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Policy Atmosphere Around 101

Continued Public Misperceptions

 Should you be able to patent a human gene?



Significant Curtailment of Biotech Patents

 Claimed subject matter is not patent-eligible:

• If it is deemed “directed to”:

 a law of nature,

 a natural phenomenon, or 

 an abstract idea

• Unless the claim taken as a whole defines an “inventive concept” 

that is “significantly more” than the law of nature, natural 

phenomenon, or abstract idea itself.

 Rationale for these exclusions is to prevent “improperly tying up 

the future use of these building blocks of human ingenuity”.

Mayo Collaborative Servs. v. Prometheus Labs., Inc.

566 U.S. 66 (2012)

(S. Ct. 2014) (Ginsburg, J.)



Significant Curtailment of Software Patents

 Held that operating a process on a generalized computer does 

not transform an abstract idea into a patentable invention.

 Relied on a two-step abstract idea test for subject matter 

eligibility:

1. Determine whether a claim is directed to an abstract idea; if yes, 

then

2. Determine whether the additional elements of the claim are 

sufficient to transform the nature of the claim into a patent-

eligible application.

Alice Corp. v. CLS Bank Int’l
(S. Ct. Jun. 2014)



35 USC § 101 – Inventions Patentable 

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. 



The Two-Step Test is Not in the Patent Act

 Section 101 of the Patent Act makes 

patent-eligible “any new and useful 

process, machine, manufacture, or 

composition of matter, or any new 

and useful improvement thereof”.

 The Supreme Court says that its two-

step test is based on an “implicit 

exception” to the Patent Act.

 So inventions that are eligible under 

section 101 are ineligible according 

to the Court.



Alice Aftermath

 Despite an express warning in Alice to “tread carefully” in 

construing the exclusionary principle of unpatentable abstract 

ideas, lower courts and the USPTO have relied on Alice to a 

remarkable extent in order to invalidate software patents.

Alice Corp. v. CLS Bank Int’l
(S. Ct. Jun. 2014)

Alice Corp. decided
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Patents Invalidated for Lack of Patentable Subject Matter

Source: BilskiBlog.com by Robert R. Sachs, Fenwick & West LLP; Lex Machina



Weakening U.S. Patent System

U.S. FALLS to 12th PLACE IN RANKING 

OF PATENT SYSTEM STRENGTH 

2018 Chamber Index

CATEGORY 1: Patents, 

Related Rights, and 

Limitations

1. Singapore 

2. France

3. Germany

4. Ireland

5. Japan

6. Netherlands

7. South Korea

8. Spain 

9. Sweden

10. Switzerland

11. UK

12. Italy

12.  United States

U.S. TIED FOR 1ST PLACE IN 

RANKING OF PATENT SYSTEM 

STRENGTH

2016 Chamber Index

CATEGORY 1: Patents, 

Related Rights, and 

Limitations

1. United States 

2. United Kingdom

3. Switzerland

4. Sweden

5. Singapore

6. Germany

7. France

8. Japan 

9. Italy

10. Australia

11. South Korea

12. Israel

13. Taiwan

Seven 

Way 

Tie

U.S. FALLS to 10th PLACE IN RANKING 

OF PATENT SYSTEM STRENGTH 

2017 Chamber Index Marks First Time 

U.S. Has Not Ranked #1

CATEGORY 1: Patents, 

Related Rights, and 

Limitations

1. United Kingdom

2. Switzerland

3. Sweden

4. Germany

5. France

6. Japan

7. Spain

8. Singapore

9. Italy

10. United States

11. Hungary

12. South Korea

13. Taiwan



Leaky Life Rafts from the Federal Circuit

 Finjan, Inc. v. Blue Coat Systems, Inc., Visual Memory LLC v. 

NVIDIA Corp., Rapid Litig. Mgm. Ltd. v. CellzDirect, Inc., DDR 

Holdings, LLC v. Hotels.Com, LP, Enfish, LLC v. Microsoft Corp., 

and Bascom Global Internet Services, Inc. v. AT&T Mobility LLC, 

found patent-eligible subject matter.

 But in a sea of cases holding just the opposite: 

• As of March 31, 2017, 90.9% of the Federal Circuit’s decisions 

affirmed patent-ineligibility determinations based on Prometheus, 

Myriad and Alice.



Upsurge in Push-Back on Competiveness Grounds

New patent subject-matter eligibility test hurts US 

competitiveness



Concerns Regarding District Courts’ Approach to 101

Sequenom

Planet Blue

Cleveland Clinic Foundation

 Indisputably important inventions

 Invalidated based on “litmus test”



“[T]he murky morass that is § 101 jurisprudence.”

MySpace, Inc. v. GraphOn Corp., 672 F.3d 1250, 1260 (Fed. Cir. 2012)

Court Confusion

Comparing Finjan & Content Extraction: Is There Rhyme or Reason? 

Finjan (Eligible):

Computer security system and method for providing computer security by identifying 

and protecting against potential malware produced by a “behavior-based” virus scan.  

Content Extraction v. Wells Fargo (Ineligible):

Receiving output representing hard copy documents from an automated digitizing unit 

and storing information about the documents, recognizing portions of the documents 

corresponding to a first data field, and storing information from the portions into memory 

locations for the first data field.

“Distinguishing between claims that recite a patent-eligible 

invention and claims that add too little to a patent-ineligible 

abstract concept can be difficult, as the line separating the 

two is not always clear.”

DDR Holdings, LLC v. Hotels.com, L.P., 773 F.3d 1245, 1255 (Fed. Cir. 2014)

“While the Court is of the view that a more concrete 

standard for identifying abstract ideas would improve 

predictability and enable more efficient use of judicial and 

party resources, it will do its best to apply the current 

guidance.” 

Synchronoss Techs., Inc. v. Dropbox Inc., 226 F. Supp. 3d 1000, 1007 (N.D. Cal. 2016)

“As many courts have noted, invalidity under 35 U.S.C. §

101 (even post Alice) is a difficult question for the courts 

that turns upon malleable tests constantly evolving in 

application at the Circuit court.”

EMG Tech., LLC v. Etsy, Inc., No. 6:16-CV-00484-RWS, 2017 WL 1513110, at *2 (E.D. 

Tex. Apr. 26, 2017)



Concerns Regarding PTO Approach to 101

 Biotech and software court decisions 

misapplied

 Attempt to weave court decisions together                    

doomed by incoherence/conflicts among 

cases

 Despite the Supreme Court’s warning in 

Alice in 2014 that lower courts should 

“tread carefully in construing this 

exclusionary principle lest it swallow all of 

patent law[,]” lower courts and the USPTO 

have nonetheless allowed the fish to 

swallow the whale.



Patent Applications for Software and Biotech Inventions—
Granted in China, Granted in EU, Denied in U.S. 

Pub.

No.

Pub.

Date

App. 

#
Title

Assignee –

Current US

China 

Patent

EP 

Patent

Continuation 

Filed

EP & CN 

Patent #

Section 

101 

Rejection

Gen. 

Notes

US20150132772A1 5/14/2015 US14592016A Determination of Neutrophil Gelatinase-Associated 

Lipocalin (NGAL) as a Diagnostic Marker for Renal 

Disorders

ANTIBODYSHOP A/S Yes Yes Yes: 

14/855,587  filed on 09-16-2015 which is  Pending claims the benefit of 14/592,016 

EP1831699B1

CN101163971B

Yes

US20140234877A1 8/21/2014 US14348788A METHOD FOR DETECTING A BETA-SPECIFIC 

ANTIBODIES IN A BIOLOGICAL SAMPLE

AFFIRIS AG Yes Yes None Found EP2579042B1

CN103842825B

Yes

US20110313677A1 12/22/2011 US13130143A METHOD FOR DETERMINING THE LIVER 

PERFORMANCE OF A LIVING ORGANISM BY THE 

MEANS OF QUANTITATIVE MEASURING THE 

METABOLIZATION OF SUBSTRATES

HUMEDICS GMBH Yes Yes None Found EP2365777B1

CN102665536B

Yes

US20110287423A1 11/24/2011 US13092210A DIAGNOSIS OF VIRAL INFECTIONS BY DETECTION 

OF GENOMIC AND INFECTIOUS VIRAL DNA BY 

MOLECULAR COMBING

GENOMIC VISION Yes Yes Yes:

14/638,432  filed on 03-04-2015 which is  Pending claims the benefit of 13/092,210 

EP2561104B1

CN103069010B

Yes

US20150118205A1 4/30/2015 US14529611A EFFECTIVE CONTROL OF VIRAL PLANT DISEASE 

WITH STRAINS OF PSEUDOMONAS OLEOVORANS

LEE YONG JIN Yes Yes None Found EP2374869B1

CN102239247B

Yes

US20140200233A1 7/17/2014 US14239137A USE OF MAD2L2 AS A STRATIFICATION MARKER IN 

THE TREATMENT OF BREAST TUMOURS WITH 

NOVEL PAN-CDK INHIBITORS

BAYER INTELLECTUAL PROPERTY GMBH Yes Yes None Found EP2744914B1

CN103732763B

Yes

US20130243758A1 9/19/2013 US13801360A METHOD TO IDENTIFY A PATIENT WITH AN 

INCREASED LIKELIHOOD OF RESPONDING TO AN 

ANTI-CANCER THERAPY

HOFFMANN-LA ROCHE INC. Yes Yes None Found EP2596364B1

CN103109188B

CN103140761B

Yes

US20130224194A1 8/29/2013 US13829262A METHODS AND COMPOSITIONS FOR DIAGNOSTIC 

USE IN CANCER PATIENTS

GENENTECH INC. Yes Yes None Found EP2382472B1

CN102265157B

Yes

US20130224193A1 8/29/2013 US13828826A METHODS AND COMPOSITIONS FOR DIAGNOSTIC 

USE IN CANCER PATIENTS

GENENTECH INC. Yes Yes None Found EP2382472B1

CN102265157B

Yes

US20130224209A1 8/29/2013 US13746180A METHODS FOR DIAGNOSING AND TREATING 

PROSTATE AND LUNG CANCER

PICOBELLA LLC Yes Yes None Found EP2156184B1

CN101918836B

Yes

US20130217712A1 8/22/2013 US13854205A PREDICTIVE MARKER FOR EGFR INHIBITOR 

TREATMENT

HOFFMANN-LA ROCHE INC. Yes Yes None Found EP2188393B1

CN101778951B

Yes

US20130171135A1 7/4/2013 US13744135A METHOD TO IDENTIFY A PATIENT WITH AN 

INCREASED LIKELIHOOD OF RESPONDING TO AN 

ANTI-CANCER THERAPY

HOFFMANN-LA ROCHE INC. Yes Yes Yes:

13/801,360  filed on 03-13-2013 which is  Abandoned claims the benefit of 13/744,135   

13/801,404  filed on 03-13-2013 which is  Pending claims the benefit of 13/744,135  

EP2596364B1

CN103109188B (breast cancer)

CN103140761B (pancreatic cancer)

Yes

US20130072429A1 3/21/2013 US13444500A ASSAYS AND METHODS USING BIOMARKERS GENENTECH INC |  ASHKENAZI AVI J |  WAGNER KLAUS W Yes Yes None Found EP1915625B1

EP1915626B1

CN101365951B

CN101287990B

Yes

US20130058898A1 3/7/2013 US13583441A LACTIC ACID BACTERIUM-CONTAINING 

PREPARATION

KANEKA CORPORATION Yes Yes Yes:

14/707,521  filed on 05-08-2015 which is  Pending claims the benefit of 13/583,441 

EP2546330B1

CN102791849B

Yes

US20120309041A1 12/6/2012 US13516417A Determination of Exosomel Biomarkers for Predicting 

Cardiovascular Events

CAVADIS B.V. Yes Yes None Found EP2521918B1

CN102812362B  

Yes

US20120150326A1 6/14/2012 US13292608A METHOD FOR REFRESHING A RUNNING TIME FOR 

A SPORTS COMPETITION IN PROGRESS

SWISS TIMING LTD Yes Yes N/A EP2453323B1

CN102546145B

Yes

US20110184653A1 7/28/2011 US13011672A ANALYTE TESTING METHOD AND SYSTEM LIFESCAN INC. Yes Yes None Found EP2525710B1

EP2554110B1

EP2554109B1

CN102711596B

Yes

US20110177034A1 7/21/2011 US13002968A PROBIOTIC BIFIDOBACTERIUM LONGUM CHR-HANSEN A/S Yes Yes Yes:

14/935,298  filed on 11-06-2015 which is  Pending claims the benefit of 13/002,968 

EP2318513B1

CN102089422B

Yes

US20110171328A1 7/14/2011 US13000361A PHARMACEUTICAL COMPOSITION FOR TREATING 

DIABETES

HUNAN HILL PHARMACEUTICAL CO. LTD Yes Yes None Found EP2301543B1

CN101606936B

Yes

US20070219870A1 10/15/2014 CN2003826646A ONLINE CHARGING IN MOBILE NETWORKS TELEFONAKTIEBOLAGET LM ERICSSON Yes Yes None Found EP1639800B1 

CN1792085B

Yes

US20080153089A1 6/26/2008 US2007722867A Blocked Enzyme-Probe Comples ADVANCED LIFE SCIENCE INSTITUTE INC. Yes Yes None Found EP1837655B1

CN101088009B

Yes

US20100173288A1 7/8/2010 US2008302196A SERUM/PLASMA MICRONAS AND USES THEREOF JIANGSU MINGMA BIOTECH CO. LTD. Yes Yes Yes:

14/144,127  filed on 12-30-2013 which is  Pending claims the benefit of 12/302,196   

15/171,737 filed on 06-02-2016 which is  Pending claims the benefit of 12/302,196  

EP2133431B1

CN101424640B

Yes

US20100249209A1 9/30/2010 US2008303982A GENE INVOLVED IN IMMORTALIZATION OF HUMAN 

CANCER CELL AND USE THEREOF

KABUSHIKI KAISHA YAKULT HONSHA Yes Yes None Found EP2412805B1

EP2034017B1

CN101495630B

CN102618545B

Yes

US20100303813A1 12/2/2010 US2010663335A BIOMARKERS FOR PREDICTING ANTI-TNF 

RESPONSIVENESS OR NON-RESPONSIVENESS

BIOGEN MA INC.  Yes Yes None Found EP2167687B1

CN101796197B

Yes

US20120231460A1 9/13/2012 US13477435A Method and Apparatus for Predicting Pharmacological 

Efficacy of Human Anti-TNFa Antibody Drug against 

Rheumatoid Arthritis

KAYTEEBIO CO. & LTD. Yes Yes None Found EP2505662B8

EP2505662B1

CN102639715B

Yes 101 rejections maintained in part

US20130266966A1 10/10/2013 US13775069A METHOD OF DETERMINING RISK OF SCOLIOSIS CHU SAINTE-JUSTINE  Yes Yes Yes:

14/807,450  filed on 07-23-2015 which is  Pending claims the benefit of 13/775,069 

EP2132568B1

CN101680887B 

Yes

US20150072355A1 3/12/2015 US14529702A FLAP ENDONUCLEASE-1 AS A MARKER FOR 

CANCER

ROCHE DIAGNOSTICS GMBH  Yes Yes Yes:

15/046,525 filed on 02-18-2016 which is  Pending claims the benefit of 14/529,702 

EP2454596B1

CN102472754B

Yes “New 101 Rejections Necessitated by Amendments”

US20070280964A1 12/6/2007 US2007805813A Compositions and methods useful for modulating 

immunity, enhancing vaccine efficacy, decreasing 

morbidity associated with chronic FHV-1 infections, and 

preventing or treating conjunctivitis

NESTEC SA Yes Yes Yes:

PCT/US08/06057  filed on 05-13-2008 which is  Published claims the benefit of 11/805,813 

EP1931364B1

CN101277708B

Yes

US20080206379A1 8/28/2008 US2007814307A NUTRINOVA NUTRITION SPECIALTIES & FOOD 

INGREDIENTS GMBH

ADVANCED LIFE SCIENCE INSTITUTE Yes Yes None Found EP1838171B1

CN101106913B

Yes

US20080227801A1 9/18/2008 US200890859A Pharmaceutical Compositions Containing Erythrina 

Mulungu Derivatives, Processes for their Production and 

Uses Thereof 

BOLZANI V D S Yes Yes None Found EP1948162B1

CN101330915B

Yes

US20090170143A1 7/2/2009 US2007722025A Determination of Neutrophil Gelatinase-Associated 

Lipocalin (NGAL) as a Diagnostic Marker for Renal 

Disorders

ANTIBODYSHOP A/S Yes Yes Yes:

14/592,016  filed on 01-08-2015 which is  Abandoned claims the benefit of 11/722,025   

14/855,587  filed on 09-16-2015 which is  Pending claims the benefit of 11/722,025  

EP1831699B1

CN101163971B

Yes

US20090246781A1 10/1/2009 US2009378965A Method for early determination of recurrence after therapy 

for prostate cancer

IRIS INTERNATIONAL Yes Yes Yes:

13/489,430  filed on 06-05-2012 which is  Abandoned claims the benefit of 12/378,965   

13/844,790  filed on 03-16-2013 which is  Abandoned claims the benefit of 12/378,965  

EP2252893B1

CN102016588B

Yes

US20090248644A1 10/1/2009 US2009413117A METHOD AND APPARATUS FOR GENERATING 

USER ATTRIBUTE INFORMATION

HUAWEI TECHNOLOGIES CO Yes Yes None Found EP2184948B1

CN101094525B

Yes

US20090306584A1 12/10/2009 US2007915374A MEDICAL DEVICE NICOLA T (NICO-I) ;  SCHMIDTLEIN M (SCHM-I) Yes Yes Yes:

14/740,888  filed on 06-16-2015 which is  Pending claims the benefit of 11/915,374 

EP1904121B1

CN101189036B

Yes

US20100005017A1 1/7/2010 US2009557781A BILLING METHOD AND SYSTEM, AND BILL CYCLE 

CUT OFF MODULE

HUAWEI TECHNOLOGIES CO Yes Yes None Found EP2026551B1

CN101022488B

Yes

US20100035275A1 2/11/2010 US2009514194A DIAGNOSIS AND RISK ASSESSMENT OF 

PANCREATIC DIABETES USING MR-PROADM

BRAHMS GMBH Yes Yes Yes:

15/055,406 filed on 02-26-2016 which is  Pending claims the benefit of 12/514,194 

EP2097748B1

CN101568833B

Yes

US20100055799A1 3/4/2010 US2008296631A TEST AGENT FOR DIAGNOSING DYSPEPSIA OTSUKA PHARMACEUTICAL CO Yes Yes None Found EP2011518B1

CN101420985B

Yes

US20100105038A1 4/29/2010 US2009466614A GENETIC MARKERS FOR WEIGHT MANAGEMENT 

AND METHODS OF USE THEREOF

INTERLEUKIN GENETICS Yes Yes Yes:

12/621,201  filed on 11-18-2009 which is  Pending claims the benefit of 12/466,614 

EP2501828B1

EP2291543B1

CN102099487B

Yes

US20100112620A1 5/6/2010 US2009572483A BIORHYTHM INFORMATION ACQUISITION 

METHOD

SONY CORPORATION Yes Yes N/A EP2180047B1

CN101711668B

Yes

US20100112647A1 5/6/2010 US2009579577A METHOD FOR PRODUCING AN ACIDIC 

SUBSTANCE HAVING A CARBOXYL GROUP

AJINOMOTO CO Yes Yes Yes:

14/723,776  filed on 05-28-2015 which is  Pending claims the benefit of 12/579,577 

EP2147970B1

CN101688176B

Yes

US20100166933A1 7/1/2010 US2009639442A Frozen Cocoa Confectionery and Beverage Products CONOPCO  D/B/A UNILEVER Yes Yes N/A EP2206439B1

EP2206438B1

CN101828625B 

Yes

US20100179562A1 7/15/2010 US2010687737A STIMULATION LEADS, DELIVERY SYSTEMS AND 

METHODS OF USE

ST JUDE MEDICAL LUXEMBOURG HOLDINGS SMI SARL (“SJM LUX SMI”) Yes Yes None Found EP2396072B9 

EP2396072B1

CN102387834B

Yes

US20100196907A1 8/5/2010 US2010696116A MARKERS TO PREDICT AND MONITOR RESPONSE 

TO AURORA KINASE B INHIBITOR THERAPY

ABBVIE Yes Yes None Found EP2391734B1

CN102365372B 

Yes

US20100217698A1 8/26/2010 US2010776067A CHARGING METHOD, NETWORK SYSTEM, 

CHARGING SYSTEM, AND APPLICATION SERVER

HUAWEI TECHNOLOGIES CO Yes Yes None Found EP2154818B1

CN101431419B

Yes

US20100298338A1 11/25/2010 US2010863627A METHOD OF OPTIMIZING THE TREATMENT OF 

PROLIFERATIVE DISEASES MEDIATED BY THE 

TYROSINE KINASE RECEPTOR KIT WITH IMATINIB

NOVARTIS AG Yes Yes Yes:

14/924,207  filed on 10-27-2015 which is  Pending claims the benefit of 12/863,627 

EP2237783B1

CN101951910B

Yes

US20110106409A1 5/5/2011 US2010999014A METHOD AND DEVICE FOR THE PRESSURE WAVE 

COMPENSATION DURING CONSECUTIVE 

INJECTIONS IN AN INJECTION SYSTEM OF AN 

INTERNAL COMBUSTION ENGINE

ROBERT BOSCH GMBH Yes Yes None Found EP2297444B1

CN102084110B 

Yes

US20120330493A1 12/27/2012 US13527917A METHOD AND APPARATUS FOR DETERMINING 

ROAD SURFACE CONDITION

INTER-UNIVERSITY RESEARCH INSTITUTE CORPORATION RESEARCH ORGANIZATION OF 

INFORMATION AND SYSTEM

Yes Yes N/A EP2537723B1

CN102837702B

Yes

US20110125342A1 5/26/2011 US2010674477A METHOD FOR CONFIGURATION OF A 

SWITCHGEAR ASSEMBLY

SIEMENS AKTIENGESELLSCHAFT Yes Yes None Found EP2191554B1

CN101785165B

Yes

US20120301450A1 11/29/2012 US13577314A MIXTURE, DISSOLVING SOLUTION AND 

PHARMACEUTICAL AGENT EACH COMPRISING 

THERMOPHILIC MICROORGANISM

JAPAN ECO-SCIENCE CO  NATIONAL UNIVERSITY CORPORATION CHIBA UNIVERSITY 

NATIONAL UNIVERSITY CORPORATION KANAZAWA UNIVERSITY INDEPENDENT 

ADMINISTRATIVE INSTITUTION NATIONAL FISHERIES UNIVERSITY MIROKU CO  KEIYO PLANT 

ENGINEERING CO 

Yes Yes Yes:

14/795,868  filed on 07-09-2015 which is  Pending claims the benefit of 13/577,314 

EP2556835B1

CN102844038B

Yes

US20110151033A1 6/23/2011 US2010973056A ORTHOSIPHON STAMINEUS EXTRACTS FOR USE 

AS A COGNITION ENHANCER

BIOTROPCS MALAYSIA BERHAD Yes Yes None Found EP2515923B1

CN102958529B

Yes

US20110195436A1 8/11/2011 US13123146A METHODS FOR THE CLASSIFICATION AND 

DIAGNOSIS OF SCOLIOSIS THROUGH THE USE OF 

GI PROTEIN RECEPTOR

PARADIGM SPINE  FOURTH DIMENSION SPINE Yes Yes Yes:

14/804,225  filed on 07-20-2015 which is  Pending claims the benefit of 13/123,146 

EP2331962B1

CN102239411B

Yes

US20110208341A1 8/25/2011 US13051249A METHOD AND SYSTEM FOR CONTROLLING AN 

INDUSTRIAL PROCESS

ABB RESEARCH Yes Yes None Found EP2329327B1 

CN102165382B 

Yes

US20110212447A1 9/1/2011 US13058179A Method of Using FOXO3A Polymorphisms and 

Haplotypes to Predict and Promote Healthy Aging and 

Longevity

KUAKINI MEDICAL CENTER Yes Yes Yes:

13/831,775  filed on 03-15-2013 which is  Pending claims the benefit of 13/058,179   

14/822,873  filed on 08-10-2015 which is  Pending claims the benefit of 13/058,179  

EP2324127B1

CN102177255B

Yes

US20110281284A1 11/17/2011 US2010673346A NOVEL LIVER CANCER MARKER HYOGO COLLEGE OF MEDICINE OTSUKA PHARMACEUTICAL CO Yes Yes None Found EP2187216B1

CN101796415B

Yes

US20110306049A1 12/15/2011 US2010674875A METHOD FOR DETECTING GYNECOLOGIC 

CANCER

LSIP Yes Yes None Found EP2187217B1 

CN101828114B

Yes

US20110318847A1 12/29/2011 US13170387A A METHOD FOR DETECTING THE PROPENSITY TO 

CARDIOVASCULAR DISEASE COMPRISING 

ASSESSING THE CONCENTRATION OF 

CALPROTECTIN

AXIS SHIELD ASA SUNDREHAGEN ERLING Yes Yes None Found EP1573335B1

EP1739430B1

CN101893635B

CN1729398B

Yes

US20120004129A1 1/5/2012 US13141616A BIOMARKERS FOR INHIBITORS WITH ANTI-

ANGIOGENIC ACTIVITY

MERCK PATENT GMBH Yes Yes None Found EP2368118B1

CN102265156B

Yes

US20120004855A1 1/5/2012 US13141343A METHYLATION BIOMARKERS FOR PREDICTING 

RELAPSE FREE SURVIVAL

KONINKLIJKE PHILIPS ELECTRONICS N V Yes Yes None Found EP2382325B1

CN102348809B

Yes

US20120004870A1 1/5/2012 US13201909A METHOD AND DEVICE FOR MONITORING A 

PHOTOVOLTAIC UNIT

SIEMENS AKTIENGESELLSCHAFT Yes Yes None Found EP2399177B1 

CN102317880B

Yes

US20120022349A1 1/26/2012 US13122967A DIAGNOSIS OF ACUTE STROKES ORSAN MEDICAL TECHNOLOGIES Yes Yes Yes:

14/844,827  filed on 09-03-2015 which is  Pending claims the benefit of 13/122,967 

EP2344033B1

EP2344034B1

CN102238906B

CN102238905B

CN102238907B

Yes

US20120094821A1 4/19/2012 US13265605A METHOD AND DEVICES FOR PRODUCING OPTICAL 

GLASS ELEMENTS, PARTICULARLY 

CONCENTRATOR OPTICS

SCHOTT AG Yes Yes None Found EP2421802B1

CN102414135B

Yes

US20120115929A1 5/10/2012 US13263976A Means And Methods For Counteracting, Preventing 

And/Or Determining Heart Failure, Or A Risk Of Heart 

Failure

ACADEMISH MEDISCH CENTRUM BIJ DE UNIVERSITEIT VAN AMSTERDAM Yes Yes None Found EP2425016B1

CN102421917B

Yes

US20120174623A1 7/12/2012 US13389391A METHOD AND SYSTEM FOR EXTRACTING A 

SUBSTANCE BY MEANS OF ANTI-SUBLIMATION 

AND MELTING

ASSOCIATION POUR LA RECHERCHE ET LE DEVELOPPEMENT DE METHODES ET PROCESS 

INDUSTRIELS “ARMINES”

Yes Yes Yes:

14/746,022  filed on 06-22-2015 which is  Pending claims the benefit of 13/389,391 

EP2464436B1

CN102481492B

Yes

US20120186972A1 7/26/2012 US13386410A CHEMICAL REACTOR AND ITS USAGE IN 

CHEMICAL REACTION

BEIJING SIJIANTONG TECHNOLOGY & DEVELOPMENT CO Yes Yes None Found EP2457651B1

CN101954266B

Yes

US20120196352A1 8/2/2012 US13386459A NOVEL LACTOBACILLUS PLANTARUM AND 

COMPOSITION COMPRISING SAME

CJ CHEILJEDANG CORP Yes Yes Yes:

14/832,214  filed on 08-21-2015 which is  Pending claims the benefit of 13/386,459 

EP2457992B1

CN102597214B

Yes

US20120225983A1 9/6/2012 US13508166A ADHESIVES AND SEALANTS COMPRISING ESTERS 

BASED ON 2-PROPYLHEPTANOL

BASF SE Yes Yes None Found EP2496654B1

CN102741373B

Yes

US20120232437A1 9/13/2012 US13508814A DEVICE FOR MODULATING PGC-1 EXPRESSION, 

AND TREATING DEVICE AND TREATING METHOD 

FOR ISCHEMIC DISEASE

NIPPON SIGMAX CO  HIROSHIMA UNIVERSITY Yes Yes None Found EP2500409B1

CN102666832B

Yes

US20100249213A1 2010-09-30 US2010676670A MicroRNA Signatures in Human Ovarian Cancer OHIO STATE UNIVERSITY Yes Yes Yes:

14/485,995  filed on 09-15-2014 which is  Pending claims the benefit of 12/676,670 

EP2183393B1

EP2775001B1

CN101939446B

Yes

US20120318271A1 12/20/2012 US13521526A REPLACEABLE NASAL PILLOW KIT KONINKLIJKE PHILIPS ELECTRONICS NV Yes Yes None Found EP2523717B1

CN102834137B

Yes

US20130072795A1 3/21/2013 US13420589A APPARATUSES AND METHODS FOR USER 

INTERACTIONS DURING ULTRASOUND IMAGING

CHISON MEDICAL IMAGING CO Yes Yes None Found EP2532307B1

CN102178547B

Yes

US20130096027A1 4/18/2013 US13720881A RIBONUCLEOTIDE TAG NUCLEIC ACID DETECTION ROCHE MOLECULAR SYSTEMS  CT NAT DE GENOTYPAGE Yes Yes None Found EP2112230B1

CN101649354B

Yes

US20130137191A1 5/30/2013 US13758221A METHOD AND KIT FOR DETECTING THE EARLY 

ONSET OF RENAL TUBULAR CELL INJURY

DEVARAJAN PRASAD BARASCH JONATHAN M Yes Yes Yes:

13/798,790  filed on 03-13-2013 which is  Abandoned claims the benefit of 13/758,221   

14/641,608 filed on 03-09-2015 which is  Abandoned claims the benefit of 13/758,221   

14/658,685  filed on 03-16-2015 which is  Abandoned claims the benefit of 13/758,221  

EP1616184B1

CN102183656B

Yes

US20130142851A1 6/6/2013 US13750626A Compositions Comprising Components Coated With a 

Liquid Impermeable but Gas Permeable Layer, Use 

Thereof for Treating Cutaneous and Other Exocrine Gland 

Diseases

WARD WARREN Yes Yes None Found EP1656120B1

CN102973946B

Yes

US20100035240A1 2/11/2010 US2006573487A METHODS AND KIT FOR THE PROGNOSIS OF 

BREAST CANCER

UNIVERSITY COLLEGE CARDIFF CONSULTANTS LIMITED Yes Yes None Found EP1781814B3

EP1781814B1

CN102443627B

CN101014720B

Yes

US20130183693A1 7/18/2013 US13798790A METHOD AND KIT FOR DETECTING THE EARLY 

ONSET OF RENAL TUBULAR CELL INJURY

DEVARAJAN PRASAD BARASCH JONATHAN M Yes Yes Yes:

14/641,608 filed on 03-09-2015 which is  Abandoned claims the benefit of 13/798,790 

EP1616184B1

CN102183656B

Yes

US20130217096A1 8/22/2013 US13812029A NOVEL BACTERIA AND METHODS OF USE 

THEREOF

LANZATECH NE ZEALAND LIMITED LANZATECH NE ZEALAND LIMITED Yes Yes Yes:

14/874,665  filed on 10-05-2015 which is  Pending claims the benefit of 13/812,029 

EP2598630B1

CN103415612B

Yes

US20110038802A1 2/17/2011 US2010989795A METHOD OF DETERMINING ALANINE 

TRANSAMINASE (ALT) ACTIVITY BY 13C-MR 

DETECTION USING HYPERPOLARISED 13C-

PYRUVATE

UNIVERSITY OF CALIFORNIA Yes Yes None Found EP2268321B1 

CN102083470B

Yes

US20130237456A1 9/12/2013 US13808129A MARKER CONSISTING OF PLASMA MICRORNA 

AND A NEW METHOD FOR DIAGNOSIS OF 

HEPATOCELLULAR CARCINOMA

FAN JIA ZHOU JIAN DAI ZHI YU LEI HU JIE WANG ZHENG Yes Yes Yes:

14/847,292 filed on 09-08-2015 which is  Pending claims the benefit of 13/808,129 

EP2596136B1

CN102776185B

Yes

US20130283771A1 10/31/2013 US13997909A REDUCING AGENT SUPPLY APPARATUS 

ABNORMALITY DIAGNOSIS UNIT AND REDUCING 

AGENT SUPPLY APPARATUS

BOSCH CORPORATION Yes Yes None Found EP2660437B1

CN103261612B

Yes

US20140004544A1 1/2/2014 US14022289A FEN1 AS A MARKER FOR CHRONIC OBSTRUCTIVE 

PULMONARY DISEASE (COPD)

ROCHE DIAGNOSTICS OPERATIONS Yes Yes Yes:

14/919,456  filed on 10-21-2015 which is  Pending claims the benefit of 14/022,289 

EP2684053B1

CN103415771B

Yes

US20140371089A1 12/18/2014 US14316521A METHOD FOR DIGANOSING ATHEROSCLEROTIC 

PLAQUES BY MEASUREMENT OF CD36

REGION NORDJYLLAND Yes Yes Yes:

15/006,719 filed on 01-26-2016 which is  Pending claims the benefit of 14/316,521 

EP2069528B1

CN101627135B

Yes

US20090142514A1 6/4/2009 US2007718610A Plasma System DO CORNING IRELAND Yes Yes None Found EP1808056B1

CN102355789B

CN101049053B 

Yes

US20090217349A1 8/27/2009 US2009372145A IMAGE FORMING APPARATUS, INFORMATION 

PROCESSING METHOD, AND COMPUTER-

READABLE RECORDING MEDIUM STORING 

INFORMATION PROCESSING PROGRAM

RICOH COMPANY Yes Yes N/A EP2099209B1

CN101515982B

Yes

US20120183518A1 7/19/2012 US13392481A ASSAY FOR DETERMINING HEALTH OF CD8+ T 

CELLS

COLUMBIA UNIVERSITY IN THE CITY OF NEW YORK Yes Yes None Found EP2124988B1

CN102725634B

CN101663047B

Yes

US20090312652A1 12/17/2009 US2008307116A ELECTRONIC MANOMETER FOR APPROPRIATELY 

ADJUSTING INTERNAL PRESSURE OF CUFF AND 

METHOD FOR CONTROLLING THE SAME

OMRON HEALTHCARE CO Yes Yes None Found EP2047795B1

CN101505656B

Yes

US20100028918A1 2/4/2010 US2009533099A GLUTAMINYL CYCLASE AS A 

DIAGNOSTIC/PROGNOSTIC INDICATOR FOR 

NEURODEGENERATIVE DISEASES

PROBIODRUG AG Yes Yes Yes:

14/645,821 filed on 03-12-2015 which is Pending claims the benefit of 12/533,099

EP2329274B1

CN102112880B

Yes

US20100069256A1 3/18/2010 US2009550703A Markers and Methods for Assessing and Treating 

Ulcerative Colitis and Related Disorders Using a 20 Gene 

Panel

CENTOCOR INC Yes Yes None Found EP2329259B1

CN102165315B

Yes

US20100076648A1 3/25/2010 US2009513511A TRUCK AND BODYBUILDER MODULE FOR THIS 

TRUCK, METHOD, MEMORY AND SOFTWARE TO 

CONFIGURE THE BODYBUILDER MODULE

RENAULT TRUCKS Yes Yes None Found EP2094536B1

CN101573255B

Yes

US20100099991A1 4/22/2010 US2009444594A 3D Ultrasonic Color Flow Imaging With Grayscale Invert KONINKLIJKE PHILIPS ELECTRONICS NV Yes Yes None Found EP2082262B1

CN101523237B

Yes

US20100130725A1 5/27/2010 US2009623693A METHODS FOR CHARACTERIZING MOLECULES CORNING Yes Yes None Found EP2361388B1

CN102292636B

Yes

US20100191676A1 7/29/2010 US2009441567A ADVERTISING APPARATUS USING A SCREEN SANG-WHA COMMUNICATIONS Yes Yes None Found EP2084697B1

CN101632112B

Yes

US20110027257A1 2/3/2011 US2010744200A CLOTTABLE CONCENTRATE OF PLATELET 

GROWTH FACTORS AND PREPARATION METHOD 

THEREOF

ZHENG YANG BIOMEDICAL TECHNOLOGY CO Yes Yes Yes:

14/954,239 filed on 11-30-2015 which is Pending claims the benefit of 12/744,200

EP2249862B1

CN101969985B

Yes

US20110039284A1 2/17/2011 US2010734232A METHODS OF PROGNOSIS ST VINCENT’S HOSPITAL SYDNEY LIMITED Yes Yes Yes:

14/807,430 filed on 07-23-2015 which is Pending claims the benefit of 12/734,232

EP2208072B1

CN101861522B

Yes

US20110082091A1 4/7/2011 US2010892604A Method for Preclinical Testing of Immunomodulator y 

Drugs

THERAMAB GMBH Yes Yes N/A EP2302380B1

CN102597768B

Yes

US20110160085A1 6/30/2011 US13056741A BIOMARKERS FOR ANTI-TNF TREATMENT IN 

ULCREATIVE COLITIS AND RELATED DISORDERS

JANSSEN BIOTECH Yes Yes Yes:

14/614,826 filed on 02-05-2015 which is Pending claims the benefit of 13/056,741

EP2326731B1

CN102171365B

Yes

US20110162116A1 6/30/2011 US2010968726A Method For Growing Plants HOLMAN E H A Yes Yes None Found EP2296457B1

CN102123581B

Yes

US20110229603A1 9/22/2011 US2009451676A NEW LACTIC ACID BACTERIA STRAIN,FERMENTED 

FOOD OR DRINK, AND METHOD FOR PRODUCING 

THE FERMENTED FOOD OR DRINK

KAGOME CO Yes Yes None Found EP2154238B1

CN101679937B

Yes

US20110301828A1 12/8/2011 US2010679794A CONTROL APPARATUS AND CONTROL METHOD 

FOR INTERNAL COMBUSTION ENGINE

TOYOTA JIDOSHA KABUSHIKI KAISHA Yes Yes None Found EP2193266B1

CN101809267B

Yes

US20120016985A1 1/19/2012 US13243739A MONITORING SYSTEM AND METHOD FOR 

CONNECTING A MONITORING DEVICE TO A 

SERVICE SERVER

AXIS AB TULLBERG JOACIM ADOLFSSON JOHAN GREN MARTIN Yes Yes None Found EP1802032B1

EP2045966B1

CN101346931B

Yes, but see note rejected

under 35 U.S.C. 101 as claiming the same invention as that of 

claims 1 +2, 4, 6, 7, 8 and 10 respectively of the co-pending 

application No. 11/644,074, filed on 12/22/2006. This is a provisional 

obviousness-type double patenting rejection, since none of the 

claims in either application have been allowed.

US20120029809A1 2/2/2012 US13170158A APPARATUS AND METHOD FOR PROVIDING ROAD 

VIEW

PANTECH CO Yes Yes N/A EP2413104B1

CN102420936B

Yes

US20120040021A1 2/16/2012 US13209220A METHODS AND COMPOSITIONS FOR THE 

TREATMENT OF CANCER

TRASLATIONAL CANCER DRUGS PHARMA S L RAMIREZ DE MOLINA ANA GARCIA OROZ 

LOURDES LACAL SANJUAN JUAN CARLOS

Yes Yes Yes:

14/594,860 filed on 01-12-2015 which is Pending claims the benefit of 13/209,220

EP2340042B1

CN102215872B

Yes

 We began compiling applications 

that were declared unpatentable in 

the US in the two years following 

Alice and its progeny, but were 

granted patents in China and 

Europe. 

 The results were staggering, 

particularly in the biotech and 

software fields, with over 100 

valuable patent applications found 

ineligible in the U.S. but granted 

abroad.

 Here is a condensed sample of 

just a few of our numerous results
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Clear Trend Among the Courts

Note:

• Cases that had claims ruled both ineligible and eligible were counted in each category.

• There has yet to be a single Supreme Court case since the 1981 Diehr decision where all claims were held patent eligible.

Source: USPTO
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Potential Solutions from PTAB and Courts



Potential Legislative Fixes for 101

1. Delete Section 101.

2. Require application of 102, 103, 112 before application of 101.

3. Require 101 analysis targeted to “invention as a whole”.

4. Incorporate PHOSITA into 101 as standard for analysis.

5. Move to “industrial applicability” standard for patentability.

6. Codify “useful, concrete, tangible result” requirement.

7. Codify “anything under the sun made by man” as subject matter standard.

8. Clarify that presence of law of nature, abstract idea, natural phenomenon is not an 

impediment to patentability.

9. Clarify that presence of law of nature, abstract idea, natural phenomenon must wholly 

preempt, to render claim unpatentable under 101.

10. Expand definitions of “process”, “machine”, “manufacture”, “composition of matter”.

11. Create safe harbors for discoveries, isolated/purified substances, synthetic copies of 

naturally occurring substances.



101 Legislative Proposals from Industry Associations

 ABA – IPL                  Removing “new” from § 101(a);                            

Adding § 101(b) “Exception”

 AIPLA

 IPO

Highly similar proposals focused on: 

• Removing “new” from § 101(a);

• Adding § 101(b): “Sole Exception(s) to 

Subject Matter Patentability”;

• Adding § 101(c): “Sole Eligibility Standard”



Restoring America’s Leadership in 
Innovation Act of 2018

 Adds Two Provisions to 35 U.S.C. 101, Closely Follows IPO’s Proposal

 Leaves 101(a) Unchanged  

 Adds 101(b) “Exception”

• A claimed invention is ineligible patent subject matter if the claimed 

invention as a whole, as understood by a person having ordinary 

skill in the art, exists in nature independently of and prior to any human 

activity, or exists solely in the human mind.

 Adds 101(c) “Eligibility Standard”

• Eligibility under § 101 determined without regard as to the requirements 

of § 102, §103 and §112, or the claimed invention’s inventive concept.



101 Legislative Interest in Congress

 Growing Awareness

 Growing Concern

 Awaiting Industry Association Consensus
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