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• Traditional approaches to patent drafting and prosecution

• An improved global, strategic approach:
− Drafting and filing
− Prosecution

Agenda
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• Draft primarily with U.S. market in mind
• Delay costs:

• Freedom-to-operate was the primary concern
• Many start ups would avoid non-U.S. filings

Traditional Patent Prosecution Paradigm
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• U.S. patent enforcement has become more difficult
− Increased scrutiny from PTAB, § 101, § 112

• Heightened commodification (Third Industrial Revolution)
− Big companies suck up the margins from their suppliers (e.g., 

automotive, smartphones)

• Long run costs are usually higher, given the inefficiencies of 
prosecution delays

Problems with this approach



privileged and confidential  © Sterne Kessler 2018 55

• Drafters of initial applications draft an application describing all 
possible variation and uses of compound or biologic such as:

Traditional Patent Prosecution Paradigm (Biopharma)

-Indications 
-Combination 
therapies
-Routes of 
administration
-Dosing regimens

-Salts 
-Pharmaceutical 
dosage forms
-Purification methods
-Homologs and 
variants
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Traditional Patent Prosecution Paradigm 
(Biopharma)(cont.)

• Drawback: Guesses are often inadequate for 
continuations/WD&E but adequate for obviousness rejections

• For example, an earlier patent or publication with “estimated” 
dosing based on animal data may render obvious future dosing 
application from actual Phase II human data

• Or, adding recrystallization/purification steps in earlier patent or 
publication may then inherently anticipate a later Polymorph or 
purity application



Global, Strategic 
Drafting and Filing
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Drafting for eligibility across jurisdictions 
(non-biopharma)

• Describe the technological goals of the invention
• Describe the technological challenges faced by the invention, 

and/or the technological limitations of the prior art
• Describe how the invention achieves its technological goals 

and overcomes the technological challenges/limitations using 
technological features

• Include test data to show improvement over the prior methods
• Target for favorable art units (Art Unit 3600 has very low 

allowance rate, unlike Art Unit 2100)
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Drafting for written description support 
across jurisdictions (non-biopharma)

• Watch out for intermediate generalization problems in Europe
− Consider drafting multiple dependent claims

• Europe, China require claiming “essential” features
• Use simple, easy-to-translate sentences
• In the context of software and electronics

− Watch out for Williamson problems in the U.S., China
− China requires disclosure of each “module”
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Getting more pro-applicant for software 
claims?

???

Art Unit 
3600
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Building an IPR-resistant portfolio

• Challenging validity after patent issuance at PTAB
• Large portfolios with many claims tend to be more difficult and 

expensive to challenge at the PTAB
• Specific claims with clear scope
• More description of advantages
• Consider 

− Including in prosecution history more description of distinctions of the 
prior art

− Submitting evidence, such as expert declarations
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Avoid over-disclosing (Biopharma)

• Patent term, patent term, patent term
• Manage patent lifecycle holistically
• Be very careful and precise in earlier applications to avoid 

creating prior art to be used against later applications
• Avoids § 103 rejections from your own work
• Extends expiration dates further in the future
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Method of Use Patents (Biopharma)

• Often challenged at the PTAB
• Examiners likely to require “unexpected results” for allowance
• Need to develop invention’s story around approved indication
• What out for prior disclosures on clinicaltrials.gov or the EMA
• Consider adding pharmacokinetic parameters to claims
• Ideally, claims should match product label
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Diagnostic Method Patents
• Patentable subject matter: what is/is not eligible subject matter?
• Divided infringement issues

− Draft claims and application so steps are under control of a single actor 

• SCOTUS Framework: Bilski (U.S. 2010), Mayo (U.S. 2012), 
Myriad (U.S. 2013) and Alice (U.S. 2014)

• Fed. Circuit: Ariosa (2015): method steps well-understood, 
conventional and routine; CellzDirect (2016): claims directed to 
a new and useful lab technique for preserving hepatocytes; and 
Vanda (2018): claims directed to an application of the results of 
diagnostic testing



privileged and confidential  © Sterne Kessler 2018 1515

New Uses / Subpopulations
• Consider filing applications to sections of product label related 

to safety and efficacy
• FDA is likely to require same from generics
• Examples:

− Discontinuing treatment if certain side effects observed
− Decreasing dosage if certain side effect is observed or adding second 

active ingredient to treatment regimen
− “Black box” warnings such as renal impairment
− Dosing regimens and packaging to increase compliance or avoid 

abuse



Global, Strategic 
Prosecution
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Consider your markets: Worldwide, but Efficient, 
Strategy

• U.S., Europe, and China are the three key markets
• Together, they comprise roughly 60% of global GDP
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• Despite headwinds against patent value in recent years, many 
see a correction taking shape

• Prediction: the Iancu-led U.S. Patent Office is going to make 
systemic changes that increase patent value both on the pre-
and post-grant side

• Need an optimized U.S. patent, defensible at the PTAB and in 
district court litigation

• Software-related and medical diagnostic inventions present 
special problems 
− Consider availability of trade secrets and non-publication options

United States
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• EPO patent still available

• National patent offices also an option
− (e.g., DE, UK, FR, etc.)

• For EPO and national route, choose countries carefully, 
because validation and annuity costs can accumulate quickly

• Unitary patent still on hold pending German litigation (and now 
Hungary too?)

Europe
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• Fast Patent Portfolio Creation
− Start Ups Seeking Investment

− Shielding Against Known Competitors

− Sword for Entry in New Space

− Making Acquired Portfolios Relevant

• Create New Front in Patent Litigation
− Patent Owners Augment Position

− Defendants Increase Assets to Counter

How Companies Are Using Fast Tracks
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Combining ways to accelerate in the U.S.
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Source:  http://www.uspto.gov/patents/init_events/pph/index.jsp

Use PPH to Go Global Quickly and Efficiently

Argentina
Other PPH

Columbia

Czech Republic

Mexico

Nicaragua

Philippines

Romania

Taiwan

Brazil

USPTO
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PPH – Fast and High Grant Rates

Source: JPO website
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Utility models / Invention registration
• Fast, limited, or nonexistent examinations; low cost
• Can, in some cases, be used in conjunction with utility patents
• Don’t have the presumption of validity
• Usually shorter term – e.g., 10 years
• Usually limited to apparatus claims (i.e., no method claims)
• With some exceptions (notably, Germany), must be filed by the 

Paris Convention deadline
• Sometimes lower inventiveness requirements (China)
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Design patents
• Utility patents protect the way an article “works” design patents 

protect the way an article “looks”; but NOT mutually exclusive
• Relatively narrow protection based on figures, more limited term
• Usually simple or no examination
• Renewed Apple v. Samsung award affirms their value in the US; 

by statute, entitled to disgorgement of profits from the “article of 
manufacture”

• Special international considerations – requirements vary from 
country-to-country

• GUI designs are booming in the US
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Putting it all together—one possible approach

U.S. Track 
1 Filing

~7 months
U.S. 
Allowance

U.S. 

China
Utility Model

PPH Application

Chinese Utility 
Model Issues

~10 months

Europe

~24 months
Chinese Invention 
Patent Issues and 
Allow Utility 
Model to Lapse

German Utility 
Model

PACE Application

German Utility 
Model Issues

~10 months ~24 months
EP Patent 
Issues

PCT

12 months 30 months

National phase in 
other jurisdictions



Toda Raba



Changes in the Tax World –

Digital Economy and Intellectual 

Property

KPMG Israel
July 2018

International Tax Department



© 2018 KPMG Somekh Chaikin, an Israeli member firm of the KPMG network of independent member firms affiliated with KPMG International Cooperative (“KPMG International”), a Swiss entity. All 
rights reserved.

A Little Preview
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https://www.youtube.com/watch?v=DxaLrW49awc&feature=youtu.be
https://www.youtube.com/watch?v=DxaLrW49awc&feature=youtu.be


Today’s Agenda
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A little bit of history

Changes in the tax world

BEPS action plan

Documentation requirements

US tax reform

What’s next?
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Once Upon a Time – Intellectual Property and Value Creation in the Past
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The (Tax) World is Changing
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The New Player in Town  - BEPS Action Plan
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Action 1 – Addressing the tax challenges of the digital economy

Action 2 – Neutralizing the effects of hybrid mismatch arrangements

Action 3 – Strengthening CFC rules

Action 4 – Limiting base erosion via interest deductions and other financial payments

Action 5 – Countering harmful tax practices

Action 6 – preventing the granting of treaty benefits in inappropriate circumstances

Action 7 – Preventing the artificial avoidance of PE status

Actions 8 – 10 – transfer pricing aspects

Action 11 – Collecting and analyzing data on BEPS

Action 12 – Disclosing aggressive tax planning arrangements

Action 13 – Guidance on transfer pricing documentation and country-by-country reporting

Action 14 – Making dispute resolutions mechanisms more effective

Action 15 – Developing a multilateral instrument to modify bilateral tax treaties



Documentation of the (Business) Relationship
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Description of services / product

Risk/Reward allocation

Transfer pricing mechanism
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US Tax Reform and Its Affects on Intellectual Property Taxation
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What’s Next? – The New Questions to Be Asked
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Where is the value of the IP created?

Where to tax the company?

How to tax the company?
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Thank you for listening!
Itay Falb

Partner, International Tax

Email – itayfalb@kpmg.com

Office - +972-3-6848098

Mobile - +972-54-3245949

KPMG Israel
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