluation of biosimilarity data     
generated from structural and functional characterization, nonclinical evaluations, human PK and PD 
studies, clinical immunogenicity testing, and investigation of clinical safety and, when necessary, 
clinical effectiveness.  The FDA encourages meetings after each step.  Before a biosimilar applicant 
can progress to the next step, the FDA will determine the degree of residual uncertainty that remains   
regarding the similarity of the products and whether any additional studies are needed to reduce that 
uncertainty.

• As a first step in the process, biosimilar applicants should perform extensive and robust comparative 
structural and functional studies to evaluate whether the reference product and the biosimilar product 
are highly similar.  The onus is on the biosimilar applicant to identify and utilize available state-of-the art 
analytical assays for this assessment.  If the analytical studies are not sufficiently rigorous, or show 
significant differences between the two products, then the FDA may conclude that the biosimilar       
product is not similar, and further progress down the 351(k) pathway is not warranted, or that it is similar, 
but more extensive analytical characterization is required before any clinical studies should be initiated.  
Conversely, if the analytical studies are extensive and robust, and result in a high level of confidence 
that the products are highly similar, then the biosimilar applicant can proceed with more targeted and 
selective animal and/or clinical studies.      
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Tab 4: Patenting the Product Label



When the U.S. Food and Drug Administration approves a new drug, it also approves a package 
insert of the drug, known as a “product label.”  A pharmaceutical company marketing a generic 
product is required to package their product with a product label.  The generic product label is 
typically substantially similar to the brand product label.  Rarely does a generic company perform 
a step recited in a method of use patent, such as “treating a patient.”  Therefore, to establish patent 
infringement, a patentee must demonstrate the company induced a third party, e.g. the doctor or 
patient, to perform the claimed method.  

Overview of Inducement as Applied in the Pharmaceutical Context

• A party “causes, urges, encourages, or aids” a direct infringement by another party.

• Must establish that the alleged infringer knowingly induced infringement and had specific 
intent to encourage the third party to infringe the patent.

• Pharmaceutical company has no intent to induce infringing use if the product label does not 
instruct a third party to use the product in an infringing manner.

What Constitutes an “Instruction for Use” in an Infringing Manner in the Product Label?

• It is not sufficient that the product label describes an infringing mode.  The label must 
“recommend,” “encourage,” or “promote” the infringing use.

• Vague label language cannot be combined with speculation about how physicians may act.

Prosecution Strategies Regarding the Product Label?

• If possible, draft claims with the exact language included in the “Indications and Usage” and/
or “Dosage and Administration” sections of the product label.

• Draft claims to match “warnings” included in the product label.

• File applications directed to new indications and patient subpopulations, especially if there is a 
difference in efficacy in a particular patient subpopulation.

• File applications to combination therapies, especially if the combination impacts the safety 
and efficacy of the original patient population.

• File applications with claims directed to the pharmacokinetic parameters e.g., Cmax, Tmax, and 
AUC, included on the product label.

• If must prosecute mechanism of action claims, try to tie the mechanism of action to the 
approved indication.

• Draft claims with divided infringement defense in mind.  All steps must be performed by a 
single party or under the direction of that party.

Patenting the Product Label
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Tab 5: Fast Track Patent Examination



Building a patent portfolio is an important part of new product development.  However, backlogs 
at the U.S. Patent and Trademark Office (USPTO) can delay the grant of a patent by years.  As such, 
mechanisms to fast track patent examination have become important tools to rapidly build a patent 
portfolio in the U.S.

Options Prior to Examination 

1. Track One – Prioritized Examination 
                                                               

(http://www.uspto.gov/patent/initiatives/usptos-prioritized-patent-examination-program)

• The Leahy-Smith America Invents Act (AIA) established a new expedited patent review 
program called Track One or Prioritized Examination.  Unlike prior initiatives, Track One has a 
lower burden on applicants, essentially only requiring that they pay an additional fee for the 
opportunity to receive a final disposition of an application (e.g., a Final Rejection or Notice of 
Allowance) within the USPTO’s goal of 12 months from the grant of prioritized status.  Current 
statistics from the USPTO show that the Track One program far exceeds this goal.

Fast Track Patent Examination

Requirements • Track One Request Form PTO/AIA/424
• Payment of all application filing fees and Track One fees
• Must be filed electronically by EFS-Web if a utility application or by paper if a plant application
• For a request at the time of application filing:

◊ Executed inventor’s oath or declaration, or application data sheet meeting the conditions 
of 37 C.F.R. § 1.53(f)(3)(i)

◊ Application size fees and excess claims fees can be paid later, if desired
• For a request filed with a Request for Continued Examination (RCE):

◊ Can also be filed after an RCE and prior to the mailing of a first Office Action responsive to 
the RCE

• May not contain or be amended to contain more than 4 independent claims, more than 30 
total claims, or any multiple dependent claim

◊ Applicant may file an amendment to cancel any independent claims in excess of 4, any 
total claims in excess of 30, and any multiple dependent claim no later than 1 month from 
a first decision on the request
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Cost Application Filing Fees
• $280 basic filing fee ($70 for electronic filing by small entity or micro entity)
• $600 search fee ($300 for small entity, $150 for micro entity)
• $720 examination fee ($360 for small entity, $180 for micro entity)

Track One Fees
• $4,000 Track One examination fee ($2,000 for small entity, $1,000 for micro entity)
• $140 Track One processing fee ($70 for small entity, $35 for micro entity)

Total Fees = $5,740* ($2,800 for small entity, $1,435 for micro entity)
*Plus any additional application size fees and excess claims fees



Advantages • Can be used to receive a Notice of Allowance or first Office Action on the merits quickly
◊ Average time from filing Track One request to grant of request = 1.4 months
◊ 94% of requests are granted
◊ Average time from grant of Track One request to first Office Action on the merits = 2.1 months
◊ Average time from grant of Track One request to Notice of Allowance = 5.2 months
◊ Average time from grant of Track One request to Final Disposition = 6.5 months
◊ On the average, final dispositions are approximately 50% Notices of Allowance and 50% Final 

Rejections 
• No need to conduct a prior art search, compare the prior art to the claims, or meet other  restrictive 

criteria required under other options

Disadvantages • Limited to 4 independent claims, 30 total claims and no multiple dependent claims
• Can only request at the time of application filing or with a RCE
• Not available for design applications or national phase applications at the time of filing
• Prioritized status is lost if an extension of time is taken
• Number of requests is limited to 10,000 per fiscal year
• Although traversal of a restriction requirement will not terminate the prioritized examination, the benefit 

to the applicant of a quick examination will be enhanced if such traversals can be avoided
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2. Patent Prosecution Highway (PPH) – Global / IP5 PPH Pilot Program

(http://www.uspto.gov/patents-getting-started/international-protection/patent-prosecution-high-
way-pph-fast-track)

Requirements • U.S. application is eligible for PPH if:
◊ An indication of allowable subject matter in a related application from a partnering PPH office has

been received;
◊ The application with the indication of allowable subject matter and the U.S. application share a

common earliest priority date; and
◊ Examination has not begun in the U.S. application.

• Submit a PPH Request Form
• If not available from certain websites, evidence of the positive examination results, the cited references in

the related application, and their English translations may need to be submitted
• A statement that the claims “sufficiently correspond” to the allowed claims serving as the basis for the re-

quest, along with an “explanation regarding the correspondence”
• Must be filed by EFS-Web

Cost • No additional fee required

Advantages • Ability to leverage positive examination results in one country to reach a final disposition of a corresponding 
application in other countries more quickly and efficiently than standard examination processing

• An international PCT application or application from the following patent offices can form the basis for PPH:
◊ Argentina, Australia, Austria, Brazil, Canada, China, Colombia, Czech Republic, Denmark, Estonia, 

Europe, Finland, Germany, Hungary, Iceland, Israel, Japan, Korea, Mexico, Nicaragua, Nordic Patent 
Institute, Norway, Philippines, Poland, Portugal, Romania, Russia, Singapore, Spain, Sweden, Taiwan and 
United Kingdom

• Average time from filing request in USPTO to decision on request = 116 days
• 79% of petitions in USPTO are granted
• Average time from request to a first Office Action = 1-8 months
• Average time from request to a final decision = 2-14 months
• High allowance and first action allowance rates compared to non-PPH applications
• Prioritized status is not lost if an extension of time is taken
• Lowers prosecution costs
• See statistics http://www.jpo.go.jp/ppph-portal/statistics.htm, and in SKGF 2017 Client Webinar http://www. 

skgf.com/uploads/1561/doc/Fast_Track_Patent_Strategies.pdf 

Disadvantages • Substantive examination will still occur - the USPTO could identify new prior art and make new rejections
• Allowed claims from a utility model or innovation patent from a country other than Korea cannot be used as

the basis for the request
• Developing U.S. claims that “sufficiently correspond” to the allowed claims serving as the basis for the request

could be challenging in view of the differences in claiming style between countries
• The allowed claims serving as the basis for the request could be broader or narrower than the desired scope

for the U.S.
• Provisional applications, plant applications, design applications, reissue applications, reexamination pro-

ceedings, and applications subject to a secrecy order are not subject to participation in the PPH program
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3. Full First Action Interview Pilot Program

(http://www.uspto.gov/patent/initiatives/first-action-interview/full-first-action-interview-pilot-program)

• Promotes personal interviews between the applicant and examiner before a first Office Action is 
issued

• After a request is filed, the examiner will conduct a prior art search and issue a Pre-Interview        
Communication, setting a one month (30 day) time period to request or decline an interview.       
This deadline is extendible for one additional month (30 days) with the payment of an extension 
of time fee of $200 ($100 for small entity, $50 for micro entity)

• If agreement is not reached at the interview, the applicant will receive an Office Action and            
interview summary

Requirements • Request to participate must be filed at least one day before a first Office Action, Notice of                 
Allowance or Ex parte Quayle action is mailed

• Application must contain 3 or fewer independent claims, 20 or fewer total claims, and no multiple 
dependent claims

• Must be filed by EFS-Web

Cost • No additional fee required

Advantages • Advances examination of applications once taken up in turn
• Facilitates resolution of issues for timely disposition of an application
• Program is now open to all technology areas and application filing dates
• Has a first action allowance rate of 31.1% versus 17.6% for applications not in the program

Disadvantages • Applicant agrees to: 
◊ Make an election without traverse if the USPTO    

determines the claims are not directed to a single invention
◊ Not request a refund of the search fee or any excess claims fee paid after the mailing or          

notification of the Pre-Interview Communication  
◊ Not expressly abandon the application after the mailing or notification of the Pre-Interview 

Communication
• Reissue applications are not eligible
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4. Collaborative Search Pilot Program                                                    

(http://www.uspto.gov/patents-getting-started/international-protection/collaborative-search-
pilot-program-csp)

• Purpose is to provide search results from two patent offices early in the examination process so 
that the applicant can determine their next steps in patent prosecution

Requirements

• Applicant consents to permit the USPTO and its partner Offices to share information

• Claims limited to 3 independent/20 total, and directed to a single invention

• Claims must correspond between Offices

• Earliest priority date must be post-AIA

• Application must be unexamined in both Offices

• Granted Petition in both Offices

• Potential Benefits According to the USPTO 
◊ Greater consistency in examination across patent offices, leading to more certainty of 

intellectual property rights
◊ Application is taken out of turn, resulting in expedited search results and final disposition
◊ No additional fee required

• The JPO-USPTO Pilot Program
◊ Began August 1, 2015
◊ The USPTO and Japanese Patent Office (JPO) will exchange search and evaluation 

results identifying the best prior art and provide a work product that incorporates the ef-
forts of the two patent offices

◊ Limited to 200 applications per year, per patent office
◊ http://www.uspto.gov/sites/default/files/documents/JPOUSPTO%20Pilot.pdf

• The KIPO-USPTO Pilot Program
◊ Began September 1, 2015
◊ The USPTO and Korean Intellectual Property Office (KIPO) will conduct two independent 

searches and provide both work products to the applicant for consideration
◊ Limited to 200 applications for each patent office
◊ http://www.uspto.gov/sites/default/files/documents/KIPOUSPTOCSP.pdf
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5. Petition to Make Special

“Special” status and fast track examination are granted where:

• Applicant (i) is at least 65 years old or (ii) has poor health

(http://www.uspto.gov/patents-application-process/petitions/23-make-special-age-and-health)

◊ Requirements: File a petition and submit evidence showing that (i) the state of health of the      
   applicant is such that he or she might not be available to assist in the prosecution of the 
   application if it were to run its normal course, such as a doctor’s certificate or other medical 
   certificate, or (ii) the applicant is 65 years of age or more
◊ Application may not contain or be amended to contain more than 4 independent claims, more 

than 30 total claims, or any multiple dependent claim
◊ Not available to international applications that have not entered the national stage, design         

applications, reissue applications, provisional applications, or reexamination proceedings
◊ Note:  Any personal/medical information submitted as evidence to support the petition will be   

available to the public
◊ No additional fee required
◊ 94% of non-electronic petitions are granted (average days pending = 67)
◊ 100% of electronic petitions are granted (average days pending = 0)

• Other bases for special status

◊ Application is of “importance to some branch of the public service and the head of some            
department of the Government requests immediate action for that reason, may be advanced     
for examination”

◊ Application will materially (i) enhance the quality of the environment, (ii) contribute to the              
development or conservation of energy resources, or (iii) contribute to countering terrorism

◊ http://www.uspto.gov/web/offices/pac/mpep/s708.html

• Petition to Make Special (PTMS) statistics (as of May 29, 2015)

Years of PTMS 
Decisions

Granted Dismissed Denied Undecided Days to Decision

2015 32 26 28 73 82.5

Years of First Action Months from PTMS Request to First 
Action

Months from PTMS Decision to 
First Action

2015 5.77 2.42
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6. Accelerated Examination  

(http://www.uspto.gov/patent/initiatives/accelerated-examination)

• Fast examination is also granted for performing a pre-examination prior art search 
• USPTO’s goal is to complete examination within 12 months
• Comments requested on whether to discontinue program.  82 Fed. Reg. 3758, Jan. 12, 2017.

• Requirements  

◊ File petition and fee
◊ Must conduct a pre-examination search that meets certain requirements and provide an         

accelerated examination support document that discusses the results and patentability of the 
claims 

◊ Must agree to an interview with the examiner and elect a single invention without traverse, if 
needed

◊ Application must contain no more than 3 independent claims and 20 total claims 
◊ Must be filed by EFS-Web

• Recommendations
◊ Generally not recommended in view of the other available options that do not require a prior art 

search and explanation of patentability 

• Statistics
◊ 61% of petitions are granted (infrequently filed petition)
◊ Average time from filing request to decision on request = 53 days

Options After Examination

1. After Final Consideration Pilot 2.0 

(http://www.uspto.gov/patent/initiatives/after-final-consideration-pilot-20)

• Designed to enhance communication between the USPTO and applicant after issuance of a Final 
Rejection closing examination

• Authorizes additional time for examiners to search and/or consider applicant responses 

• To be eligible, must file a response to a Final Rejection that includes a request for consideration 
under the pilot and an amendment to at least one independent claim that does not broaden its 
scope

• Must agree to have an interview 

• Must be filed by EFS-Web

• No additional fee required

• Currently projected to end September 30, 2017, but may be extended.  Check USPTO website.
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2. Pre-Appeal Brief Conference Program

(https://www.uspto.gov/web/offices/pac/mpep/s1204.html#ch1200_d1fc9d_147da_3d)

• When a notice of appeal is filed in an application, the appellant may also request a Pre-Appeal Brief 
Conference

• Intended for applications where there are either (1) clear errors in the examiner’s rejections or (2) the 
examiner’s omissions of one or more essential claim elements are needed to establish a prima facie 
rejection of the claims

• Once filed, the request is reviewed by a panel that consists of a supervising examiner, another            
examiner and the examiner of record

• Appellant must file a short memo (no more than 5 pages) in support of their request which is reviewed 
by the panel at the conference

• No additional fee required
• The panel can (1) allow the appeal to proceed to the Patent Trial and Appeal Board (“PTAB”), (2) 

allow the application, or (3) reopen examination
• Program may avoid the expense of a lengthy appeal process
• However, it has been reported recently that only 6% of Pre-Appeal Brief Conference decisions result 

in allowance and about one-third of decisions result in a reopening of prosecution

3. Expedited Patent Appeal Pilot

(http://www.uspto.gov/patents-application-process/patent-trial-and-appeal-board/expedited-
patent-appeal-pilot)

• Program enables an appellant to secure expedited review of one pending ex parte appeal in 
exchange for another pending ex parte appeal

• Appellant may have an ex parte appeal accorded special status if the appellant withdraws an 
appeal in another application or ex parte reexamination with an ex parte appeal also pending 
before the PTAB

• Began June 19, 2015, and will run until 2,000 appeals have been accorded special status, or until 
June 20, 2016, whichever occurs earlier

• Requirements
◊ File a petition to accord special status – the appeal to be made special must be an appeal 

for which a docketing notice was mailed no later than June 19, 2015
◊ Request withdrawal of the appeal in the other application or ex parte reexamination for 

which a docketing notice was mailed no later than June 19, 2015 
◊ There must be no request for an oral hearing
◊ The application involved in the appeal to be made special and the application or patent in 

the appeal to be withdrawn must be either owned by the same party as of June 19, 2015, or 
name at least one inventor in common

◊ Must be filed by EFS-Web
◊ No additional fee required
◊ The PTAB has a goal of issuing a final decision on the appeal to be made special within 6 

months from the date that the petition is filed

• Statistics (from June 19, 2015 to September 9, 2015)
Petitions Filed Petitions Granted Petitions Denied Petitions Pending Average time to 

Decide Petition
Number of        

Decisions Mailed 
on Appeals 

Made Special

Average time to 
decide Appeal 
Made Special

21 19 2 0 2 days 6 1 month
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4. Streamlined, Expedited Patent Appeal Pilot for Small Entities

(http://www.gpo.gov/fdsys/pkg/FR-2015-09-15/pdf/2015-23090.pdf)

• The USPTO is providing a temporary basis under which a small entity or micro entity appellant may 
have an ex parte appeal to the PTAB accorded special status if the appellant has only a single   
appeal pending before the PTAB and the appellant agrees to streamline the appeal

• Began September 18, 2015, and will run until 2,000 appeals have been accorded special status, or 
until September 16, 2016, whichever occurs earlier

• Requirements
◊ File a petition to accord special status – the appeal to be made special must be appellant’s 

only appeal pending before the PTAB as of September 18, 2015 and must have been docketed 
with the PTAB on or before September 18, 2015

◊ Appellant must certify small entity or micro entity status
◊ Appellant must agree that, for each ground of rejection applying to two or more claims, the 

PTAB must select a single claim and decide the appeal to be made special with respect to ev-
ery claim subject to that ground of rejection on the basis of the selected claim alone

◊ Appellant must certify that the appeal to be made special does not involve any claim subject 
to a rejection under 35 U.S.C. § 112

◊ Appellant must agree to waive any oral hearing
◊ File the petition by EFS-Web
◊ No additional fee required

5. Quick Path Information Disclosure Statement Pilot Program

(http://www.uspto.gov/patent/initiatives/quick-path-information-disclosure-statement-qpids)

• Eliminates the requirement for processing of an RCE with an information disclosure statement (IDS) 
filed after payment of the issue fee in order for the IDS to be considered by the examiner

• No additional fee required

• If no item of information in the IDS necessitates reopening examination, the USPTO will issue a 
corrected notice of allowability

• Must include a statement that the references in the IDS were first cited in a communication from a 
foreign patent office in a counterpart foreign application not more than 3 months prior to the filing of 
the IDS  
◊ Currently projected to end September 30, 2017, but may be extended.  Check USPTO website.
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Sterne Kessler has 
filed over:

156  - Track One Original Applications 
211  - Track One Continuations 

    8  - Track One Continuations-in-Part
  25  - Track One Divisionals 

  101  - Track One RCEs 
660  - After Final Consideration Pilot 2.0 Requests 

6. Ombudsman Pilot Program

(http://www.uspto.gov/patent/ombudsman-program)

• Application-specific prosecution assistance when the normal channels have not provided the
assistance needed (e.g., a communication barrier between applicant/attorney and examiner or
when there is  prolonged prosecution)

• A request is made by submitting an electronic form on USPTO’s website

• An ombudsman assigned to the technology center for the application will then contact the re-
questor  by telephone

• Telephone communication is encouraged, as written communications regarding the merits of an
application will be placed in the application file

• No additional fee required

Other Tips on When to Use Fast Track Examination

• Fast and efficient patent portfolio creation
◊ Startups seeking investment
◊ Shield against known competitors
◊ Sword for entry into new space
◊ Meet in-house or investor expectations of numbers of patents

• Tool for patent litigation
◊ Obtain additional patents to assert against competitor
◊ Increase leverage during settlement negotiations

• If parent patent(s) is involved in an Inter Partes Review
◊ Obtain additional claims before any patent owner estoppel attaches
◊ Easier to amend claims during prosecution
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Tab 6: Enhanced Patent Quality 
Initiative



In 2015, the U.S. Patent and Trademark Office (USPTO) established the Enhanced Patent Quality 
Initiative (EPQI) to ensure the issuance of high-quality patents and improve USPTO processes and 
services (80 Fed. Reg. 6475). 

The goals of the EPQI are to:
• Build more confidence in the patent system by enhancing patent quality
• Make the system understandable and usable by all inventors
• Ensure that customers are treated fairly and professionally throughout the application process

The EPQI is focused on three areas, which the USPTO designates the three “patent quality pillars”
• Pillar 1 – Excellence in Work Products 

◊ Provide the best work products and services at every stage of the patent process
• Pillar 2 – Excellence in Measuring Patent Quality

◊ Provide excellence in measuring patent quality and ensure quality metrics target 
examination issues requiring attention 

• Pillar 3 – Excellence in Customer Service
◊ Improve the customer experience with emphasis on excellent customer service

To advance its initiative, the USPTO created 12 EPQI programs falling into four areas of concentration:

Search and Training Enhancement Programs

1. Automated Pre-Examination Search (Pillar 1)
• Goal:  Provide relevant prior art to the examiner through an automated pre-examination search 

prior to examination and traditional search
• Currently, the USPTO provides an automatic search service to examiners which uses an algorithm 

that analyzes the application and performs an automated search

2. Scientific and Technical Information Center (STIC) Awareness Campaign (Pillar 1)
• Goal:  Raise awareness of the search tools and resources that are currently available to examiners 

3. Clarity of the Record Training (Pillar 1)
• Goal: Develop and provide training for examiners on effective ways to improve the clarity of the 

prosecution record

Prosecution Enhancement Programs

4. Clarity of the Record Pilot (Pillar 1)
• Program ran from March-August 2016 with 130 examiner and 45 supervisory patent examiner 

participants, covering at least 2,000 applications
• Pilot program members developed the best practices for the Clarity of the Record Training and 

Master Review Form (see below)

5. Interview Specialist (Pillar 3)
• Goal: Provide subject matter experts on interview practice and policy to assist applicants and 

examiners with interviews (e.g., facilitate technical issues that may arise)

Enhanced Patent Quality Initiative
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6. Post-Prosecution Pilot (P3) (Pillar 3)
• Program ran from July 11, 2016 to January 12, 2017
• Goal: Streamline after-final practice by resolving potential issues before appeal, reducing the

number of requests for continued examination (RCEs) filed, and saving the applicant from the
time and expense of pursuing a full appeal

• Program was open to utility applications that were within two months of the mailing date of a
final rejection

• Applicant was given a 20-minute oral hearing with a panel of three examiners, including the
examiner assigned to the application

• After the hearing, the panel provided a written decision either upholding the final rejection,
finding the application allowable, or reopening prosecution

7. Reevaluation of Quick Path Information Disclosure Statement (QPIDS) (Pillar 3)
• The USPTO is investigating improvements to the existing program, which provides for submission

of an information disclosure statement after payment of the issue fee without an RCE
• The current QPIDS program is scheduled to run through September 30, 2017, but may be extended

Post-Examination Enhancement Programs

8. Design Patent Publication Quality (Pillar 3)
• As a direct result of comments submitted by Sterne Kessler attorneys to the USPTO, design patent 

print quality is now part of their quality initiative. View the comments in response to the Office’s 
Request for Submission of Topics for USPTO Quality Case Studies here: http://www.skgf.com/news/
comments-to-the-uspto-on-improving-design-patent-quality

9. Post-Grant Outcomes (Pillar 1)
• Program ran from April-August 2016
• Goal: Place America Invents Act (AIA) post-grant proceedings and their prior art in front of the 

examiners of pending related applications
• Examiners having an application related to an issued patent involved in an AIA proceeding are 

given instructions on how to review the contents of the AIA proceeding
• The USPTO is also working to provide post-grant information from other sources, such as the 

Federal Circuit, District Courts and the Central Re-Examination Unit (CRU), to examiners 

Evaluation Enhancement Programs

10. Clarity and Correctness Data Capture (Master Review Form) (Pillar 2)
• The USPTO is developing a single standard for the review of work product in a Master Review

Form (MRF):
◊ A checklist that captures all traditional inquiries on the correctness of the examiner’s

determinations on substantive patentability requirements, as well as new inquiries on the
clarity of each determination made in an Office Action

• Version 2.0 of the MRF is currently being used by the Office of Patent Quality Assurance and is
available on the USPTO website
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11. Quality Metrics (Pillar 2)
• The USPTO launched a new quality metrics program in 2016
• Goal: Monitor patent quality metrics according to three categories:

◊ Product Indicators - include metrics on the correctness and clarity of USPTO work products
◊ Process Indicators - assist in tracking the efficiency and consistency of internal processes 

(e.g., analyzing reopening of prosecution and rework of Office Actions, improving 
consistency of decision making)

◊ Perception Indicators - use internal and external surveys to solicit information that can be 
used for root cause analysis and to validate/verify other metrics

12. Topic Submission for Case Studies (Pillar 1)
• Provides a way for applicants to suggest topics for case studies by the USPTO
• Case studies should pertain to analysis of rejections, MPEP guidance, Office policy, etc., in 

general, rather than to specific applications

How has the EPQI affected our practice so far?

• Office Actions are getting longer
◊ As the Clarity of the Record program asks examiners to put more information on the record, 

they are naturally writing longer Office Actions
◊ Some examiners use boilerplate language and long case law cites to bulk up their work
◊ Applicants should budget time for reviewing longer Office Actions

• A longer explanation of a rejection is not always a better explanation
◊ Anecdotal evidence suggests that some Office Actions now include redundant explanations 

of the rejections or explanations not relevant to the type of rejection
◊ There is no indication from the USPTO that examiners are being given more time to examine 

applications under the EPQI guidelines
 ■ Instead, examiners are being asked to do more with the same resources they had before

• More information on the record means more for applicants to address in response
◊ Applicants must address all points raised in Office Actions so that an examiner’s argument 

is not construed as admitted to by the applicant
◊ If part of the examiner’s argument in support of his or her rejection is irrelevant, applicant 

must point that out instead of just ignoring the argument

• Claim construction early in the patent process
◊ Only some examiners have started to make claim interpretation more explicit in their Office 

Actions
◊ If claim interpretation by examiners becomes more common, applicants will need to think 

carefully about how to characterize their claims during prosecution to avoid an unfavorable 
claim construction in subsequent proceedings

• Examiners are putting more in the record from interviews
◊ Many examiners have informed us that they must now put on the record anything sent to 

them prior to an interview – including proposed claim amendments and agendas
◊ Keep this in mind and provide as little as possible to the examiner in writing prior to an 

interview
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• The P3 program had mixed results
◊ Some applicants reported an engaging discussion with the panel that focused and

sometimes resolved issues
◊ Others have reported that the panel was disengaged and primarily acted as a rubber

stamp for the examiner

Questions not yet answered by the EPQI

• What is a “quality” patent?
◊ Is a quality patent a patent that is valid?  Or a patent that is robustly examined?
◊ Do applicants share any responsibility in patent quality?
◊ The USPTO’s effort to improve patent quality is a commendable goal, but can an examiner

with limited examination time assure that a quality patent issues?
◊ Do the USPTO’s quality metrics align with the characteristics of a quality patent desired by

a patent holder?

• Do all patents need to be quality patents?
◊ Applicants have varied reasons for obtaining a patent besides enforcement:

■ For defensive reasons
■ To validate a technology for investors
■ For negotiations with competitors

◊ Does a patent need to be a quality patent to meet the legal requirements for patentability?

• Can the USPTO balance the conflicting goals of timely prosecution with quality prosecution?
◊ Asking examiners to do more work without giving them more time will not lead to better

examination
◊ But slowing the patent process limits its usefulness and will increase the current backlog

Overall, the USPTO has admirably set out a framework for doing its job better and allowing it to better 
interact with applicants. By continuing to review its own internal processes and listening to applicants, 
the USPTO can hopefully continue to improve the patent application process. 

How can you be involved?

• You can find more information at the USPTO’s EPQI website: https://www.uspto.gov/
patent/initiatives/enhanced-patent-quality-initiative-0

• The USPTO has a recurring Patent Quality Chat lunchtime webinar series: http://
www.uspto.gov/patent/initiatives/patent-quality-chat 

◊ Held on the second Tuesday of every month
◊ Broadcast live from the USPTO Headquarters

• You can also email comments to: WorldClassPatentQuality@uspto.gov
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Five years after the Supreme Court’s landmark Mayo v. Prometheus (132 S.Ct. 1289 (2012)) decision, 
the case law related to the patent eligibility for biotech/pharma inventions remains unsettled. In large 
part this is due to the lack of appellate court decisions confirming the eligibility of claims under 35 
U.S.C. §1011.  The U.S. Patent and Trademark Office (USPTO) has attempted to fill the void by releasing 
Interim Guidance documents with example claims that it considers eligible under current case law. 
It remains to be seen, however, whether the Courts agree with the USPTO’s eligibility analysis. Thus, IP 
practitioners developing a patent portfolio for biotech/pharma inventions must continue to carefully 
monitor the new developments in § 101 case law.           

Patent eligibility under § 101 is analyzed using a two-step process laid out in Mayo v. Prometheus, 132 
S.Ct. 1289 (2012) and clarified in Alice v. CLS Bank, 134 S.Ct. 2347 (2014).   The first step asks whether a 
claim is directed to a judicially recognized exception, i.e., natural product, natural phenomenon, or 
abstract idea. Gottschalk v. Benson, 409 U.S. 63, 67 (“Phenomena of nature, though just discovered, 
mental processes, and abstract intellectual concepts are not patentable, as they are the basic tools of 
scientific and technological work.”). If the answer is no, the claimed subject matter is patent eligible. 
If the answer is yes, however, the claim is further examined in step two to determine whether the 
additional elements recited in the claim, considered both individually and as an ordered combination, 
“transform the nature of the claim” into a patent eligible application by reciting an “inventive concept” 
that is “sufficient to ensure that the patent in practice amounts to significantly more than a patent upon 
the [ineligible concept] itself.” Mayo at 1294. For step two of the analysis, the judicially recognized 
exception is treated as if it was part of the prior art base. In Mayo, the Court found the method claims 
ineligible for patenting because, in addition to a natural phenomenon, they only recited elements 
that were “well known in the art” and represented “well-understood, routine, conventional activity 
previously engaged in by scientists in the field.” Id. at 1298. 

To facilitate examination under § 101, the USPTO published Eligibility Examples representing a variety 
of technological areas, including pharmaceuticals, recombinant polynucleotides and polypeptides, 
genetically modified organisms, antibodies, food products, vaccines, and diagnostic assays2.  Each 
Example provides a fact pattern, a list of claims, and an eligibility analysis for each claim. The Examples 
are a useful guide for what type of subject matter is considered patent eligible by the USPTO in view of 
current case law. For example, the USPTO considers a monoclonal antibody defined by its amino acid 
sequence patent eligible in the absence of evidence that the particular sequence claimed existed 
in nature without human intervention, i.e., that it is a product of nature. Thus, while a monoclonal 
antibody derived from a genetically engineered mouse would likely be considered patent eligible, a 
monoclonal antibody cloned from a human patient would likely not.

In biotech/pharma patents and applications, a large fraction of claims recite a naturally occurring 
product or a variant thereof. Drafting these claims so that they are not considered to be “directed 
to a judicially recognized exception” under step one offers the safest path to patent eligibility as it 
altogether avoids the step two analyses. One way to achieve this goal is by ensuring that the composition 
recited in the claim is “markedly different” from its naturally occurring counterpart. In cases where the 
composition used is a product of nature, method/process claims using that composition in a non-
natural way offer a path to eligibility without the step two analyses.                  

Summary of Subject Matter Eligibility – 
Biotech/Pharma Inventions

____________________________
1 “Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or any new 
and useful improvement thereof, may obtain a patent therefor, subject to the conditions and requirements of this title.”

2 https://www.uspto.gov/patent/laws-and-regulations/examination-policy/subject-matter-eligibility
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In 2013, the Supreme Court held that a man-made isolated polynucleotide comprising the BRCA1 gene 
sequence constitutes a product of nature exception because it is not “markedly different” from the 
naturally occurring BRCA1 gene. Ass’n for Molecular Pathology v. Myriad, 133 S.Ct. 2107, 2111 (2013). 
The Court found, however, that a cDNA encoding BRCA1 is a patent eligible composition because it is 
markedly different from the naturally-occurring polynucleotides. Id. Moreover, the Eligibility Examples 
mentioned previously provide useful insight into what would be considered a “marked difference” by 
the USPTO for the purpose of eligibility. They include structural differences (e.g., difference in molecular 
structure, crystal forms, amino acid sequence, and genetic composition) as well as functional ones 
(composition with increased stability, increased solubility, or new activity). When drafting the claims, 
however, care must be taken to ensure that the recited composition does not encompass a product of 
nature in addition to the otherwise patent eligible “markedly different” embodiments. See, e.g., In re 
Roslin Institute, 750 F.3d 1333, 1338 (Fed. Cir. 2014) (claims directed to a “live-born clone of a pre-existing, 
non-embryonic, donor mammal” were ineligible because any differences between the clones and 
their donor mammals were unclaimed).   

Cellzdirect, a recent Federal Circuit decision emphatically confirms that claims directed to a “method 
of producing a desired preparation of multi-cryopreserved hepatocytes” are patent eligible, even if 
the process uses a product of nature and even if the transformation is governed by the laws of nature. 
Rapid Litigation Management v. Cellzdirect, 827 F.3d 1042 (Fed. Cir. 2016) (“This type of constructive 
process, carried out by an artisan to achieve ‘a new and useful end,’ is precisely the type of claim 
that is eligible for patenting.”). The Court further found that the claims were not “directed to” a patent-
ineligible concept, and therefore need not be analyzed under step two of the Mayo/Alice framework. 
Helpfully, the Court observed in dicta that the rationale for finding the claims patent eligible applies to 
other process claims, including ones directed to a method of treatment. Id. at 1049 (“The ‘929 patent 
claims are like thousands of others that recite processes to achieve a desired outcome, e.g., methods 
of producing things, or methods of treating disease.”). Thus, Cellzdirect confirms the USPTO’s position 
expressed in the Eligibility Examples that process claims, including method of treatment claims, are 
generally patent eligible unless they are drafted to claim a judicially recognized exception itself, such 
as in “a method of providing an apple.”

Patents directed to diagnostic assays were probably the hardest hit by the post-Mayo changes in § 101 
jurisprudence. By their very nature, most diagnostic assays implicate one or more natural phenomena, 
mental steps, and/or products of nature, i.e., a judicially recognized exception to patent eligibility. And 
all appellate decisions involving a claim directed to a diagnostic assay found it to be directed to a 
judicially recognized exception and not eligible after step two analysis. See, e.g., Myriad Genetics; In 
re BRCA1- and BRCA2-BASED HEREDITARY CANCER TEST PATENT LITIGATION, 774 F.3d 755 (Fed. Cir. 2014); 
Ariosa Diagnostics, Inc. v. Sequenom, Inc., 788 F.3d 1371 (Fed. Cir. 2015) (en banc petition denied) (cert. 
denied); Genetic Tech. Ltd. v. Merial LLC, 818 F.3d 1369 (Fed. Cir. 2016). In each of these cases, the claims 
were drawn broadly to capture all diagnostic uses of the underlying natural phenomena regardless of 
the reagents employed or the starting samples used. And in each of these cases the Courts found the 
claims not eligible because once the newly discovered natural phenomenon is removed from the claims, 
the remaining elements merely recite routine, conventional, and well-understood steps that cannot 
provide the inventive concept needed to transform the methods into patent eligible subject matter. 
Therefore, as suggested by the USPTO’s Eligibility Examples, to be considered eligible, a claim may need 
to recite the use of an assay or reagent that was not well known and in common use. Alternatively, if 
all elements of the claim were well known and in common use, it may need to recite a new, inventive 
combination of these elements.      



When applicable, a diagnostic assay may be claimed in combination with a method of treatment. 
While there is no post-Mayo appellate decision confirming the eligibility of claims combining 
diagnostic and treatment steps, they are generally considered patent eligible. See Classen 
Immunotherapies, Inc. v. Biogen Idec, 659 F.3d 1057 (Fed. Cir. 2011); Bristol Myers Squibb Co. v. Merck 
& Co., No. 14-1131 (D. Del. Mar. 17, 2016); Bristol Myers Squibb Co. v. Merck & Co., No. 15-572 (D. 
Del. Mar. 29, 2016). And this question is expected to be addressed by the Federal Circuit in the not 
too distant future in an appeal from Vanda Pharmaceuticals Inc. v. Roxane Labs, Inc., Civ. No. 14-
757-GMS (Consolidated), 2016 U.S. Dist. LEXIS 113521 (D. Del. Aug. 25, 2016) (Sleet, J.). The claims in 
Vanda Pharmaceuticals are directed to a stratified method of treatment comprising the steps of (1) 
determining whether the patient has a CYP2D6 poor metabolizer genotype, and (2) administering 
iloperidone to the patient at different doses depending on whether or not the patient has a CYP2D6 
poor metabolizer genotype. Whether the patent eligibility issue will spill over to method of treatment 
patents is unknown, but patent practitioners need to be prepared for court rulings that may overturn 
long-settled expectations for subject matter eligibility.
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The Supreme Court’s decision in Alice v. CLS Bank has been disruptive not only to the financial services 
industry, but also to any industry where software or computing forms a core part of its technology 
(e.g., diagnostics, analytics, data transmission, cloud-based computing, etc.).  Examiners at the U.S. 
Patent and Trademark Office (USPTO), the Patent Trial and Appeal Board (PTAB), and the courts apply 
Alice inconsistently, making it difficult to predict the outcome of a challenge under 35 U.S.C. §101 for 
lack of subject matter eligibility for a given claim.  The legal interpretation governing §101 and the 
rules applying §101 are also in flux.  This has created uncertainty among practitioners, inventors, and 
investors alike.  Many are trying to determine the full implications of these decisions on software claims 
and are questioning the ability to obtain software-based patents in multiple industries.  However, there 
are some steps that a patent applicant or owner can take to place their cases in the best posture for 
overcoming a §101 challenge.

Background

On June 19, 2014, the U.S. Supreme Court issued its decision in Alice Corp. Pty Ltd. v. CLS Bank 
International, holding that computerized abstract patent ideas are not patent eligible. Specifically, the 
Supreme Court determined that the claims at issue “simply instruct[ed] the practitioner to implement 
the abstract idea of intermediated settlement on a generic computer,” and were thus abstract.  
Subsequently, the Federal Circuit in Ultramercial Inc. v. Hulu, using the Alice decision, ruled that 
Ultramercial’s patent claims were non-statutory (i.e., patent-ineligible).  According to the court, the 
claims were merely directed to the abstract idea of using advertising as a currency as applied to the 
particular technological environment of the Internet – even though the court admitted that certain 
specific features were novel and nonobvious over the art.

The Federal Circuit has issued just one pro-eligibility decision since Alice, ruling that the e-commerce 
software claims in DDR Holdings, LLC v. Hotels.com, LP were statutory (i.e., patent-eligible) under 
35 U.S.C § 101. Of significance, the court found that the claimed solution was “necessarily rooted in 
computer technology in order to overcome a problem specifically arising in the realm of computer 
networks.”  According to the court, the claims addressed the problem of retaining website visitors 
when they would otherwise be instantly transported away from a host’s website after “clicking” on 
an advertisement and activating a hyperlink, if adhering to the routine, conventional functioning of 
Internet hyperlink protocols.  This change to the underlying technology was deemed sufficient enough 
to warrant patent protection.

USPTO Guidelines

Over recent months, the USPTO has issued four sets of guidelines on subject matter eligibility.  The first 
set, issued March 4, 2014, was a response to the Supreme Court’s decisions in Mayo v. Prometheus 
and Myriad.  This guidance was specific to claims involving laws of nature/natural principles, natural 
phenomena and/or natural products.  On June 25th, 2014, the day after the Supreme Court’s decision 
in Alice, the USPTO issued guidance specific to claims involving abstract ideas.  

In December 2014, the USPTO issued a combined set of guidelines addressing all judicial exceptions: 
abstract ideas, laws of nature/natural principles, and natural phenomena/natural products.  This 
guidance set out the following required process for any claim directed to a judicial exception:

Update on Patent Subject Matter 
Eligibility and Abstract Ideas
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 SUBJECT MATTER ELIGIBILITY TEST FOR
PRODUCTS AND PROCESSES

PRIOR TO EVALUATING A CLAIM FOR PATENTABILITY, ESTABLISH THE
BROADEST REASONABLE INTERPRETATION OF THE CLAIM. 

ANALYZE THE CLAIM AS A WHOLE WHEN EVALUATING PATENTABILITY

(Step 1)
IS THE CLAIM TO

A PROCESS MACHINE,
MANUFACTURE OR
COMPOSITION OF 

MATTER?

(Step 2A)
[PART 1 Mayo test]

IS THE CLAIM DIRECTED
TO A LAW OF NATURE, A

NATURAL PHENOMENON, OR AN 
ABSTRACT IDEA

(JUDICIALLY RECOGNIZED
EXCEPTIONS)?

(Step 2B)
[PART 2 Mayo test]

DOES THE CLAIM RECITE
ADDITIONAL ELEMENTS THAT
AMOUNT TO SIGNIFICANTLY 

MORE THAN THE JUDICIAL
EXCEPTION?

CLAIM IS NOT
ELIGIBLE SUBJECT

MATTER
UNDER 35 USC 101

CLAIM QUALIFIES
AS ELIGIBLE SUBJECT

MATTER UNDER
35 USC 101

NO

NO

NO

YES

YES

YES
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This guidance further:

• Defines any claim reciting a judicial exception as “directed to” the judicial exception.

• Provides examples of both statutory (patent-eligible) and non-statutory (not patent-eligible) claims, 
along with accompanying analysis.  

• Allows a “streamlined analysis” for use in cases where the claims recite a judicial exception, but so 
clearly recite significantly more than the judicial exception that no further analysis is necessary.

• Includes a requirement that Examiners address each and every claim element, and each individual 
claim.  Specifically, the guidance notes that “claims do not automatically rise or fall with similar 
claims in an application.”

• Identifies various limitations that may constitute “significantly more” under Step 2B of the analysis:
◊ Improvements to another technology or technical field
◊ Improvements to the functioning of the computer itself
◊ Applying the judicial exception with, or by use of, a particular machine
◊ Effecting a transformation or reduction of a particular article to a different state or thing
◊ Adding a specific limitation other than what is well-understood, routine and conventional in the 

field, or adding unconventional steps that confine the claim to a particular useful application
◊ Other meaningful limitations beyond generally linking the use of the judicial exception to a   

particular technological environment

• Identifies various limitations that do not qualify as “significantly more”:
◊ Adding the words “apply it” or mere instructions to implement an abstract idea on a computer
◊ Simply appending well-understood, routine and conventional activities previously known to the 

industry
◊ Adding insignificant extrasolution activity
◊ Generally linking the use of the judicial exception to a particular technological environment or 

field of use

In July 2015, the USPTO issued an update containing more examples and clarifying some details from 
the previous guidance.  This guidance focused mainly on claims involving “abstract ideas.”  A few 
notes from the July 2015 guidance:

• Preemption:  the USPTO indicates that lack of preemption is not a stand-alone reason for 
patentability. 

• “Well-understood, routine, and conventional”:  Examiners are not required to show evidence that 
a claimed feature is “well-understood, routine, and conventional.”  Instead, the USPTO gives them 
something akin to “judicial notice,” meaning that the Examiner can rely on his or her general 
knowledge in the art without making a specific showing.  To rebut, Applicants may have to prove 
that a given feature was not known in the art using, for example, expert testimony.

• Examiners are required to evaluate the claims as a whole.  The USPTO recognizes that old elements 
can be combined into new technology, so a feature-by-feature analysis is insufficient.

• Some examples provide side-by-side comparisons of a statutory claim vs. a similar non-statutory 
claim, explaining the differences between the two.
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Practice Tips

Given the case law and current USPTO posture, we provide the following practice tips for mitigating the 
applicability of §101 to a claim:

Application status:  Pre-filing

• Thoroughly articulate the state of the art in the background section.  Then in the detailed 
description, clearly articulate the improvement relative to the state of the art.  This will help you 
argue later that the claims recite “significantly more” than what was known in the state of the art at 
the time of the invention.
◊ Conduct a patentability search to ensure improvement is accurately defined, and to ensure you  
 understand the technical contribution provided by the invention.
◊ Consider in advance how you would argue the old technical effect test in Europe – it is possible 

that the U.S. is headed in that direction.
 » In Europe, subject matter is currently eligible if it has technical character or contributes   

  to it.  This can happen if the computer produces a further technical effect which    
  goes beyond the “normal” physical interactions between program (software) and    
             computer (hardware).  Where said further effects have a technical character or where   
                    they cause the software to solve a technical problem, an invention which brings    
  about such an effect may be considered patent-eligible.

 » Europe previously evaluated eligibility under the technical effect test, meaning that the   
 novel and inventive claim feature must be rooted in technology.  Technological features   
 that were known in the art did not contribute to the technical effect.

• Include alternative embodiments in the specification, or discuss other methods known in the art.  
This will help you demonstrate that the inventive concept does not have a preclusive effect on all 
approaches of an abstract idea.

• Support all claims in equal detail, in case you need to rely on your dependent claims.  Provide 
detailed algorithms for all method steps claimed, in case they are interpreted under §112(f) as 
means/step-plus-function claims.  This is especially applicable for software claims.

• Take advantage of the limitations inherent to means-plus-function claims.  If fully supported in your 
specification, means-plus-function claims may provide enough of a specific implementation to 
overcome a §101 challenge.

• Integrate hardware or specialized computing devices into the steps of the claims.  Demonstrate 
why the steps cannot be performed by humans.

• Draft claims to avoid classification into Tech Center 3600, which has an extremely low allowance 
rate compared to other software/electronics tech centers.
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Application status:  Pending

• Take advantage of the First Action Interview Pilot Program (FAIPP).  For appropriate claims, you may 
want to argue that your claims do not preempt all uses of the abstract idea, such that the claims qualify 
for “streamlined analysis.” But if the Examiner issues an office action that does not use the streamlined 
analysis, the weight of your preemption argument is lessened.  Use the FAIPP to argue for the stream-
lined analysis early on, so that the Examiner can hear your arguments before he or she performs the full 
analysis.

• Recognize when the Examiner has not analyzed each and every claim as required by the Guidelines, or 
has not clearly identified the abstract idea(s) recited in the claims.  Push back against the incomplete-
ness of a rejection when appropriate.  Use this to argue that a future rejection be made non-final.

• If the abstract idea is identified as a fundamental economic practice, present evidence showing that 
the concept is not fundamental.  Argue that the claimed practice only exists because of the particular 
technical implementation.

• If the abstract idea is identified as a method of organizing human activity, argue that the claims cannot 
be performed by a human and/or require a specific machine implementation to operate.

• Introduce expert declarations rebutting the Examiner’s positions.  Focus on the scope of the abstract 
idea, or the inventiveness of the “something more.”  This also has the benefit of entering expert evidence 
into the record during prosecution, which is generally easier than trying to enter expert evidence during 
an inter partes process.

• Consider whether the breadth of the purported abstract idea is correct.  A broader abstract idea may 
give you more opportunities to show the “meaningful distinction” in Part 2A of the eligibility analysis.         
A narrower abstract idea may be easier to attack in Part 2B of the eligibility analysis.

• §101 law is in great flux.  Keep a continuation pending to update the claims as the law changes.

Application status:  Issued Patent

• Analyze claims for §101 issues prior to enforcement

• File a narrowing (or broadening, within 2 years) reissue to revise claims through the USPTO
◊ Must argue that the patentee claimed more or less than he or she had the right to claim.                           

Possibly argue that the claim amendments remove a potential preemption of an abstract idea.

• Enter an ex parte reexamination using supplemental examination.  While §101 is usually not a valid 
ground for filing an ex parte reexam, there is a special carve-out for ex parte reexams resulting from 
supplemental examination.  If a patentee requests supplemental examination based on §101, the 
USPTO will determine whether a substantial new question of patentability (SNQ) exists.  
If so, the USPTO will institute an ex parte reexamination to address the SNQ. 
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An essential part of U.S. patent prosecution is the duty of disclosure, which requires the disclosure of all 
known information that is material to patentability. 37 C.F.R. § 1.56. 

Who Has a Duty of Disclosure?

• Anyone substantively involved in preparation or prosecution of an application, including:
◊	 Inventor(s) 
◊	 Attorneys, agents, and paralegals
◊	 In-house patent counsel

Suggested Composition of an IDS Filing

• Information Disclosure Statement (IDS) pleading;

• Form PTO/SB/08a and/or PTO/SB/08b;

• Copies of the cited documents, if required;

• Fee payment, if required; and

• Other requests or petitions, if required (e.g., request for continued examination, petition to 
withdraw from issue).

Special Considerations for an IDS Pleading

• Explain:
◊	 Materials that may be relevant to patentability are being submitted. 
◊	 The	prosecution	 status	of	 the	application	 (Before	examination?	After	 first	Office	action?	

After	final	rejection?)	and	under	which	rule	the	IDS	is	filed.
◊	 What copies of the cited documents are/are not being submitted.
◊	 No need to submit:

 » U.S. patents and published applications. 37 C.F.R. § 1.98(a)(2)(ii);
 » Documents	cited	by	or	submitted	to	the	U.S.	Patent	and	Trademark	Office	(PTO)	in	an	IDS	
filed	in	an	earlier	U.S.	nonprovisional	application	to	which	the	current	application	claims	
benefit;	or

 » Unpublished	U.S.	applications	 stored	 in	 the	PTO’s	 Image	 File	Wrapper	 system.	Official	
Gazette, October 19, 2004.

◊	 Any related information or matters that you desire the examiner consider:

Examiner is expected to review 
the prosecution and cited art 
of parent applications.

MPEP 2001.06(b)

Inform examiner of any re-
lated litigation, reexamination 
or appeal proceeding and 
“material information arising 
therefrom.”

MPEP 2001.06(c)

Information Disclosure: Avoiding 
Common Pitfalls
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Special Considerations for Form PTO/SB/08a

• Form PTO/SB/08a = for citing patents and published applications

• When a patent or published application is in a foreign language, it is preferable to provide an 
English language translation.
◊	 Human translations are preferred if possible. 
◊	 Machine translations are often available otherwise - check website of WIPO, EPO, JPO, 

KIPO, SIPO, etc.
◊	 Tip:  Is the foreign language document the foreign national phase of a 

PCT application that was published in English?
 » If so, then also submit the English language PCT publication since that is either a 

human translation or the original language of the application. 
 » Explain the relationship between the foreign document and the PCT publication in 

the IDS pleading. 
 ■ For example, state that the PCT publication is believed to be a translation of “at 
least”	the	specification	and	figures	of	the	foreign	document.

 ■ Note: The claims in the foreign document may be different than they are in the 
PCT publication.

 » List the foreign document and the PCT publication separately on the IDS forms.
◊	 Tip:  Is the foreign language document the foreign national phase of a PCT 

application that was not published in English, but which entered national phase in a 
country in which it was published in English (e.g., the U.S.)?

 » If so, then also list and/or submit the English language publication.
 » Explain the relationship between the foreign document and the English 
publication in the IDS pleading. 

 ■ For example, state that the English publication is believed to be a translation of “at 
least”	the	specification	and	figures	of	the	foreign	document.

 ■ Note:  The claims in the foreign document may be different than they were in the 
English publication.

 ■ Explain that the foreign document and the English publication are national phase              
applications that arose from the same PCT application 

 » List the foreign document and the English publication separately on the IDS forms. 
 » If the English publication is a U.S. application, attach a copy to the foreign 
document as a courtesy to the examiner, even though it isn’t required. 

• If no translations of the foreign document are available, a statement of relevance must 
be submitted. 

◊	 Alternatively, if the foreign document was cited in a search report by a foreign patent 
office	in	a	counterpart	foreign	application,	you	can	submit	an	English		language	version	
of the search report that indicates the degree of relevance of the document. 

 » A copy of the English language version of the search report must be submitted. 
MPEP 609.04(a)(III).
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Special Considerations for Form PTO/SB/08b

• Form PTO/SB/08b = for citing all other documents or other information, including unpublished 
U.S. patent applications.

• The	citation	should	include	author,	title	of	the	article,	title	of	the	item	(book,	journal,	etc.),	date,	
page(s), volume-issue number(s), publisher, city and/or country where published.

• Foreign language documents must be submitted with an English language translation and/or 
a statement of relevance. 
◊	 You can prepare your own statement of relevance, or you can submit an English 

language version of a search report that lists the foreign document, as explained above.
Timing of Filing an IDS

For	an	IDS	filed Fee Required?# Statement Under 37 C.F.R. § 
1.97(e)(1)* or (e)(2)+ Required?

*Within (i) three months of the 
date	of	filing,	(ii)	three	months	of	
the date of national stage entry, 
(iii)	prior	to	a	first	Office	action	
on the merits, or (iv) before the 
mailing	of	a	first	Office	action	
after	the	filing	of	a	request	for	
continued examination (RCE)
37 C.F.R. § 1.97(b)

No No

*More than three months after 
the	U.S.	filing	date	and	after	the	
mailing	date	of	the	first	Office	
action on the merits, but before 
the mailing date of a Final   
Rejection,	or	Notice	of	
Allowance, or an action that 
otherwise closes prosecution in 
the application
37 C.F.R. § 1.97(c)

Pay fee or	file	statement

*More than three months after 
the	U.S.	filing	date	and	after	the	
mailing	date	of	a	Final	Rejection	
or Notice of Allowance, but on 
or before payment of the Issue 
Fee
37 C.F.R. § 1.97(d)

Yes Yes

*After payment of the issue fee, 
but before issuance
1.  Filed with an RCE, petition to 
withdraw from issue, and other 
required fees

No No
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For an IDS Filed Fee Required Statement Under 37 C.F.R. § 
1.97(e)(1)* or (e)(2)+ Required?

2.  Quick Path Information Dis-
closure Statement pilot program
Filed with a “conditional” RCE, 
petition to withdraw from issue, 
and other required fees.
If no item of information in the 
IDS necessitates reopening 
examination, the PTO will issue a 
corrected notice of allowability.
Currently	projected	to	end	
September 30, 2017, but may 
be extended.  Check the PTO’s 
website.

Yes Yes

# - $180 for a large entity applicant, $90 for a small entity applicant, and $45 for a micro entity applicant.
*	-	“I	hereby	state	that	each	item	of	information	contained	in	this	Information	Disclosure	Statement	was	first	cited	in	any	communication	from	a	
foreign	patent	office	in	a	counterpart	foreign	application	not	more	than	three	months	prior	to	the	filing	of	this	Information	Disclosure	Statement.”	
37 C.F.R. § 1.97(e)(1).
+	-	“I	hereby	state	that	no	item	of	information	in	this	Information	Disclosure	Statement	was	cited	in	a	communication	from	a	foreign	patent	office	in	a	
counterpart foreign application and, to my knowledge after making reasonable inquiry, was known to any individual designated in 
37	C.F.R.	§	1.56(c)	more	than	three	months	prior	to	the	filing	of	this	Information	Disclosure	Statement.”	37	C.F.R.	§	1.97(e)(2).

Special Considerations for a Statement Under 37 C.F.R. § 1.97(e)

• Statement refers to a “counterpart” foreign application. 
◊	 Be careful when making this statement because not all “related” foreign applications are       

counterpart foreign applications. 
◊	 A	counterpart	foreign	application	has	a	specific	meaning:

 » “The term counterpart foreign patent application means that a claim for priority [the PTO 
means foreign priority] has been made in either the U.S. application or a foreign 
application based on the other, or that the disclosures of the U.S. and foreign patent 
applications are substantively identical (e.g.,	an	application	filed	in	the	European	Patent	
Office	claiming	the	same	U.K.	priority	as	claimed	in	the	U.S.	application).”	MPEP	609.04(b)
(V).

• A U.S. or English language counterpart of a foreign patent or application cited by a foreign 
patent	office	can	qualify	the	IDS	for	certification	under	37	C.F.R.	§	1.97(e)(1).
◊	 “Some applicants submit information disclosure statements to the PTO which list and include            

copies	of	both	the	particular	patent	cited	in	the	foreign	patent	office	communication	and	
the related United States or other English language patent from the family list.  Since this is to 
be encouraged, the United States or other English language patent will be construed as 
being	cited	by	the	foreign	patent	office	for	purposes	of	a	statement	under	37	CFR	1.97(e)(1).” 
MPEP 609.04(b)(V).
 » For example, 
 ■ You have a counterpart application in Japan. 
 ■ The Japanese examiner cites a published Japanese application, JP 2010-xxxxx, against 

your Japanese application. 
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 ■ JP 2010-xxxxx is the publication of the Japanese national phase application that 
arose from PCT/US2010/yyyyyy. 

 ■ PCT/US2010/yyyyyy was published in English. 
 ■ You	are	after	final	rejection	in	the	counterpart	U.S.	application.	
 ■ You	can	file	the	IDS	and	certify	under	37	C.F.R.	§	1.97(e)(1)	not	only	JP	2010-xxxxx	but	

also PCT/US2010/yyyyyy.
 ■ A	machine	translation	of	an	office	action	from	the	EPO,	SIPO,	KIPO	and	the	JPO	may	

be available on the application’s Global Dossier (which can be reached through PAIR). 
However, especially with foreign search reports, always check the original language 
document to ensure the machine translation correctly lists all the cited art.

Establish an IDS Process

• Docket	reminders	to	consider	filing	an	IDS:
◊	 With	or	shortly	after	the	filing	of	any	new	nonprovisional	application;
◊	 When	a	new	search	report	or	Office	action	is	received	in	a	related	application;	and
◊	 Before payment of the issue fee.

• Keep a well-organized spreadsheet of cited documents in all related applications for more complex 
matters.

• When	replying	to	an	Office	action,	check	that	the	examiner	considered	all	previously	submitted	IDSs	
and consider whether any new documents should be cited.

• When	filing	an	IDS	in	the	U.S.,	consider	whether	the	documents	should	also	be	cited	in	any	related						
applications in foreign countries having a duty of disclosure.

Special Considerations for Patent Term Adjustment

• Avoid	filing	an	IDS	by	itself	during	examination.
◊	 Considered “failure of the applicant to engage in reasonable efforts to conclude processing 

or	examination	of	an	application,”	which	is	counted	against	a	patent	term	adjustment	(PTA)	
to which a case may be entitled. 37 C.F.R. § 1.704.

• An	IDS	filed	alone	after	a	reply	to	a	restriction	requirement	and	before	a	first	Office	action	on	the	
merits is considered applicant delay counted against PTA. Gilead Sciences Inc. v. Lee, 778 F.3d 1341 
(Fed. Cir. 2015). But,	an	IDS	filed	alone	after	a	restriction	requirement	is	issued	and	before	a	reply	to	
the	restriction	requirement	is	filed,	is not considered applicant delay counted against PTA.

• An	 IDS	filed	by	 itself	before	 the	mailing	of	a	first	office	action	after	 the	filing	of	an	RCE	counted	
against PTA from	the	date	of	filing	of	the	RCE	until	the	filing	of	the	IDS.	This	was	even	though	the	cited	
documents	related	to	an	EP	opposition	by	an	opponent	that	was	not	filed	until	1.5	years	after	the	
RCE	was	filed	and	the	U.S.	examiner	did	not	act	on	the	application	until	about	10	months	after	the	
IDS	was	filed.	Supernus v. Lee, No. 1:16-cv-00342 (E.D. Va. Oct. 18, 2016), appeal docketed, No. 17-
1357 (Fed. Cir. Dec. 14, 2016).
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• Under 37 C.F.R. § 1.704(d)(1), PTA is not detracted if the information:
◊	Was	first	cited	in	a	communication	from	the	PTO	or	a	patent	office	in	a	counterpart	foreign	or	

international application, and this communication was not received more than 30 days prior 
to	the	filing	of	the	IDS;	or	

◊	 Is	a	communication	that	was	issued	by	the	PTO	or	a	patent	office	in	a	counterpart	foreign	or	
international application, and this communication was not received more than 30 days prior 
to	the	filing	of	the	information	disclosure	statement.	37	C.F.R.	§	1.704(d).

◊	 To take advantage of this be sure to clearly label the pleading as including a statement under 
37 C.F.R. § 1.704(d)(1) and to actually make the appropriate statement(s).

Special Considerations for Continuing Applications

• Examiner will consider information considered by the PTO in a parent application when examining 
a continuation, divisional or continuation-in-part application. MPEP 609.02.

• This information need not be resubmitted, unless the applicant desires the information to be printed 
on the patent. 

• However,	when	filing	a	continuing	application	that	claims	benefit	to	an	international	application,	
documents cited in the international search report (ISR) and/or international preliminary report on 
patentability (IPRP) should be submitted. 

Special Considerations for National Phase Applications

• Documents cited in an ISR should be considered when Form PCT/DO/EO/903 indicates that the ISR 
and	copies	of	the	cited	documents	are	present	in	the	national	stage	file.	MPEP	609.03.

• ISR, IPRP and their translations 
◊	 English language translations of the ISR and IPRP may be available for download directly from 

WIPO’s website. 
◊	 If	the	English	language	translation	of	the	IPRP	is	not	available	when	the	IDS	is	filed,	docket	to	

obtain it and submit it in a supplemental IDS as a courtesy to the examiner if WIPO has not 
automatically sent it to the PTO.

◊	 Be sure to check the ISR and IPRP translations to ensure they are accurate.
 » We have found errors in the listings of the documents. 
 » For example, in the listing of the cited documents in two highly related applications, the 

foreign language ISRs cited different documents, but both translations cited the same 
documents. 

 » If you only looked at the translations of the ISRs, you would have missed important 
documents cited in the original ISRs. 

• Chapter II prosecution during PCT phase
◊	 If Chapter II was entered, check the IPRP to determine if additional documents were cited by 

the examiner.
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Breach of the Duty of Disclosure Could Result in Unenforceability of a Patent

• Includes: 
◊	 Affirmative	misrepresentations	of	material	fact;
◊	 Failure to disclose material information; or
◊	 Submission of false material information; 
◊	With an intent to deceive.

• If you consider a document, but ultimately do not cite it in an IDS:
◊	 Place	a	memo	in	the	file	that	indicates	why	you	decided	not	to	cite	it	(e.g., document is not 

material or is cumulative). MPEP 2004(18).
◊	Could serve as evidence of no intent to deceive.
◊	 In Therasense, the Federal Circuit established that the materiality of a withheld reference is 

assessed using a “but-for” materiality test (Therasense, Inc. v. Becton, Dickinson & Co., 649 
F.3d 1276 (Fed. Cir. 2011)). The court must determine whether the PTO would have allowed 
the claim if it had been aware of the undisclosed reference.

◊	 The USPTO published a proposed rulemaking to amend 37 C.F.R. § 1.56 to adopt the 
Therasense but-for materiality test (81 Fed. Reg. 74987; October 28, 2016). The comment 
period closed in December 2016.
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Tab 10: Invoking an AIA Exception to 
Prior Art, 1.130 Declarations



Arguably, no other provision of the America Invents Act (AIA) is more important than 35 U.S.C. § 102.  It 
defines what activities preclude patentability and what documents are available as prior art.  Applications 
having an effective filing date that is on or after March 16, 2013 are subject to the new AIA § 102.  As more 
AIA applications are being examined, granted and involved in post-grant proceedings, it is increasingly 
important to understand AIA § 102 and what conditions can create an exception to its rules.  

AIA § 102 differs from the pre-AIA § 102 in several significant aspects, indicated below:

Invoking an AIA Exception to Prior Art, 
1.130 Declarations

Tab 10: Page 1: Invoking An AIA Exception to Prior Art, 1.130 Declarations

Pre-AIA 35 U.S.C. § 102 
(Before March 16, 2013)

AIA 35 U.S.C. § 102
(On/after March 16, 2013)

A person shall be entitled to a patent unless - 

(a)  the invention was known or used by others in this country, or 
patented or described in a printed publication in this or a foreign 
country, before the invention thereof by the applicant for patent, or
(b)  the invention was patented or described in a printed publication in 
this or a foreign country or in public use or on sale in this country, more 
than one year prior to the date of the application for patent in the United 
States, or

Corresponds to § 102(a)(1)

(c)  he has abandoned the invention, or
No corresponding provision(d)  (Invention was first patented in a foreign country)

(e)  the invention was described in -
       (1)  an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant 
for patent or
       (2)  a patent granted on an application for patent by another filed 
in the United States before the invention by the applicant for patent, 
except that an international application filed under the treaty defined in 
section 351(a) shall have the effects for the purposes of this subsection of 
an application filed in the United States only if the international 
application designated the United States and was published under 
Article 21(2) of such treaty in the English language; or

Corresponds to § 102(a)(2)

(f)  he did not himself invent the subject matter sought to be patented, or Corresponds to § 291
(g)  (Prior invention by another) No corresponding provision
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Prior art is defined in 35 U.S.C. § 102(a)(1) and § 102(a)(2) 

• According to § 102(a)(1), prior art includes public disclosures that are (i) available before the 
effective filing date of the claimed invention, and (ii) patented, described in a printed publication, 
in public use, on sale, or “otherwise available to the public.”

◊ In Helsinn Healthcare v. Teva Pharmaceuticals, the Court of Appeals for the Federal Circuit 
held that the AIA did not change the pre-AIA “on-sale” bar. Appeal No. 2016-1284, slip op. 
at 27 (Fed. Cir. May 1, 2017) (“We conclude that, after the AIA, if the existence of the sale is 
public, the details of the invention need not be publicly disclosed in the terms of sale.”)

• According to § 102(a)(2), prior art also includes issued or published U.S. patent documents that (i) 
name another inventor, and (ii) were effectively filed before the effective filing date of the claimed 
invention. 

• The availability of a disclosure as prior art depends upon the effective filing date of the claimed          
invention.  See 35 U.S.C. § 100(i).

◊ Unlike pre-AIA law, the AIA provides that a foreign priority date can be the effective filing 
date of a claimed invention if:

 ■ The foreign application supports the claimed invention under § 112(a), and
 ■ The applicant has perfected the right of priority by providing a certified copy of the 
priority application, and a translation of the priority application (if not in English).

35 U.S.C. § 102(b) provides exceptions to the prior art defined in 35 U.S.C. § 102(a)

*Reproduced from https://www.uspto.gov/sites/default/files/aia_implementation/FITF_card.pdf



Prior art exceptions under 35 U.S.C. § 102(b)(1)

• § 102(b)(1)(A) provides a grace period for a disclosure made by an inventor, or obtained from
an inventor that prevents the disclosure from being used as the basis for rejection.

◊ For the § 102(b)(1)(A) exception to apply to a public disclosure under  § 102(a)(1),
the disclosure must be:
■ Made one year or less before the effective filing date of the claimed invention, and
■ Made by the inventor or joint inventor or by “another” who obtained the disclosed

subject matter directly or indirectly from the inventor or joint inventor (i.e., an
“inventor-originated” or “shielding” disclosure).

• § 102(b)(1)(B) provides a grace period for an intervening disclosure by a third party that
prevents the disclosure from being used as the basis for rejection.

◊ For the § 102(b)(1)(B) exception to apply to a third party’s public disclosure under § 102(a)
(1) of subject matter X:
■ The third party’s disclosure must have been made one year or less before the effective

filing date of the claimed invention,
■ An inventor-originated disclosure must have been made prior to the third party’s dis-

closure, and
■ Both must have disclosed subject matter X.

• An exception under § 102(b)(1)(A) or § 102(b)(1)(B) may apply when:
◊ The authorship/inventorship of the public disclosure only includes one or more joint 

inventor(s) or the entire inventive entity of the application under examination, or
◊ The specification of the application under examination identifies the potential prior art 

disclosure as having been made by or having originated from one or more members of 
the inventive entity, in accordance with 37 C.F.R. § 1.77(b)(6). See https://www.uspto. 
gov/sites/default/files/aia_implementation/2014_aia_fitf_roadshow_slides.pdf 

Prior art exceptions under 35 U.S.C. § 102(b)(2) 

• § 102(b)(2)(A), § 102(b)(2)(B) and § 102(b)(2)(C) provide exceptions for a disclosure by a
third party in a U.S. patent or published application that prevents the disclosure from being
used as the basis for rejection.
◊ Disclosure obtained from the inventor - For the § 102(b)(2)(A) exception to apply, the

subject matter disclosed by the third party must have been obtained directly or
indirectly from the inventor or a joint inventor.

◊ Intervening disclosure by a third party - For the § 102(b)(2)(B) exception to apply:
■ The third party’s U.S. patent document must have been effectively filed before the

effective filing date of the claimed invention,
■ An inventor-originated disclosure must have been made prior to the effectively filed

date of the third party’s U.S. patent document, and
■ Both the third party’s U.S patent document and the inventor-originated disclosure must

have disclosed the same subject matter.
◊ An exception under § 102(b)(2)(A) or § 102(b)(2)(B) may apply when:
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■ The inventive entity of the disclosure only includes one or more joint inventor(s), but not
the entire inventive entity, of the application under examination, or

■ The specification of the application under examination identifies the potential prior art 
disclosure as having been made by or having originated from one or more members of 
the inventive entity, in accordance with 37 C.F.R. §  1.77(b)(6).  See https://www.uspto.
gov/sites/default/files/aia_implementation/2014_aia_fitf_roadshow_slides.pdf

◊ Commonly owned disclosures - For the § 102(b)(2)(C) exception to apply, the subject
matter disclosed in the U.S. patent document and the claimed invention must have been:
■ Owned by the same person, subject to an obligation of assignment to the same person,

or deemed to have been owned by or subject to an obligation of assignment to the
same person, in view of a joint research agreement, and

■ Not later than the effective filing date of the claimed invention.

The burden of proof in characterizing a reference as prior art

• Unless the record is clear by a preponderance of the evidence that an exception applies, the
Examiner must make or maintain any applicable rejection.

• Recall that for § 102(a)(2) prior art, the authorship of the patent reference must be different from
the inventorship of the subject application.

» Tip: the Examiner is looking for references having authorship that does not include all of the
inventors and includes at least one author that is not listed as an inventor.

Overcoming a rejection under § 102(a) by filing a declaration under 37 C.F.R. § 1.130

• An applicant may overcome a rejection under § 102(a) by filing a declaration under 37 C.F.R. §
1.130 to invoke a prior art exception under § 102(b).

◊ 37 C.F.R. § 1.130 - “When any claim of an application or a patent under reexamination is
rejected, the applicant or patent owner may submit an appropriate affidavit or declaration
to disqualify a disclosure as prior art by…”

◊ 37 C.F.R. § 1.130(a) - Affidavit or declaration of attribution
■ “…establishing that the disclosure was made by the inventor or a joint inventor, or the

subject matter disclosed was obtained directly or indirectly from the inventor or a joint
inventor.”

◊ 37 C.F.R. § 1.130(b) - Affidavit or declaration of prior public disclosure
■ “…establishing that the subject matter disclosed had, before such disclosure was made

or before such subject matter was effectively filed, been publicly disclosed by the
inventor or a joint inventor or another who obtained the subject matter disclosed directly
or indirectly from the inventor or a joint inventor.”

• If the prior disclosure is a printed publication, a copy of that disclosure must accompany the
declaration.

• If the prior disclosure is not a printed publication, the declaration must describe the subject
matter “with sufficient detail and particularity” to determine what subject matter was publically
disclosed on that date and by whom.
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“That is my/our work!” - invoking an attribution exception using a § 1.130(a) declaration 

• § 1.130(a) declarations are used to invoke a § 102(b)(1)(A) or § 102(b)(2)(A) attribution 
exception, and thereby disqualify a reference as prior art.

• A successful § 1.130(a) declaration must show that the cited reference or subject matter 
originated with the inventor(s):

◊ It provides an unequivocal statement from the inventor(s) that they invented the subject 
matter (not necessary if the inventor’s declaration has been filed), and

◊ Provides a reasonable explanation of the presence of authors who are not listed as 
inventors:

 ■ Explain that the disclosure was not by the inventor(s) but the cited subject matter 
therein was obtained from the inventor(s) (e.g., a collaborator), or

 ■ Explain that the non-inventor author(s) were merely working under the direction and 
supervision of the inventor(s) (i.e., In re Katz).  See MPEP 717.01(a)(1).

“I/we made it public first!” - invoking an prior (shielding) disclosure exception using a  § 1.130(b) 
declaration   

• § 1.130(b) declarations are used to invoke a § 102(b)(1)(B) or § 102(b)(2)(B) prior (shielding) 
disclosure exception, and thereby disqualify a reference as prior art.

• A successful § 1.130(b) declaration must show that the same subject matter within the cited 
reference was previously and publicly disclosed in an inventor-originating disclosure.  See MPEP 
717.01(b)(1).  Specifically, it must:

◊ Describe, with sufficient detail and particularity, the subject matter in the 
inventor-originating prior public disclosure,

 » Tip:  A mere statement of “sameness” will not likely be enough.  Provide a nexus 
between the subject matter cited by the Examiner and what was previously disclosed 
by the inventor.

◊ Provide the date of the inventor-originating prior disclosure, and
◊ Be accompanied by a copy of the inventor-originating prior disclosure (if it is a printed 

publication).

• The prior, public, inventor-originating disclosure must have disclosed the same subject matter to 
be shielding, and a shielding reference is only effective against that same subject matter.

◊ It is possible that only a portion of a third party’s intervening reference will be disqualified 
as prior art and that other portions of that same reference may be used.

• What is “the same” subject matter? 
◊ A prior disclosure of the claimed species will shield a third party disclosure of the genus. 

However, a prior disclosure of the genus will not shield a third party disclosure of the claimed 
species, unless the claimed species is also disclosed.

◊ A prior inventor disclosure does not disclose the same subject matter if it would only render 
the cited subject matter obvious.  See MPEP 717.01(b)(2).

• Disqualifying prior art under § 102(a)(1) or § 102(a)(2) does not remove that reference from use 
for other patentability considerations such as 35 U.S.C. §§ 101, 112(a), 112(b) and obviousness-
type double patenting.
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1.132 Declarations for Traversing Rejections

Long before the AIA, declarations were a tool that was available during patent prosecution to put 
evidence, e.g., post-filing data and expert opinions, in front of an Examiner to rebut obviousness or lack 
of enablement rejections.  However, unless essential to obtain allowance, such declarations were often 
used only as a last resort.  Indeed, some practitioners avoided declarations unless absolutely necessary 
out of concern for seeding the prosecution record with expert or inventor testimonial statements that 
could potentially be used against the patent owner during a future litigation.  

Even still, since arguments of counsel cannot take the place of evidence in the record, certain evidence 
submitted to the U.S. Patent and Trademark Office (USPTO) must be supported by a declaration such as 
expert statements supporting unexpected results, commercial success, solution to a long-felt need,  
inoperability of the prior art, or evidence supporting attribution of a reference to the Applicant or prior 
public disclosure of subject matter derived from an inventor.  Furthermore, a response to an obviousness 
rejection including a well-written 37 C.F.R. § 1.132 Declaration can be more persuasive to an Examiner 
than well-written legal and/or technical arguments by the patent attorney alone. 

Recent decisions from the Patent Trial and Appeal Board (PTAB) suggest that 1.132 Declarations can 
also be persuasive to the Board when considering whether or not to institute an Inter Partes Review 
(IPR).  The overall number of cases before the PTAB where objective evidence has been found to be 
persuasive is fairly low.  However, lessons from early Board decisions seem to be driving a trend to submit 
objective evidence during prosecution.  And failure to address objective indicia of record can be 
fatal to IPR institution.  See, e.g., Merial Ltd. v. Virbac, IPR2014-01279, Paper 13 (P.T.A.B. Jan. 22, 2015) 
(denying institution for failure to address objective indicia considered by examiner during original 
prosecution); Omron Oilfield & Marine Inc. v. MD/TOTCO, IPR2013-00265, Paper 11 (P.T.A.B. Oct. 31, 
2013) (denying institution for failure to address objective indicia successfully argued during 
reexamination).  Furthermore, recent Board decisions have found objective evidence sufficient to 
overcome a prima facie case of obviousness.  See, e.g., InnoPharma, Inc. et al. v. Bausch & Lomb 
Incorporated et al., IPR2015-00903, Paper 82 (P.T.A.B. July 28, 2016); Leapfrog Product Development, 
LLC v. Lifefactory, Inc., IPR2015-00614, Paper 31 (P.T.A.B. Aug. 17, 2016).  

As practitioners look for ways to help protect patents from institution of IPR, prosecution practices are 
evolving.  Thought should still be put into statements made in declarations during prosecution that might 
be used against the patent owner in a future litigation, but the benefit of strengthening the prosecution 
record to help avoid IPR institution and having objective evidence on the record to support a non-
obviousness position, provides an incentive to consider submitting 1.132 Declarations during prosecution.  
Such declarations are no longer considered a last resort.
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1. Types of Declarations Post-AIA

Pre-AIA and Post-AIA Declarations

Purpose of Declaration
37 CFR Rule

Pre- AIA (First-to-Invent) 
Applications

AIA (First-to-File) 
Applications

Traversal of rejection or objection (e.g., 
unexpected results, commercial success, 

etc.)
1.132 1.132

Other Declarations
Show earlier date of invention 1.131 (a) No longer available

Attribution (Katz-type Declaration) 1.132 1.130(a)
Prior public disclosure Not available 1.130(b)

Common ownership declaration filed 
with terminal disclaimer

1.131 (c) (formerly pre-AIA 1.130(a))

(more frequently used common ownership 
statement under pre-AIA 103(c))

No longer available

(frequently used common ownership state-
ment under AIA 102 (b)(2)(c))

 Table is adapted from USPTO’s “Effective Use of AIA (FITF) Evidentiary Declarations under Rule 130,” 
Slide 54 (Sept. 18, 2015).

2. When can you file a 1.132 Declaration?
• Prior to a final rejection;

• Before appeal in an application not having a final rejection;

• After final rejection, but before or on the same date of filing an appeal, upon a showing of good and
sufficient reasons why it was not earlier presented; or

• After prosecution is closed if filed with a Request for Continued Examination (RCE).
3. What kind of evidence can you submit in a 1.132 Declaration?

• Any evidence submitted to traverse a claim rejection or objection on a basis not otherwise provided
for must be by way of an oath or declaration under section 37 CFR 1.132.  See MPEP §716.

• Evidence can include post-filing data accompanied by factual statements from a declarant with first-
hand knowledge of the data, e.g., to show enablement or differences in the claims compared to the
prior art.  Factual evidence is preferable to opinion testimony. See MPEP 716.01(c), Section III.

• Evidence can also include expert opinions based on facts in view of the expert’s knowledge, e.g., in
support of no reasonable expectation of success.  While an expert opinion as to a legal conclusion is
not entitled to any weight, the underlying basis for the opinion may be persuasive. In re Chilowsky, 306
F.2d 908, 134 USPQ 515 (CCPA 1962).

• Declarations are commonly used to submit objective evidence of inoperability of the cited references
or of non-obviousness, e.g., evidence of criticality or unexpected results, commercial success, long-
felt but unmet need, failure of others, copying, skepticism of experts, etc.
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4. Standards for objective evidence of non-obviousness:

• The objective evidence must be reasonably commensurate in scope with the claims.

• To be of probative value, any objective evidence must have a causal relationship to merits of the
claimed invention (nexus requirement).  For example, commercial success or industry praise must be
related to the merits of the claimed invention, not the prior art.  Determining nexus is fact dependent,
and the Federal Circuit has indicated that a patentee can demonstrate nexus for a claimed combi-
nation “as a whole” in the sense that proof of nexus is not limited to so-called “novel elements.”  WBIP,
LLC v. Kohler Co., 829 F.3d 1317, 1330 (Fed. Cir. 2016).

• 1.132 Declarations to rebut a prima facie case of obviousness, e.g., showing unexpected properties
over the art, must compare the claimed subject matter with the closest prior art to be effective. See
MPEP 716.02(e) citing In re Burckel, 592 F.2d 1175, 201 USPQ 67 (CCPA 1979).

5. Post-AIA Considerations:

• Relevant and compelling evidence in the file wrapper or relevant public documents from related 
pro-ceedings (e.g., litigation or reexamination) can be used in arguments in a Patent Owner’s 
Preliminary Response in an IPR Challenge.

• Well-drafted declarations addressing objective evidence in the prosecution record can tip the bal-
ance to non-institution by the PTAB.  In particular, when the prima facie case is weak, objective evi-
dence can be particularly persuasive. See, e.g., Coalition for Affordable Drugs II LLC v. Cosmo Tech-
nologies Ltd., IPR2015-00988, Paper 55 (P.T.A.B. Oct. 5, 2016).

• But, objective evidence must be reasonably commensurate with the scope of the claims, and it 
needs a nexus to be persuasive.  Institution is decided on a claim-by-claim basis; thus, objective evi-
dence that is not commensurate in scope with one or more claims will not help prevent institution to 
the non-commensurate claims.  See, e.g., Lupin Ltd. V. Vertex Pharm. Inc., IPR2015-00405, Paper 13 
(P.T.A.B. July 9, 2015).

• Parties and individuals involved in USPTO proceedings have “a duty of candor and good faith.”  And 
inequitable conduct cannot be the basis for challenging a patent in an IPR; so there would likely be 
no estoppel precluding a losing IPR petitioner from raising inequitable conduct in any subsequent 
litigation.

• Establishing a legally and factually strong record of patentability — including non-obviousness —
during prosecution can increase the likelihood of avoiding IPR institution. 
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6. Other considerations:

• Identify the declarant and any relationship to the applicant(s), assignee(s) or application in the 
declaration (see, e.g., Ferring B.V. v. Barr Laboratories, Inc. 437 F.3d 1181 (Fed. Cir. 2006), finding 
inequitable conduct because Applicants failed to disclose that individuals who submitted 
declarations in support of patentability had affiliations with the assignee).

• Have an agreement with the declarant in place to protect against disclosure of confidential 
information, discussions and/or draft documents

• Continue to select experts and fact witnesses with the possibility of future litigation and possible 
deposition in mind.

• Do not prepare 1.132 Declarations in haste.  Prepare concise and persuasive declarations that avoid 
statements that are unnecessary or could be considered inconsistent. 
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35 U.S.C. § 101 precludes a patentee from obtaining more than one patent on the same invention.  
Courts have extended this prohibition “to preclude a second patent on an invention which ‘would 
have been obvious from the subject matter of the claims in the first patent, in light of the prior art.’” In 
re Longi, 759 F.2d 887, 893 (Fed. Cir. 1985). Thus, obviousness-type double patenting (ODP) (also known 
as “nonstatutory double patenting”) is a judicially created doctrine intended to prevent an improper 
time-wise extension of a patent right by prohibiting the issuance to a single inventor of claims in a 
second patent which are not “patentably distinct” from the claims of a first patent. In re Lonardo, 119 
F.3d 960, 965 (Fed. Cir. 1997).

1. Why should you worry about ODP?

• Filing a terminal disclaimer (TD) to obviate an ODP rejection can reduce the patent term by 
limiting Patent Term Adjustment (PTA) (the term cannot extend beyond that of the earlier 
patent). 35 U.S.C. §§ 154(b)(2) and 253.  Patents having the same earliest effective filing date 
may have different patent terms due to different PTA. In some instances, PTA can be more 
beneficial than Patent Term Extension (PTE), as it extends the term of all the claims in the 
patent.

• If the first (earlier) patent has expired, a TD cannot be filed and the second (later) patent will 
be invalid for ODP.

• Note: Filing a TD does not affect PTE obtained under 35 U.S.C. § 156. Merck & Co. v. Hi-Tech 
Pharmacal Co., Inc., 482 F.3d 1317 (Fed. Cir. 2007). 

2. When may ODP issues arise?

• During prosecution – The claims of an application can be rejected for ODP in view of claims of 
patents or applications that have at least one common inventor, that are commonly assigned/
owned or non-commonly assigned/owned but subject to a joint research agreement as set 
forth in 35 U.S.C. § 103(c)(2)(3). See MPEP § 804 and In re Hubbell, 709 F.3d 1140 (Fed Cir. 2013).

 
• In litigation – ODP is an affirmative defense as it is a grounds for invalidating one or more claims 

of a patent. See e.g., Symbol Techs., Inc. v. Opticon, Inc., 935 F.2d 1569, 1580 (Fed. Cir. 1991); 
Geneva Pharms. Inc. v. GlaxoSmithKline PLC, 349 F.3d 1373, 1377-78 (Fed. Cir. 2003). 

3. Standard for ODP

• The claims of the second patent or application are not distinct (anticipated or obvious) in view 
of the claims of the first patent or application.

• The “one way” and “two way” tests:
◊ The one way test (default): 

 » Whether the claim at issue is patentably distinct over the earlier reference claim.
◊ The two way test (rare): 

 » Applies only in cases where the applicant could not have filed the claims in a single 
application and there is administrative (U.S. Patent and Trademark Office) delay.

Obviousness-Type Double Patenting
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 » Compares the patentable distinctness of both the later claim over the earlier claim and 
the earlier claim over the later claim.   

• Obviousness analysis under ODP is analogous to obviousness analysis under 35 U.S.C. § 10 except  
that: 

◊ The first patent or application is not considered prior art.  But reference to the specification 
of the first patent or application may be appropriate, e.g., for claim construction. In re 
Vogel, 442 F.2d 438, 441-442 (C.C.P.A. 1970).

◊ Lead compound analysis is not required in cases involving claimed chemical compounds. 
Otsuka Pharmaceuticals Co., Ltd. v. Sandoz, Inc., 678 F.3d 1280, 1298 (Fed. Cir. 2012).

• A later claim to a method of treatment using a compound is not patentably distinct from a 
claim to the identical compound in the first patent disclosing the identical use.  See Geneva 
Pharmaceuticals, Inc. v. GlaxoSmithKline PLC, 349 F.3d 1373 (Fed. Cir. 2003); Pfizer, Inc. v. Teva 
Pharmaceuticals USA, Inc., 518 F.3d 1353, 1363 (Fed. Cir. 2008); Sun Pharmaceutical Industries, 
Ltd. v. Eli Lilly & Co., 611 F.3d 1381 (Fed. Cir. 2010).

• A patent that issues after but expires before another patent may qualify as a double patenting 
reference for that other, later expiring patent.  See Gilead Sciences, Inc. v. Natco Pharma Ltd., 
753 F.3d 1208 (Fed. Cir. 2014).

◊ The two patents can be from the same family and have a different expiration date due to 
PTA. Magna Elecs., Inc. v. TRW Automotive Holdings Corp. (W.D. Mich. December 10, 2015).

◊ An earlier expiring post-GATT patent can be used as a reference against a later expiring 
pre-GATT patent. Janssen Biotech, Inc. v. Celltrion Healthcare Co. Ltd., (D. Mass. September 
28, 2016), appeal docketed, No. 17-1120 (Fed. Cir. Oct. 25, 2016); Novartis Pharmaceuticals 
Corp. v. Breckenridge Pharmaceutical, Inc. (D. Del. April 3, 2017).

• Case law appears to be settled regarding whether secondary indicia should be considered in 
an ODP analysis. 

◊ Evidence of secondary considerations should be considered, when offered, in an ODP 
analysis.  See Otsuka Pharmaceuticals Co., Ltd. v. Sandoz, Inc., 678 F.3d 1280, 1298 (Fed. 
Cir. 2012); Eli Lilly and Company v. Teva Parenteral Medicines, Inc., 689 F.3d 1368, 1378 
(Fed. Cir. 2012); Abbvie Inc. v. Mathilda & Terence Kennedy Inst. of Rheumatology Trust, 
764 F.3d 1366, 1372 (Fed. Cir. 2014).

4. How can you overcome ODP during prosecution?

• Argue that the claims are patentably distinct from each other. 

• File a TD.  
◊ Affirmatively disclaim any term of the second patent beyond the term of the first.  35 

U.S.C. § 253 and 37 C.F.R. § 1.321; In re Longi, 759 F.2d at 894; Ortho Pharm. Corp. v. Smith, 
959 F.2d 936, 980 (Fed. Cir. 1992).   

◊ Patents linked by a TD will only be enforced while commonly owned.
◊ Signed by an owner (in part or in entirety) or an attorney or agent of record. 37 C.F.R. § 

1.321.  
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◊ Filing a TD requires common ownership. In re Hubbell, 709 F.3d 1140 (Fed. Cir. 2013). 
 » At least one district court has held that patents assigned to two wholly owned 
subsidiaries are not commonly owned by the parent company for purposes of 
satisfying requirements of TD. See Email Link Corp. v. Treasure Island, LLC, No. 
2:11-cv-01433-ECRGWF (D. Nev. Sept. 25, 2012).

 » However, the U.S. Patent and Trademark Office appears to consider the above 
situation to be commonly owned.  See MPEP §§ 1490, 706.02(I)(2).

◊ Need to disclaim the entire patent, not just the claims at issue. See Eli Lilly & Co. v. Barr 
Labs., Inc., 251 F.3d 955 (Fed. Cir. 2001).

5. How can you overcome ODP post-issuance or in litigation?

• If patents can trace their lineage back to a common parent which was subject to a restriction     
requirement (RRQ), then 35 U.S.C. § 121 (“safe harbor”) may prevent an ODP challenge.  

◊ Safe harbor is only available when there was a RRQ.  Bristol-Myers Squibb Co. v. 
Pharmachemie B.V., 361 F.3d 1343, 1347 (Fed. Cir. 2004).

◊ Safe harbor is only available to divisional applications, not continuations or continuations-
in-part.  Pfizer Inc. v. Teva Pharmaceuticals Inc., 518 F.3d 1353 (Fed. Cir. 2008); Amgen Inc. 
v. F. Hoffman-La Roche Ltd., 580 F.3d 1340 (Fed. Cir. 2009). 

◊ Consonance must be maintained (the line of demarcation between the inventions identi-
fied in the RRQ).  Symbol Techs., Inc. v. Opticon, Inc., 935 F.2d 1569, 1579 (Fed. Cir. 1991); 
Gerber Garment Tech., Inc. v. Lectra Sys., Inc., 916 F.2d 683, 688 (Fed. Cir. 1990). 

◊ Requirement for election of species creates a restriction if no generic claim is found 
allowable.  St. Jude Medical, Inc. v. Access Closure, Inc., 729 F.3d 1369 (Fed. Cir. 2013). 

◊ For safe harbor to apply, the actual filing date (instead of the effective filing date) of the                
divisional application must be before the issuance of the patent on the application that is               
subjected to the restriction requirement. Ex parte Sauerberg, decision of the Patent Trial 
and Appeal Board, Application No. 14/016,442 (Jan. 12, 2017).

• File a TD. 
◊ A TD can be filed at any time except after the earlier-issued patent has expired. See         

Boehringer Ingelheim Int’l GmbH v. Barr Labs., Inc., 592 F.3d 1340, 1347 (Fed. Cir. 2010).
 

• Consider filing a statutory disclaimer disclaiming only the claims challenged under ODP.  35 
U.S.C. § 253(a).

◊ 35 U.S.C. § 253(a) authorizes disclaiming “any complete claim.”
◊ May not impact patent term. 
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6. ODP Best Practices 

• Before filing a patent application: 
◊ Is this an original or a child application? 

 » Original application: draft claims to draw a RRQ.
 » Child applications: file divisional applications before issuance of an original patent 

and maintain consonance. 

• Filing the application: 
◊ Incorrectly calling a divisional a continuation may lead to a loss of safe harbor 

protection. 

• Prosecuting the application: 
◊ Prosecute applications in turn.
◊ Beware of later filed, earlier issued patents in related families.

 » E.g., if the first patent has generic claims and the second patent has species claims, 
the second patent may issue earlier and create ODP issues.  PTA may be shortened 
or lost.

◊ Avoid filing a TD to overcome OPD without a thorough analysis of the relevant claims.
 » If only some of the claims are rejected under ODP, consider splitting the claims.  E.g. 

let the non-rejected claims issue and pursue the rejected claims in a separate appli-
cation. 

 »  A TD may not be nullified once it is filed (e.g., by arguing a TD was improper because 
the required fee was not paid).  President and Fellows of Harvard College v. Lee, 589 
Fed. Appx. 982 (Fed. Cir. 2014).

 » An incorrectly filed TD is not an “error” correctable by reissue.  In re Dinsmore, 757 
F.3d 1343 (Fed. Cir. 2014).
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Filing an Application

Is this application an original or a child application?

Original Application Child Application

• Draft claims to draw a RRQ
◊	 Claims directed to 

different types of  
inventions (e.g.,  
compound, composition, 
use).

◊	 Avoid disclosing  
compounds/compositions 
and their uses without 
claiming the uses. 

• Beware of any other parallel 
application(s) claiming similar  
subject matter.

• Ideally, the same attorney should 
handle similar subject matter.

Prosecuting the Application

• Prosecute applications in turn.
• Avoid	filing	a	TD	without	a	thorough	analysis	of	the	ODP 

rejection and the claims in the child and related applications.

Was there a RRQ? Was there an 
election of species?

Was there an
allow generic 

claim?Maintain
consonance

File divisional
application(s)

Maintain
consonance

• See the chart below:
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In 1999, Congress created a system of patent term adjustment (PTA) that adds additional time to 
patent terms to remedy certain delays caused by the U.S. Patent and Trademark Office (PTO) in issuing 
a patent. 

Why Review PTA?
More than half of all patents granted in February 2017 were entitled to PTA, with an average PTA of 
about 200 days. https://www.uspto.gov/dashboards/patents/main.dashxml.

PTA:  The Basics

• Available for utility or plant applications, not reissue or design applications.

• 35 U.S.C. § 154(b)(1)(A) – PTA granted if any of the following occur (“A delay”)
◊ PTO issues an office action or notice of allowance more than 14 months after the application 

is filed.
◊ PTO acts more than four months after applicants file a reply to office action.
◊ PTO acts more than four months after a decision on appeal or decision by a federal court 

finding at least one claim allowable.
◊ PTO issues a patent more than four months after payment of the issue fee.

• 35 U.S.C. § 154(b)(1)(B) – PTA granted if the application is pending for more than three years, 
excluding time consumed by the following (“B delay”)

◊ Continued examination
◊ Interference or derivation proceeding
◊ Imposition of a secrecy order
◊ Review by PTO on appeal or by federal court
◊ Delays in processing requested by the applicant

• 35 U.S.C. § 154(b)(1)(C) – PTA granted if issuance was delayed due to interference or derivation 
proceeding, imposition of a secrecy order, or appellate review by PTO or federal court that 
reversed an adverse determination of patentability (“C delay”)

• PTA is the sum of A, B and C delays, excluding the following periods of time:
◊ Overlap between A, B and C delays 
◊ Patent term specified in a terminal or statutory disclaimer
◊ Applicant-caused delays such as:

 ■ Taking longer than three months to reply to a PTO notice or office action
 ■ Abandonment of the application or late payment of the issue fee.
 ■ Failing to file a petition to withdraw abandonment or revive an application within two 
months from issuance of a notice of abandonment.

 ■ Converting a provisional application to a nonprovisional application.
 ■ Submitting a preliminary amendment or other preliminary paper less than one month 
before issuance of an office action or notice of allowance that requires the issuance of 
a supplemental office action or notice of allowance.

 ■ Submitting a reply having an omission. 
 ■ Submitting a supplemental reply or other paper, other than a supplemental reply or 
other paper expressly requested by the PTO, after a reply has been filed.

 ■ Submitting an amendment or other paper after a notice of allowance.

Patent Term Adjustment
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Challenging the PTO’s Calculation of PTA 

• File a request for reconsideration of PTA at the PTO
◊ Due two months after patent issuance, with extensions of time available for up to five 

additional months.
◊ However, a request to reinstate PTA deducted for periods of time in excess of three months 

taken to reply to a PTO notice or office action must be filed prior to issuance, with no 
extensions of time available.

• File a civil action within 180 days after issuance?  
◊ Applicants dissatisfied with the PTO’s decision on a request for reconsideration have an 

“exclusive remedy” by civil action within 180 days after the date of the PTO’s decision.  78 
Fed. Reg. 19416; Daiichi v. Lee (Fed. Cir. 2015).

◊	 Ordinary tolling of the 180-day deadline is allowed while awaiting the PTO’s decision on 
a request for reconsideration of PTA.  Novartis v. Lee (D.D.C. 2012); Bristol-Myers Squibb v. 
Kappos (D.D.C. 2012).

◊ But, courts have not allowed equitable tolling of the 180-day deadline, e.g., when a 
significant new PTA decision is issued.  Novartis v. Lee (Fed. Cir. 2014); Actelion v. Kappos 
(D.D.C. 2013); Daiichi v. Rea (D.D.C. 2013).

Best Practices and Other Tips

• Recent arguments for additional PTA that have been rejected by the courts:
◊ No additional PTA delay granted for issuance of a “defective” restriction requirement. Pfizer 

v. Lee (Fed. Cir. 2016); Univ. of Mass. v. Kappos (D.D.C. 2012).
 ■ Although, additional PTA for a defective restriction requirement has been granted 

where the examiner sua sponte rescinded and replaced the restriction requirement 
without explanation and without prompting from the applicant.  See In re: Patent No. 
7,803,385, Matthew C. Coffee, Decision on Application for Patent Term Adjustment, May 
24, 2012; Janssen Pharmaceutica v. Rea, 928 F. Supp. 2d 103 (D.D.C. 2013).

◊ When a national stage entry deadline falls on a holiday, the filing date for determining A 
delay is the next business day after the national stage entry date.  Actelion v. Lee (E.D. Va. 
2016).

◊ Delay by PTO in issuing a restriction requirement in a parent application doesn’t result in PTA 
for the resulting divisional applications.  Mohsenzadeh v. Lee (Fed. Cir. 2015). 

• Avoid filing a paper containing only an information disclosure statement (IDS) after a reply has 
been filed. 

◊ An IDS filed while an application is awaiting examination after a request for continued 
examination is considered applicant delay.  Supernus Pharmaceuticals v. Lee, No. 1:16-cv-
00342 (E.D. Va. Oct. 18, 2016), appeal docketed, No. 17-1357 (Fed. Cir. Dec. 14, 2016).

◊ An IDS filed after a reply to a restriction requirement and before examination is considered 
applicant delay.  Gilead v. Lee (Fed. Cir. 2015).

◊ Review patent office communications from counterpart applications as soon as they are 
received, and instruct international associates to report such communications as quickly 
as possible.

 ■ A paper containing only an IDS will not be considered applicant delay if, e.g., the 
documents cited in the IDS were first cited in a communication that was not received 
more than 30 days prior to the filing of the IDS.  37 C.F.R. § 1.704(d).
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• When multiple inventions are claimed, consider making an oral election of species to the 
examiner.

◊ Issuance of a written restriction requirement will likely end the period of A delay sooner 
than it would have ended if the first PTO action is a substantive office action. 

• To maximize A delay, consider taking a one-month extension of time and replying to a pre-
examination notice or restriction requirement at the three-month deadline.

• To maximize B delay, pay the issue fee on the deadline rather than before the deadline.

• Consider if the PTO miscalculated PTA related to the following:
◊ A and B delays are calculated from the date the application was filed under 35 U.S.C. § 

111(a) or the date national stage commenced in an international application.  78 Fed. Reg. 
19416.

◊ Time excluded from B delay for review by the PTO on appeal is calculated from the date 
jurisdiction passes to the Patent Trial and Appeal Board, instead of the date the notice of 
appeal is filed.  77 Fed. Reg. 49354.

◊ When a deadline falls on a weekend or federal holiday, PTA should not be detracted 
for actions taken by applicant on the next business day.  ArQule v. Kappos (D.D.C. 2011) 
(however, see Actelion v. Lee., mentioned previously).

• Carefully consider the consequences of filing a terminal disclaimer
◊ May or may not negatively affect PTA.
◊ Does not affect patent term extension granted for delays related to regulatory review by 

the U.S. Food and Drug Administration. Merck v. Hi-Tech (Fed. Cir. 2007).
◊ Preserve the largest possible PTA in parent applications in the event a terminal disclaimer is 

filed in later child applications.

• Avoid filing a request for continued examination (RCE) 
◊ Time in “continued examination” is excluded from B delay, but only for the time before 

allowance. Novartis v. Lee (Fed. Cir. 2014).
◊ May still be entitled to PTA for A or C delays.
◊ Consider filing an appeal instead of an RCE to preserve B delay.

• Avoid filing a supplemental amendment or an amendment after allowance
◊ Considered applicant delay. 
◊ If possible, correct problems in the next reply or with an examiner’s amendment.
◊ Challenge PTA detracted for such amendments when made in reply to a PTO notice or 

request.



PTA Around the World

In addition to the U.S., the following countries also grant PTA for patent office delays.  
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Country Requirements

Chile • Available if grant of a patent is delayed more than 5 years from the application    
filing date or 3 years after the request for examination, whichever is later. 

Colombia • Available if grant of a patent is delayed more than 5 years from the application     
filing date or 3 years after the request for examination, whichever is later.  

• Request must be filed within 2 months of grant. 
• Does not apply to pharmaceutical patents. 
• No fee is required. 

Costa Rica • Available if grant of a patent is delayed more than 5 years from the application     
filing date or 3 years after the request for examination, whichever is later.  

• Maximum of 18 months granted.

Dominican Republic • Available if grant of a patent is delayed more than 5 years from the application     
filing date or 3 years after the request for examination, whichever is later.  

• Does not apply to applications filed before March 1, 2008.

El Salvador • Available if grant of a patent is delayed more than 5 years from the application    
filing date or 3 years after the request for examination, whichever is later.  

• Maximum of 550 days granted.

Guatemala • Available if grant of a patent is delayed more than 5 years from the application    
filing date or 3 years after the request for examination, whichever is later. 

Honduras • Available if grant of a patent is delayed more than 5 years from the application     
filing date or 3 years after the request for examination, whichever is later. 

Nicaragua • Available if grant of a patent is delayed more than 5 years from the application    
filing date or 3 years after the request for examination, whichever is later.  

• Maximum of 550 days granted.

Singapore • Available for “unreasonable” delay by Intellectual Property Office of Singapore in 
granting a Singapore patent or by a “prescribed” foreign patent office in granting 
a foreign patent on which a Singapore patent is based.  

• Available if grant of a patent is delayed more than 4 years from the application fil-
ing date or 2 years after the request for examination, whichever is later.  

• Subject to delays caused by the applicant (e.g., extensions of time). 
• Request must be filed within 6 months of grant and include documentary evidence 

to support the application and an official fee.
• Maximum of 5 years granted.
• Does not apply to applications filed before July 1, 2004.

South Korea • Available if grant of a patent is delayed more than 4 years from the application fil-
ing date or 3 years after the request for examination, whichever is later.  

• Subject to delays caused by the applicant (e.g., extensions of time). 
• Request must be filed within 3 months of grant.



Tab 14: Patent Term Extension



Patent term extension (PTE) is available under the 1984 Drug Price Competition and Patent Restoration 
Act, also known as the Hatch-Waxman Act (The Act).  The Act allows the extension of the term of a 
patent claiming a product that requires regulatory approval prior to being sold, or a method of using 
or manufacturing the product.  Such products include human and veterinary pharmaceuticals, food 
additives, color additives and medical devices.  PTE aims to restore a portion of the patent term that is 
lost while the patent holder is awaiting regulatory approval of the product.

The determination as to whether PTE should be granted is made by the U.S. Patent and Trademark 
Office (PTO), in consultation with the regulatory agency responsible for approval of the product. 

Requirements for PTE Application Under 35 U.S.C. § 156

• Deadline for filing is within 60 days of the mailing date of a marketing approval of the product 
(37 C.F.R. § 1.720(f))

◊ Approval of New Drug Application (NDA), Biologics License Application (BLA) or 
Premarketing Approval Application (PMA)

◊ The approval date is counted as day 1
◊ Saturdays, Sundays and Federal Holidays are counted

• Applicant is the owner of record or its agent (37 C.F.R. § 1.730(a))

• Must comply with the requirements provided in 37 C.F.R. § 1.740:
◊ Complete identification of the approved product (37 C.F.R § 1.740(a)(1)) 
◊ Complete identification of the Federal statute under which the regulatory review 

occurred
◊ An identification of the date on which the commercial marketing approval was received
◊ In case of a drug product, identification of each active ingredient and a statement that 

the product has not been previously approved
◊ A statement that the PTE application is submitted within the 60-day period and an 

identification of the last day the application can be submitted
◊ A complete identification of the patent for which extension is sought
◊ A copy of the patent
◊ A copy of any terminal disclaimer, certificate of correction, maintenance fee statement, 

or reexamination certificate
◊ A statement that the patent claims the approved product, or a method of using or 

manufacturing the approved product, and a showing for at least one claim how it reads 
on the product
 » Tip: This showing can be conveniently provided as a claim chart

◊ A statement of the relevant dates and information to enable the Secretary of Health and 
Human Services to determine the applicable regulatory review period
 » An example of information for a human drug, antibiotic, or human biological product:  

 ■ The effective date of an Investigational New Drug application (IND) for human drugs
 □ Note: Substantiate the date as necessary. Was there a clinical hold?

 ■ The date of filing the NDA, BLA or PMA
 ■ The date on which the NDA, BLA or PMA was approved

 » Has to begin on a new page

Patent Term Extension
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◊ A brief description of the significant activities and dates during the regulatory review 
period 

 ■ Has to begin on a new page
 » Tip: Conveniently submitted as an attachment of a chronology of events
 » Note: This is to show due diligence of the applicant during the regulatory review 

period. Can be challenged by a third party.

◊ A statement that in the applicant’s opinion, the patent is eligible for extension, including 
the length of the extension and how it was determined
 » Has to begin on a new page
 » Requirements for eligibility:

• The patent claims a product, a method of using the product, or a method of 
manufacturing

• The patent has not expired
• The term of the patent has never been extended
• The application is submitted by the owner of record or its agent
• The product has been subject to a regulatory review period before its commercial 

marketing or use
• No other patent has been extended for the same regulatory review period (i.e., 

only one patent can be extended per approved product)

◊ A statement that applicant acknowledges the duty to disclose any information material 
to the determination of entitlement of the extension sought

◊ Payment of fees
 » Currently, $1,120 for large, small and micro entities

◊ Information on the contact person

◊ Submitted as one original and two copies
 » Note: Cannot be electronically filed
 » Tip: Preferably hand-carried to the Office of Patent Legal Administration, Room MDW 

7D55, Madison Building

Calculation of the Length of PTE

• PTE is the sum of the “testing period” and the “approval period,” less:
◊ The number of days which were on or before the patent issued
◊ The number of days during which the applicant did not act with due diligence
◊ One-half the number of days of the testing period after the patent issued 

• PTE cannot be more than 5 years 

• PTE cannot extend the patent term over 14 years from the date of receipt of marketing approval

• The “testing period” starts on the IND effective date and ends on the date of NDA/BLA/PMA 
initial submission
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• The “approval period” starts on the date of the NDA/BLA/PMA initial submission and ends on 
the date of approval of the NDA/BLA/PMA
◊	 Note: the NDA/BLA/PMA submission date is counted in both the testing period and 

approval period

Interim Extension

• Available if the regulatory review period is reasonably expected to extend beyond the 
original expiration date of the patent  

• Aims to maintain the patent term until regulatory approval is received

• Can be submitted during the period beginning 6 months before the patent term is due to 
expire and ending 15 days before the patent term is due to expire

• Available for not more than one year, but subsequent interim extensions can be filed

• Any interim extension terminates at the end of the 60-day period beginning the day on 
which the product receives a regulatory approval, unless the applicant submits a PTE 
application within this period 

Best Practices and Other Tips

• A duty of disclosure exists during the PTE application process - remember to disclose information 
material to PTE determination (MPEP 2762)

• Consider filing more than one PTE application for different patents based on a single regulatory 
review period

◊ Postpones making the decision of which patent to extend, which may be helpful when 
there are:
 » Differences in the projected patent terms of the different patents 
 » Obviousness-type double patenting (ODP) considerations

• Would a successful ODP challenge during litigation reduce a patent term 
adjustment (PTA) to which the patent may be entitled?

• During the PTA extension period, the right to exclude with the patent reaches the 
entire claim scope 

• However, during the PTE extension period, the right to exclude with the patent 
only reaches, e.g., the approved drug and approved indication

• Having PTE granted on a patent is not a defense against an ODP challenge
 ■ Consider the following dicta from Novartis v. Breckenridge (D. Del. April 

3, 2017): “The patent term extension provision of the Hatch-Waxman 
Act was intended to restore to a patent the time lost in seeking FDA 
approval for the drug claimed in the patent. I see no reason why such a 
patent term extension would protect a patent from a double patenting 
challenge.”

◊ PTO will provide a period of time (usually one month) for the patent owner to elect the 
patent for which extension is desired
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• Consider filing more than one PTE application on the same patent based on regulatory review 
periods of different products, if the products are covered by the same patent

◊ Postpones making the decision of which product to extend, which may be helpful when 
there are:
 » Differences in the markets of the different products

◊ PTO will provide a period of time (usually one month) for the patent owner to elect the 
product for which extension is desired

• PTO has permitted an applicant under 37 C.F.R. § 1.103 to suspend action on a PTE application 
for up to 6 months upon showing good and sufficient cause

◊ Useful when:
 » An applicant wants the PTE extension to apply to a reissue patent that has not yet 

granted, rather than to the original patent
 » There is an actual or impending litigation

• The filing of a terminal disclaimer does not affect a PTE to which a patent is entitled (Merck v. 
Hi-Tech (Fed. Cir. 2007))

• Make sure that at least one claim of the patent reads on the approved product
◊ Angiotech sought to obtain PTE for U.S. Patent No. 5,811,447 (the ‘447 patent) based on FDA 

approval of Angiotech’s drug-eluting stent. The claims of the ‘447 patent are directed to 
a method of biologically stenting a mammalian blood vessel that included administering 
a drug. The District Court agreed with the PTO’s denial of Angiotech’s PTE application 
because none of the claims recited any structure of a particular product and, therefore, 
did not specify that the drug was administered by a stent (Angiotech v. Lee, 191 F.Supp.3d 
509 (E.D. Va. 2016))

• Special Considerations for Chemical Compounds
◊ PTE determination turns on whether or not an “active ingredient” had previously been ap-

proved by the U.S. Food and Drug Administration
◊ The Federal Circuit upheld PTE for a product containing the enantiomer levofloxacin, finding 

that it was different than a product containing its racemate ofloxacin (Ortho-McNeil v. Lupin 
(Fed. Cir. 2010))

◊ However, the Federal Circuit has also upheld the denial of PTE for the active methyl ester 
form of a compound that had previously been approved for the same therapeutic use 
because it had the same “active moiety” as the previously approved product (Photocure v. 
Kappos (Fed. Cir. 2010))

• PTE could be available for corresponding foreign patents covering products approved in coun-
tries such as Australia, Canada, Chile, Europe, Israel, Japan, Malaysia, Singapore, South Korea, 
Taiwan, Vietnam, Russia and Ukraine, and also in Brunei, Costa Rica, Dominican Republic, El Sal-
vador, Guatemala and Nicaragua 
◊	 Note:  The requirements and deadlines for foreign PTEs often vary from the U.S.
◊	 Tip: Once approval of a product in a foreign country is received, docket any deadlines to 

file PTE requests 
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• How do I know if a PTE request has been filed or granted?
◊ Review the file history of the patent on the PTO’s Patent Application Information Retrieval 

(PAIR) system (http://portal.uspto.gov/pair/PublicPair)
◊ A list of extended patent terms is available at:  http://www.uspto.gov/patent/laws-and-reg-

ulations/patent-term-extension/patent-terms-extended-under-35-usc-156
◊ Check the issued patent for a certificate of correction indicating that a PTE has been 

granted 
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Preparation Prosecution

Australia Y Y Y N N Y Y 1-2M N

Brazil Y N Y Y N N Y 1-4M N

Canada Y Y Y Y N N/A Y 1-2Y Y

Chile Y Y N Y Y Y Y 2Y N

China N1 N Y Y N N N 1-2Y N

Colombia Y Y Y Y N N N 4-6M N

Croatia Y N Y Y N Y N 6-10M N

Europe Y Y Y N2 N Y N 1-2M N

Hong Kong Y Y Y N3 N Y N 13M N

India N N4 Y N N N Y 6M N

Indonesia Y Y Y N N N Y 2Y N

Israel Y Y Y Y5 N N Y 8-12M Y6
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Global Design Patent Guide

Product design holds tremendous monetary value globally. This often leads to successful 
designs falling victim to knock-offs that can damage brand loyalty and reduce revenue. 
Design patents, which protect the ornamental appearance of an article, are a proven 
effective tool in combating copycats. The following quick-reference guide provides a brief 
overview of design preparation and prosecution requirements in a variety of countries 
around the world.



1. China permits using oblique shading lines to depict transparency. 
2. The European Union Intellectual Property Office (EUIPO) permits filing multiple designs in a single application but each 
design will be assigned a separate registration number.
3. EUIPO & Hong Kong assign separate registration numbers to each design, but permit filing multiple designs in a single 
application.
4. India does not allow the use of broken lines, but protection may be achieved for partial designs by pinpointing novelty 
of the portion of interest.
5. Multiple designs can be filed in a single application; however, upon commencement of examination of the applica-
tion, the applicant will be required to elect one design for prosecution and delete the excessive designs, which may be 
filed as divisional applications; any divisional application will be entitled to bear the filing date of the parent application.
6. A request for an expedited examination will be only approved under a few exceptional circumstances, in cases where 
there is substantive concern of infringement and in cases when the applicant is interested in filing an infringement suit 
with the court, where the design’s registration would be required. Expedited examination could also be approved in 
cases where the design could be used during an upcoming period of holidays.
7. South Korea permits multiple designs to register under a single registration if the design qualifies as a “non-examination 
design.”
8. In South Korea, substantive examination may not be requested, and is not conducted automatically, for designs 
categorized as “non-examination designs.”

Preparation Prosecution

Japan Y Y Y N N N Y 1-1.5Y Y

Korea Y Y Y N7 N N Y8 7-8M Y

Mexico Y Y Y Y N N Y 1Y N

Norway N Y Y Y N Y Y 6-8M N

Singapore Y Y Y N N Y N 4-6M N

Switzerland Y Y Y Y N Y N 1-2M Y

Taiwan Y Y Y N N Y Y 14M N

Turkey Y Y Y Y Y Y N 12-14M N

Ukraine Y N Y Y Y N N 8-10M N

United 
States Y Y Y Y N N/A Y 1.5Y Y

Tab 15: Page 2: Global Design Patent Guide

Country Sh
ad

in
g 

A
llo

w
ed

Br
ok

en
 li

ne
s 

A
llo

w
ed

Di
gi

ta
l i

m
ag

es
 a

llo
w

ed

M
ul

tip
le

 e
m

bo
di

m
en

ts
 

al
lo

w
ed

 in
 a

 s
in

gl
e 

re
gi

st
ra

tio
n

De
ta

ile
d 

w
rit

te
n 

de
sc

rip
tio

n 
of

 th
e 

de
sig

n 
fe

at
ur

es
 re

qu
ire

d

M
ul

tip
le

 L
oc

ar
no

su
b-

cl
as

se
s 

pe
rm

itt
ed

Su
bs

ta
nt

iv
e 

ex
am

in
at

io
n

co
nd

uc
te

d 
(a

ut
om

at
ic

or
 o

n 
re

qu
es

t)

A
ve

ra
ge

 le
ng

th
 o

f 
pr

os
ec

ut
io

n 
(fr

om
fil

in
g 

to
 is

su
an

ce
)

Pr
oc

es
s 

fo
r e

xp
ed

iti
ng

re
gi

st
ra

tio
n 

av
ai

la
bl

e



Tab 16: Additional Resources



Helpful Links

Global Dossier
• Online access to file histories of related applications from participating patent offices around the world
• https://globaldossier.uspto.gov/#/

USPTO PatentsView Tool
• Database connecting information about inventors, their organizations, and their locations
• http://www.patentsview.org/web/#viz/comparisons

USPTO Dashboard
• Track recent statistics on application pendency, quality and timeliness
• http://www.uspto.gov/dashboards/patents/main.dashxml

USPTO Petitions Timeline
• Provides information on historical grant rates and pendency of decided petitions
• http://www.uspto.gov/patents-application-process/petitions/timeline/uspto-petitions-timeline

Patent Term Calculator
• http://www.uspto.gov/patent/laws-and-regulations/patent-term-calculator

Patent Terms Extended Under 35 U.S.C. § 156
• http://www.uspto.gov/patent/laws-and-regulations/patent-term-extension/patent-terms-extended-

under-35-usc-156

Recent Patent-Related Notices - Pre-Official Gazette, Official Gazette & Federal Register
• http://www.uspto.gov/patent/laws-and-regulations/patent-related-notices/patent-related-               

notices-2017

USPTO Examination Guidance and Training Materials
http://www.uspto.gov/patent/laws-and-regulations/examination-policy/examination-guidance-and-     
training-materials
• Reasons for Allowance (2016)
• Enhancing Clarity By Ensuring That Claims are Definite Under 35 U.S.C. § 112(b) (posted May 20, 2016)
• Functional Language Workshop: Claim Interpretation And Definiteness Under 35 U.S.C. § 112(b) (post-

ed September 8, 2016)

Patent Application Information Retrieval (PAIR) 
• Retrieve and download information from U.S. patent and application file histories
• http://portal.uspto.gov/pair/PublicPair

USPTO Assignment Search
• http://assignment.uspto.gov/

Manual of Patent Examining Procedure (MPEP)
• http://mpep.uspto.gov/RDMS/detail/manual/MPEP/current/d0e18.xml
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