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Outline
• EPC/EU Scope
• EPO's Literal Approach to Documents
• Amendments
• Priority
• Novelty
• Inventive Step
• Enablement/Sufficiency of Disclosure
• Unity
• Divisionals
• Unified Patent

6



Europe
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European Patent Convention (EPC)
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European Union (EU)



EU vs EPO
• European Patent Office (EPO)

– 38 states may be designated in a European Patent Application
– 2 states are extension states
– Total population of ~628 million (USA: ~324 million)
– GDP (EPC) ≈ 23,5 billion USD (USA: ~23,350 billion USD) 

• European Union (EU)
– 27 states
– All 27 EU member states can be designated in a European 

Patent application
– Total population of ~450 million (USA: ~324 million)
– GDP (EU) ≈ 17,900 billion USD (USA: ~23,350 billion USD) 
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European Reading
Literal Approach to Documents
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When 
reading
prior art

Amendments
compared

to the application 
as filed

When you
compare to
the priority
document

Directly and 
unambiguously

derivable
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An interval is
an interval.
A genus is 

a genus.

Combinations
must be

explicitly 
made

No cherry
picking
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Enablement

Non-enabled
prior art
does not 
anticipateSame 

standard
for applications

and prior
art
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Motivation to 
Combine

Documents 
can only 

be combined
if there is a 
motivationRequired for 

combinations 
within a 

document



Amendments
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Amendments 

• No statutory differences between EPC and 35 
U.S.C.
– US: No amendment shall introduce new matter into 

the disclosure of the invention (35 USC 132 (a)).

– EPO: A European patent application or a European 
patent may not be amended in such a way that it 
contains subject-matter which extends beyond the 
content of the application as filed (Art 123(2) EPC).
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Amendments vs. Written Description 

• 35 U.S.C. §112 
– (a) In General.— The specification shall contain a 

written description of the invention, 

– Often used as a basis for rejecting "new matter."
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Amendments 
• Difference in practice:

– Disclosure test ("directly and unambiguously derivable"). The disclosure must 
be exactly the same. Almost verbatim basis. 

– The EPO does not accept arbitrary selections from two or more lists (no cherry 
picking; no selection invention within application)

– No combinations of features from different embodiments/aspects

– Selecting a preferred embodiment from a list is not considered a selection 

– Combinations within multiple dependent claims are always disclosed (easy 
fix)!
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Amendments

• Typical US challenges
– Different features are not prioritized or claimed 

separately
• results in selection from more than one list (can also 

give inventive step challenges)

– US application with several independent claims
• need to be combined into one independent EP claim

20
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Current Practise
Current Guidelines for Examination:

"When assessing the conformity of the amended claims to the requirements of Art. 123(2), the 
focus should be placed on what is really disclosed to the skilled person by the documents 
as filed as directed to a technical audience. In particular, the examiner should avoid 
disproportionally focusing on the structure of the claims as filed to the detriment of the 
subject-matter that the skilled person would directly and unambiguously derive from the 
application as a whole.

Furthermore, the assessment of the requirements of Art. 123(2) should be made from the 
standpoint of the skilled person on a technical and reasonable basis, avoiding artificial and 
semantic constructions (T 99/13)." (Guidelines H IV, 2.2)
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Current Practise
Background

T 2619/11:
Catchwords:
Focus of the decision disproportionally directed to the structure of the claims as filed to the 

detriment of what is really disclosed to the skilled person by the documents as filed as 
directed to a technical audience rather than a philologist or logician, for which audience 
an attempt to derive information from the structure of dependent claims leads to artificial 
result.



Amendments 
• Do's

– Disclose all embodiments in the specification (not just in the examples). 
– Disclose any species, sub-genus, intervals in the description. 
– Add the technical effect. 
– If possible, describe preferred embodiments as preferred 
– Alternatively, put preferred embodiments in separate dependent claims
– Speculative embodiments – consider leaving them out
– Describe combinations of features 
– Add one generic independent encompassing all US-type independent 

claims
– Make all dependent claims multiple dependent.
– PS: do this already in the priority document

• Don'ts
– Don't make laundry lists
– Don't put fall back positions only in the examples
– Don't keep the number of claims low

23



Priority
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Priority – Formal Right
• Article 87 EPC 
(1) Any person who has duly filed, in or for 
(a) any State party to the Paris Convention for the Protection of Industrial 

Property or 
(b) any Member of the World Trade Organization, 
an application for a patent, a utility model or a utility certificate, or his 

successor in title, shall enjoy, for the purpose of filing a European patent 
application in respect of the same invention, a right of priority during a 
period of twelve months from the date of filing of the first application.

– The right to priority must exist at the date of filing the regular (PCT or EP) 
application

– Transfer of the right to priority must be done in writing during the priority 
year
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Priority – Formal Right

• Successor in title
• Inventors are applicants for many US 

provisionals
• Assignees are applicants for EURO-PCT/EP 

applications
• An employer does not automatically have the right 

to claim priority from an inventor's US application

26



Priority – Formal Right

• Evidence of transfer of right to priority

• Guidelines for examination in the EPO:
– As concerns (ii) above, the transfer of the application 

(or of the priority right as such) must have taken place 
before the filing date of the later European application 
and must be a transfer valid under the relevant 
national provisions. Proof of this transfer can be filed 
later. (Guidelines A III 6.1)

– US-assignment signed during priority year should be 
valid

27



Priority – Case Law

– Neither "Employee Confidentiality and Inventions 
Agreement" nor a "Proprietary Information and 
Inventions Agreement" constitute an assignment 
(J 12/00)

– Other documents?
• Signed Invention Disclosure Form, IP policy, e-mails
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Priority Case Law

• T 160/13
• Priority filed in the name of Saint-Gobain 

Isover G+H AG. PCT application filed by Saint-
Gobain Isover. Different legal entities

• E-mails used as evidence of transfer under 
German law. German law allows agreements 
to assume any form. 
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Priority Case Law

• T 517/14 and T 205/14
• US provisionals filed in the name of inventors. PCT 

applications filed in the name of Teva.
• Governing law: Israeli. 
• Proof of transfer: balance of probabilities
• Transfer does not require a formal and separate assignment 

document.
• Legal opinion by Israeli legal scholar convinced the Board that 

the rights had been transferred under Israeli law.
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EP2771468 - Broad Inst. (CRISPR)

• The core issue:
– A and B are applicants for the priority application. 

A alone is the applicant of the subsequent 
application.

– Is this priority claim valid even without any 
assignment of the priority right from B to A?



T 844/18 - Decision

i. The board is empowered to and must assess the 
validity of a priority right claim as required by 
Article 87(1) EPC, 

ii. the board's interpretation of the expression 
"any person" in Article 87(1) EPC confirms the 
long-established "all applicants" or the "same 
applicants" approach, 

iii. the national law does not govern who is "any 
person" as per Article 87(1) EPC, the Paris 
Convention determines who "any person" is. 



Referral to Enlarged Board 
G1-2/22

• I. Does the EPC confer jurisdiction on the EPO to determine 
whether a party validly claims to be a successor in title as referred 
to in Article 87(1)(b) EPC? 

• II. If question I is answered in the affirmative 
• Can a party B validly rely on the priority right claimed in a PCT-

application for the purpose of claiming priority rights under Article 
87(1) EPC 

• in the case where 
• 1) a PCT-application designates party A as applicant for the US only 

and party B as applicant for other designated States, including 
regional European patent protection and 

• 2) the PCT-application claims priority from an earlier patent 
application that designates party A as the applicant and 

• 3) the priority claimed in the PCT-application is in compliance with 
Article 4 of the Paris Convention? 



Priority – Practice tips

• Do's

– File US provisionals in the name of the assignee 
(easy fix)

• Easier now that US allows assignee applicants
• File an Application Data Sheet naming assignee as 

applicant

– Assign rights to a US-provisional to the applicant 
(assignee) during the priority year.
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Substantive Right to Priority

• Same test as for amendments ("directly and 
unambiguously derivable")

• Effective date of a claim – the filing/priority date on 
which the subject-matter of a claim is directly and 
unambiguously derivable from the application 
documents

• Any one claim may claim different priorities 
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Practice Tips
• Caution

– Be cautious in deleting anything from a priority document. 
– If you discover errors, take care in correcting/deleting 

them. 

• Do's
– Ensure all claims are adequately supported in priority 

document
– Include fallback positions in priority document
– File a complete application from the beginning
– Update application by adding new text
– If there is an error, add the correction cautiously
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Threats - Priority
• Priority: US provisional containing scientists' manuscript ("cover-

sheet provisional")

• Manuscript published during priority year

• PCT application is filed with complete specification and claims. 

• Effective date of claims?
- Priority date or PCT date

• Manuscript citable as prior art for claims not "directly and 
unambiguously derivable" from priority document.  
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Priority - Opportunities

• Black box prior art (citability before publication)

• Applications are citable for purposes of novelty from 
their filing/priority date (equivalent to 
§102 (e) prior art)

• Applications with more details generate stronger 
prior art 

• Stay tuned for changes from the Enlarged Board
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Novelty
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Novelty

• Absolute novelty (including in view of 
inventors' own publications)

• In Europe there is NO GRACE PERIOD

• Only significant exception used is in the case of 
evident abuse
• non-prejudicial disclosures (6 mo. grace period) 
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Novelty – Selection Inventions

• Selection from discrete embodiments:
– if a selection from two or more lists of a certain length has 

to be made in order to arrive at a specific combination of 
features then the resulting combination of features, not 
specifically disclosed in the prior art, confers novelty (the 
"two-lists principle").

• Selection from interval:
– A selection is novel if:

– It is narrow
– It is sufficiently far removed from specific numbers (e.g. 'end points')
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Selection Invention – Examples
1. Prior art is a multi-gene application describing 5000 genes and all 
imaginable diseases:
•Claim directed to use of one gene/protein for treatment of one specific 
disorder

2. Prior art describes composition with 7 different constituents with broad 
intervals:
•Claim describes composition with same 7 constituents with narrower 
intervals and new technical effect (multiple selection invention). 

3. Prior art describes Markush formula with several possible substituents in 
different positions:  
•Claim describes one compound or a narrow Markush formula. 
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Novelty – Threats and Opportunities

• Threats 
– Bad priority applications will haunt you
– Publication before priority date
– Publication during priority year

• Opportunities 
– Draft applications directed to selection inventions
– Draft applications with multiple lines of defense to prevent 

competitors from making selections within your invention
– Draft applications with many details to generate stronger 

prior art
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Inventive Step
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Inventive Step
• Problem - Solution approach

1. Determine the closest prior art (CPA, aka the primary 
reference)
– Same purpose – i.e., sets out to solve the same technical 

problem
– Most features in common
– Same or neighboring technical field

2. Establish the differences between CPA and the claim

3. Establish the objective technical problem solved in view of 
the CPA
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Inventive Step
• Problem - Solution approach (continued)

4. Determine whether the solution to the problem is obvious
– There must be a reason to modify the prior art (would not 

could)
– Can be based on combination of 2-(3) documents (or common 

general knowledge)

5. Support for an inventive step
– Unexpected results
– Going against a prejudice
– Secondary indicia: Long felt need, commercial success, failure of 

others 
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Plausibility
• T939/92 (Agrevo)

– Alleged effect not credible for all claimed alternatives => 
lack of inventive step

• T1329/04 (John Hopkins)
– Solving a technical problem requires that it is at least 

made plausible by the disclosure in the application that its 
teaching solves the problem it purports to solve

– Supplementary post-published evidence may in the proper 
circumstances also be taken into consideration

– Post-published evidence may not serve as the sole basis 
to establish that the application solves the problem it 
purports to solve



Plausibility – T919/15
• Use of herbicide combinations for controlling harmful plants in 

soybean crops
• Combinations comprise 

A) a broad spectrum herbicide, glufosinate
B) a herbicide selected from a specific list

• Technical problem: to provide synergistic herbicide combinations 
for controlling harmful plants in soybean crops

• Data in application as filed demonstrate a synergistic effect of some 
of the claimed combinations

• Postfiled data demonstrate a synergistic effect of the rest of the 
claimed combinations



Plausibility – T919/15
BoA
• Synergy between A and B explicitly described in application as filed

• A and B: known herbicides

• Synergism for combinations between A and 5 structurally different
herbicides B demonstrated in application as filed

⇒ Synergism between A and B plausible from the application as filed

⇒ Postfiled documents considered



T 0488/16 (Dasatinib)

• The Board required that the technical problem underlying the 
invention was at least plausibly solved at the filing date. 

• This required technical evidence if the effect is "neither self-
evident nor predictable or based on a conclusive theoretical 
concept". 

• The application had NO activity data on the numerous 
compounds

• Post-filed evidence and declarations by experts that the 
products did in fact work as envisaged were not sufficient, 
and the patents were deemed to lack inventive step.
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Allowable Postfiling Data

Referral to the Enlarged Board of appeal concerning under which 
circumstances an applicant can rely on postfiling data to support 
inventive step. Postfiling data alleged technical effect showing 
synergistic effect from combining two types of compounds (to 
rebut inventive step rejection)

G 2/21 
1. if the effect relies exclusively on post-filed data?
2. if the effect was plausible based on the application as filed?
3. if effect was not implausible based on the application as 

filed?
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Enablement/Sufficiency of Disclosure
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Enablement / Sufficiency of Disclosure

• There is Sufficiency of Disclosure (Art 83 EPC) 
if the specification discloses at least one way 
of practicing the invention.

• Burden of evidence for sufficiency is lower 
than for US enablement

– In particular with regard to use/method of treatment claims
– In vitro data are often accepted as sufficient
– Later filed evidence is taken into consideration
– Data on one species may support a broad genus
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Support for Broad Claims

• Broad claims may be supported by a few examples if it is plausible that the invention works 
throughout the scope of the claims

• Examples:
– EPO accepts claims with 70% sequence identity and a functional limitation on 

the basis of one sequence (no structure/function relationship required)

– EPO does not require election of species for Markush claims

– First medical use claims are granted based on one enabled indication

– EPO accepts second medical use directed to treatment of groups of 
indications

54
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2. Isolated nucleic acid molecule comprising a 
nucleotide sequence encoding an alcohol 
dehydrogenase having an
amino acid sequence with at least 70% amino 
acid sequence identity to SEQ ID NO: 2.



Broad Claims

• Opportunities

• Describe and claim the broad genuses 
– Include lower % identity in disclosure than you would if 

pursuing only the US

• Describe and claim sub-genuses 

• Generalize your "method of treatment claims" 
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Patentable Subject Matter
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First Medical Use

• A compound for use in medical treatment is 
patentable in Europe

• The first inventor of a medical use of a 
compound is entitled to a claim covering any
medical use

– Claim format: Compound X for use as a 
medicament

58



Second Medical Use
• Novelty for second (or further) medical use(s) of a known medicament may be obtained 

through for example:

– A new disease or group of diseases
– A new group of individuals to be treated
– A new dosage
– A new formulation
– A new treatment regimen

• Enlarged Board of Appeal has laid out the basis for patentability of second medical treatment 
in several decisions

• Claim format: 
– Compound X for use in the treatment of disease Y.
– Use of compound X for preparation of a medicament for the treatment of disease Y.
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Novelty of Second Medical Use
US

•Same group of 
individuals treated with 
same compound before

•Any therapeutic effect 
would be inherent.

•No novelty

EPO
• The novel feature of a 

medical use claim is the 
technical effect. 

• Immaterial whether
efficacy was inherent in 
prior treatment

• Question is whether the 
technical effect (efficacy) 
has been made available to 
the public.



Diagnostic Use
• Diagnostic methods practiced on the human or animal 

body are not patentable

• Diagnostic methods practiced on a sample are 
patentable 

• Also relevant to consider any (non-statutory) surgical 
step involved in the diagnosis

• Non-statutory surgical steps are those that present a 
substantial health risk for the subject and require the 
intervention of a physician 
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Products of Nature/Natural Processes

• Isolated DNA and natural processes are still 
patentable in Europe
– Isolated DNA, protein, antibodies, etc.
– Personalized medicine processes, such as dosing 

processes
• Continue to prepare applications reciting this 

subject matter in disclosure
– consider claims-like multiple dependent 

embodiments to support various combinations
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Patentable Subject Matter Practice Tips

• Do's

– Claim diagnostic methods!
– Claim the diagnostic method separately from any surgical step.
– Claim broad medical uses 

• Groups of indications 
– Disclose and Claim Myriad/Prometheus Type Subject Matter

• Don'ts

– Do not include surgical steps in claims directed to treatment or 
diagnosis
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Unity of Invention and Divisionals
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Restriction/Unity

65

Compound Species

Claim Types A B C D

Compounds

Method of 
manufacture

Method of 
treatment

Formulation

Screening assay

Prim
ary U

S Division

EPO Division



Unity
– Definition

• Same or corresponding technical features which together provide an 
inventive contribution over the state of the art ("special technical 
features")

– Examples of special technical features: 
• Common structure 
• Same essential structural element (intermediate and final products)
• A significant structural element (Markush claims) 
• Common function 
• Common manufacturing steps

– A priori same invention:
• Apparatus and product made by apparatus
• Method of manufacturing, product, and method of use
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Unity
• Opportunities

– No division among: protein, DNA, cell, vector, 
antibody, method of expressing, medical use, 
screening assays

– Different scope for different claim categories 
possible

– Narrow product claim
– Broad use-claim
– Broad manufacturing claim

67



Unity
• Objections raised at search stage

• No possibility to amend claims to overcome prior art to provide a 
special technical feature

• Left at the mercy of the examiner  - some examiners divide claims 
more or less arbitrarily into different inventions

• Not possible to claim unsearched subject matter at a later stage of 
prosecution

68
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Unity Rules for EURO-PCTs
• ISA≠EPO

• If claims filed upon EP entry lack unity =>

– EPO searches the invention first mentioned
– Issues an invitation to pay additional search fees

• ISA=EPO

• If claims filed upon EP entry lack unity =>
– EPO issues an invitation to pay additional search fees
– EP search fee: 1,390 €
– EP-PCT search fee: 1,775 €
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Response to ISR-WO 
EURO-PCTs

• ISA≠EPO

• No response is filed
• The EPO performs a supplementary search with a search opinion
• 6 months time limit to respond and confirm maintenance of application

• ISA=EPO

• If amended claims are filed with EP phase entry – no response required
• If amended claims are filed following invitation (Rules 161/162 communication), 

response is due 6 months after communication

• The communication under Rules 161/162 EPC will tell you what to do



Unity – Threats and Opportunities
• Do's

– Place the most important invention first in the claims
– Claim the more narrow genuses and sub-genuses in 

the next claims
– Leave the list of species to later claims
– Find the common inventive concept
– Combine alternatives in one independent claim

• Don'ts 
– Draft several independent claims in the same category 

(may provoke a unity objection)
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Divisionals
• Fees for divisional application are very high

• Double patenting not allowed
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G 4/19 Decision on 
Double Patenting

• A European patent application can be refused if it 
claims the same subject-matter as a European 
patent which has been granted to the same applicant 
and does not form part of the state of the art.

• Applies if
• You file two applications on the same date
• Between parent and divisional

• Between priority and regular
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Unified Patent Court 
Unitary Patent 
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Status
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Expected to enter into
force later in 2022

The court is 
under 

construction

All proprietors
must act 

soon



UPC
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17 states at start of UPC

3 EU states outside UPC

11 additional EPC member states

7 states will join



Choices for EP Patents
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Current EP patents: opt out or stay within UPC

Future EP Patents: EP patent with Unitary Effect or regular EP 
validation

If regular EP validation: opt out or stay within UPC



Timing 

78

Optional transition period (if extended)



Structure of the Court 
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Timeline
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Patent with Unitary Effect

• Considerable savings on validation costs
• Some savings on annuity fees
• Locked in the UPC
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Unified Patent Court

• Extremely short deadlines (ITC like)
• Front loaded – all evidence early
• Fee shifting
• Powerful tool for patent owners
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Thank You and Questions

Jens Viktor Nørgaard

jvn@hoiberg.com
011 45 3332 0337

Rebecca M. McNeill

rebecca.mcneill@mcneillbaur.com
617.489.0002
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