
account ofprofits 
Australia 47.1.03,47.1.06,47.1.07 
Canada 47.2.11-47.2.14 
India 47.4.11,47.4.12 
Netherlands 47.11.07,47.11.08 
United Kingdom 47.12.06.47.12.07. 

47.12.15-47.12.20 
acts done to obtain regulatory approval see 

Bolar exemption 
addressee 

see also skilled addressee 
notional addressee ofpatent 

specification 1.04-1.08 
agricultural chemicals 

see also agricultural chemicals 
regulatory approval 

data exclusivity
 
Australia 80.1.01-80.1.10
 
Canada 80.2.01, 80.2.02
 
China 80.3.01-80.3.04
 
Europe 80.7.01
 
France 80.8.0 I
 
Germany 80.9.01
 
India 80.4.0 I
 
Italy 80.5.04
 
Japan 80.5.01
 
Netherlands 80.11.0 I
 
overview 73.16
 
United Kingdom 80.12.01
 
United States 80.6.01-80.6.03
 

agricultural chemicals regulatory approval 
Australia 69. 1.01---{)9. 1.1 4 

Pesticides and Veterinary Medicines 
Authority 69.1.06-69.1.14
 

Canada 69.2.01---{)9.2.23
 
China 69.3.01-69.3.04
 
Europe
 

adverse data 69.7.35 
authorization ofplant protection 

product 69.7.18---{)9.7.21 
data exclusivity 69.7.33,69.7.34 
data protection 69.7.33 
extensions of use 69.7.32 
inclusion ofactive substance in 

Annex I 69.7.12---{)9.7.17 
interaction between 

legislation 69.7.37---{)9.7.39 
maximum residue levels 69.7.30---{)9.7.31 
minor uses approvals 69.7.32 
mutual recognition of 

approvals 69.7.22,69.7.23 
regularory regime 69.7.01,69.7.02 

INDEX
 

teview ofDirective 911414/EEC 69.7.36 
scope ofDirective 911414/EEC 69.7.03---{)9.7.06 
transitional arrangements 69.7.24---{)9.7.29 
types ofapproval 69.7.07---{)9.7.11 

France 
basic principles 69.8.01---{)9.8.04 
provisional authorizations 69.8.05 

Germany 69.9.01,69.9.02 
India 69.4.01---{)9.4.03 
Italy 

plant protection 
products 69.10.13---{)9.10.21 

REACH Regulation 69.10.01---{)9.1O.12 
Japan 

agricultural chemicals 69.5.04-69.5.15 
veterinary medicines 69.5.01-69.5.03 

Netherlands 69.11.01---{)9.11.04 
United Kingdom 

competent authorities 69.12.04 
legislation 69.12.01---{)9.12.03 

United States 
FDC Act 69.6.02---{)9.6.06 
FIFRA 69.6.07-69.6.10 
overview 69.6.01 

see also agricultural chemicals 
agricultural methods 

India 19.4.08 
allowable amendments 

Australia 34.1.01-34.1.15 
Canada 34.2.01-34.2.10 
Europe 34.7.01-34.7.30 
France 34.8.01,34.8.02 
Germany 34.9.01-34.9.20 
India 34.4.01-34.4.05 
Italy 34.10.0 I, 34.10.02 
Japan 34.5.01-34.5.11 
Netherlands 34.11.01-34.11.08 
overview 32.05-32.06 
United Kingdom 34.12.01-34.12.23 
United States 34.6.01-34.6.04 

amended specifications 
Australia 35.1.01-35.1.03 
Canada 35.2.01-35.2.07 
China 35.3.01-35.3.06 
Europe 35.7.01-35.7.06 
France 35.8.01,35.8.02 
Germany 35.9.01 
India 35.4.01,35.4.02 
Japan 35.5.01 
Netherlands 35.11.01.35.11.02 
overview 32.07,32.08 
United Kingdom 35.12.01-35.12.07 
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amendment patents 33.9.08-33.9.11 
see also allowable amendments; amended reissue applications 35.9.02
 

specifications; cenificates ofcorrection; reissue restriction applications 35.9.03-35.9.05
 
applications; timing ofamendment India
 

applications allowable amendments 34.4.01-34.4.05
 
Australia 33.2.03,33.2.04,34.2.02-34.2.05, amended specifications 35.4.01,35.4.02
 

35.2.11-35.2.27 certificates ofcorrection 35.4.04
 
Canada 33.2.03,33.2.04,34.2.02-34.2.05, reissue applications 35.4.03
 

35.2.11-35.2.27 timing 33.4.01-33.4.06 
China 35.3.01-35.3.06 Italy 
Europe 34.7.16,34.7.17 allowable amendments 34.10.01,34.10.02 
Germany 33.9.03-33.9.07 amended specifications 35.10.01,35.10.02 
India 35.4.03 timing 33.10.01-33.10.3 
Japan 33.5.01,33.5.02,34.5.01,34.5.02 Japan 
United States 35.6.05-35.6.12 allowable amendments 34.5.01-34.5.11 

Australia amended specifications 35.5.01 
aUowable amendments 34.1.01-34.1.15 appeal 33.5.05 
amended specifications 35.1.01-35.1.03 appeal against final rejection 33.5.04 
certificates ofcorrection 35.1.01-35.1.03 final notice of refusal 33.5.03,34.5.03-34.5.06 
reissue applications 35.1.01-35.1.03 notice ofgrant 33.5.06-33.5.09, 
timing 33.1.01-33.1.08 34.5.08-34.5.11 

Canada pendency of application 33.5.01,33.5.02, 
allowable amendments 34.2.01-34.2.10 34.5.01,34.5.02 
certificates ofcorrection 35.2.28-35.2.38 Netherlands 
clerical errors 33.2.09-33.2.13 allowable amendments 34.11.01-34.11.08 
disclaimer 33.2.05-33.2.07,35.2.01-35.2.07 amended specifications 35.11.01,35.11.02 
generally 33.2.01, 33.2.02 certificates ofcorrection 35.11.01 
invalidation, during 34.3.14-34.3.16 timing 33.11.01-33.11.06 
nullification, during 34.3.14-34.3.16 overview 32.01-32.08 
re-examination 33.2.08, 34.3.07-34.3.13, United Kingdom 

35.2.08-35.2.10 allowable amendments 34.12.01-34.12.23 
reissue applications 33.2.03, 33.2.04, amended specification 35.12.01-35.12.07 

34.2.02-34.2.05,35.2.11-35.2.27 definitions 33.12.01,33.12.02 
China post-grant amendments 33.12.10-33.12.18 

amended specification 35.3.01-35.3.06 pre-grant ofpatent 33.12.03-33.12.09, 
reissue applications 35.3.01-35.3.06 34.12.03-34.12.18 
timing 33.3.01, 33.3.02 United States 

Europe allowable amendments 34.6.01-34.6.04
 
allowable amendments 34.7.01-34.7.30 certificates ofcorrection 35.6.01-35.6.03
 
amended specifications 35.7.01-35.7.06 disclaimers 35.6.04
 
divisional applications 34.7.16,34.7.17 re-examination 35.6.13-35.6.15
 
patents 34.7.27-34.7.29 reissue applications 35.6.05-35.6.12
 
test for allowability 34.7.18-34.7.26 timing 33.6.01,33.6.02
 
timing 33.7.01-33.7.06 anti-counterfeiting
 

France United States 72.6.13-72.6.16 
allowable amendments 34.8.01, 34.8.02 appeals 
amended specifications 35.8.01, 35.8.02 Australia 56.1.01-56.1.05 
post-grant amendments 33.8.07-33.8.11 Canada 56.2.21-56.2.25,57.2.49-57.2.56 
pre-grant amendments 33.8.02-33.8.06 France 56.8.02-56.8.04 
principle 33.8.01 Germany 56.9.09-56.9.11,56.9.17,56.9.18 

Germany India 56.4.11
 
allowable amendments 34.9.01-34.9.20 Italy 56.10.02, 56.10.03
 
amended specifications 35.9.01 Japan 56.5.10, 56.5.11
 
applications 33.9.03-33.9.07 United Kingdom 56.12.07-56.12.12
 
conflict between new matter and extension United States
 

ofscope ofprotection 34.9.18-34.9.20 interference proceedings 5.6.36 
correction ofobvious errors 33.9.02 applications 
extension ofscope of see also Lapse ofpatent applications; Withdrawal 

protection 34.9.12-34.9.17 ofpatent applications 
generally 33.9.01 amendment 
new matter 34.9.02-34.9.11 Australia 33.2.03, 33.2.04, 34.2.02-34.2.05, 
opposition proceedings 38.9.32-38.9.35 35.2.11-35.2.27 

1100 

Canada 33.2.03,33.2.04,34.2.( 
35.2.11-35.2.27 

China 35.3.01-35.3.06 
Europe 34.7.16,34.7.17 
Germany 33.9.03-33.9.07 
India 35.4.03 
Japan 33.5.01, 33.5.02,34.5.01 
United States 35.6.05-35.6.12 

Australia 13.1.01-13.1.09 
Canada 13.2.01-13.2.10 
China 13.3.01-13.3.D3 
Europe 

divisional applications 13.7.01
types 13.7.01-13.7.44 

France 13.8.01-13.8.14 
Germany 

divisional applications 13.9.02 
generally 13.9.01 
supplementaty patents 13.9.03 
supplementary protection 

certificates 13.9.06--13.9. 
types 13.9.01-13.9.15 

India 
addition, patents of 13.4.15-1: 
appropriate office 13.4.09 
controller's power to make ordc 

division 13.4.20,13.4.21 
Convention application 13.4.0 
designating and/or electing 

India 13.4.11,13.4.12 
filing ofpriority document 13.· 
ordinary applications 13.4.03 
PCT international application 
PCT national phase application 
procedure 13.4.10 
terms ofpatent ofaddition 13,' 
types 13.4.01 
validity ofpatents ofaddition 1 
who can apply 13.4.02 

Italy 13.10.01 
Japan 

divisional application 13.5.02· 
ordinary application 13.5.01 
types 13.5.01-13.5.08 

Netherlands 
Aruba 13.11.08 
concurrence 13.11.06, 13.11.1 
divisional applications 13.1 J.( 

enforcement ofpatents 13.11. 
Netherlands Antilles 13.11.08 
non pre-examined patent 12.1 
terrirorial scope 13.11.08 
types 13.11.01-13.11.10 

types 
Australia 13.1.01-13.1.09 
Canada 13.2.01-13.2.10 
China 13.3.01-13.3.03 
Europe 13.7.01-13.7.44 
France 13.8.01-13.8.14 
Germany 13.9.01-13.9.15 
India 13.4.01-13.4.17 
Italy 13.10.01 
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Canada 33.2.03, 33.2.04, 34.2.02-34.2.05, 
35.2.11-35.2.27 

China 35.3.01-35.3.06 
Europe 34.7.16,34.7.17 
Germany 33.9.03-33.9.07 
India 35.4.03 
Japan 33.5.01,33.5.02,34.5.01,34.5.02 
United States 35.6.05-35.6.12 

Australia 13.1.01-13.1.09 
Canada 13.2.01-13.2.10 
China 13.3.01-13.3.03 
Europe 

divisional applications 13.7.01-13.7.44 
types 13.7.01-13.7.44 

France 13.8.01-13.8.14 
Germany 

divisional applications 13.9.02
 
generally 13.9.01
 
supplementaty patents 13.9.03-13.9.05
 
supplementaty protection
 

certificates 13.9.06--13.9.15
 
types 13.9.01-13.9.15
 

India 
addition, patents of 13.4.15-13.4.19 
appropriate office 13.4.09 
controller's power to make orders respecting 

division 13.4.20,13.4.21 
Convention application 13.4.04--13.4.07 
designating and/or electing 

India 13.4.11, 13.4.12 
filing of priority document 13.4.13 
ordinaty applications 13.4.03 
PCT international application 13.4.08 
PCT national phase application 13.4.14 
procedure 13.4.10 
terms of patent ofaddition 13.4.16, 13.4.17 
types 13.4.01 
validity ofpatents ofaddition 13.4.18, 13.4.19 
who can apply 13.4.02 

ltaly 13.10.01 
Japan 

divisional application 13.5.02-13.5.08 
ordinary application 13.5.01 
types 13.5.01-13.5.08 

Netherlands 
Aruba 13.11.08 
concurrence 13.11.06, 13.11.07 
divisional applications 13.11.04 
enforcementofpatents 13.11.09,13.11.10 
Netherlands Antilles 13.11.08 
non pre-examined patent 12.11.0 I, 13.11.05 
territorial scope 13.11.08 
types 13.11.01-13.11.10 

types 
Australia 13.1.01-13.1.09 
Canada 13.2.01-13.2.10 
China 13.3.01-13.3.03 
Europe 13.7.01-13.7.44 
France 13.8.01-13.8.14 
Germany 13.9.01-13.9.15 
India 13.4.01-13.4.17 
ltaly 13.10.01 

Japan 13.5.01-13.5.08 
Netherlands 13.11.01-13.11.10 
overview 7.21-7.23 
United Kingdom 13.12.01-13.12.14 
United States 13.6.01-13.6.14 

United Kingdom 
conversion applications 13.12.12-13.12.14 
divisional applications 13.12.02-13.12.08 
replacement applications 13.12.09-13.12.11 
types 13.12.01-13.12.14 

United States 
continuation applications 13.6.10 
continuation-on-parr applications 13.6.12 
continuing applications 13.6.07-13.6.09 
divisional applications 13.6.11 
non-provisional utility applications 13.6.06 
original applications 13.6.02 
overview 13.6.01 
provisional applications 13.6.03-13.6.05 
reissue applications 13.6.02 
requests for continued 

examination 13.6.13,13.6.14 
types 13.6.01-13.6.14 

approval ofgeneric drugs
 
Australia 77.1.01-77.1.05
 
Canada 77.2.01-77.2.29
 
China 77.3.01, 77.3.02
 
Europe 77.7.01
 
France 77.8.01
 
Germany 77.9.01
 
India 77.4.01
 
Italy 77.10.01-77.10.05
 
Japan 77.5.01-77.5.07
 
Netherlands 77.11.01
 
overview 73.07, 73.08
 
United Kingdom 77.12.01
 
United States
 

approval 77.6.09-77.6.19 
Orange Book listing 77.6.01-77.6.19 
overview 77.6.01-77.6.04 
therapeutic equivalence 77.6.20-77.6.28 

assignments
 
Australia 97.1.01-97.1.05
 
Canada 97.2.01-97.2.15
 
China 97.3.01-97.3.03
 
Europe
 

competition law 97.7.03 
formalities 97.7.02 
generally 97.7.01 

France
 
duties 97.8.06--97.8.13
 
nullity 97.8.14
 
overview 97.8.01-97.8.04
 
publicity 97.8.05
 
registration 97.8.05
 

Germany
 
invalidity of assigned
 

patent 97.9.09,97.9.10 
overview 97.9.01-97.9.03 
right deriving from patent 97.9.08 
right to grant ofpatent 97.9.07 
right to patent 97.9.04-97.9.06 
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assignments (cont.) 

India 97.4.01-97.4.04 
Italy 97.10.01-97.10.03 
Japan 

assign-back 97.5.10 
employee inventions 97.5.1 I 
exclusive licences 97.5.01-97.5.03 
grant-back 97.5.10 
joint ownership 97.5.08,97.5.09 
non-exclusive licences 97.5.04-97.5.06 
right to obtain patents 97.5.07 
transfer of patent rights 97.5.01-97.5.03 

Netherlands
 
content of agreement 97.1 I .02,97.11.03
 
effectofinvalidity 97.11.06
 
form of agreement 97.11.02,97.11.03
 
overview 97.11.01
 
registration 97.11.04,97.11.05
 

overview 93.15 
United Kingdom
 

estoppel 97.12.09
 
formalities 97.12.02-97.12.06
 
generally 97.12.01
 
registration 97.12.07,97.12.08
 

United States
 
generaJJy 97.6.01-97.6.03
 
recording assignments 97.6.04
 
witnessing assignments 97.6.05
 

Australia 
account of profirs 47.1.03,47.1.06,47.1.07 
agricultural chemicals regulatoty 

approval 69.1.01-69.1.14
 
Pesticides and Veterinaty Medicines
 

Authority 69.1.06-69.1.14
 
allowable amendments 34.1.01-34.1.15
 
amended specifications 35.1.01-35.1.03
 
amendment
 

allowable amendments 34.1.01-34.1.15 
amended specifications 35.1.01-35.1.03 
certificates ofcorrection 35.1.01-35.1.03 
reissue applicarions 35.1.01-35.1.03 
timing 33.1.01-33.1.08 

appeals 56.1.01-56.1.05 
applications 13.1.01-13.1.09 
assignments 97.1.01-97.1.05 
biodiversity 72.1.17-72.1.34 
biological regulatory approval 67.01.01-67.01.04 
block exemptions 83.1.09-83.1.13 
Bolar exemption 52.1.01-52.1.04 
case management 46.1.08 
certificates of correction 35.1.01-35.1.03 
clarity 27.1.01-27.1.04 
commercialization strategies 95.1.01-95.1.11 
competition law 

disclosure to standard setting 
organizations 86.01.01-86.1.05 

inteJJecrual property rights as 
exception 82.1.01-82.1.06 

licences 85.1.01-85.1.04 
settlement oflitigation 88.1.01-88.1.09 
technology transfer 

arrangements 83.1.01-83.1.13 

tie-in/tie-out clauses 84.1.01-84.1.07 
unjustified infringement 

proceedings 87.1.01-87.1.04 
compulsory licensing 99.1.01-99.1.05 
confidential information 90.1.01-90.1.08 
costs 47.1.10,47.1.11 
court hierarchies 56.1.01-56.1.05 
damages 47.1.03-47.1.05 
data exclusivity 

comparison with other rights 74.1.01-74.1.11 
generic companies 79.1.01-79.1.17 
innovator companies 78.1.01-78.1.04 
medical devices 80.1.01-80.1.05 
newchemicalentity 75.1.01-75.1.05 
non-pharmaceuticals 80.1.01-80.1.10 
other periods 76.1.01 

data exclusivity strategies for generic 
companies 79.1.01-79.1.17 

data exclusivity strategies for innovator 
companies 78.1.01-78.1.04 

declarations ofvalidity 41.1.01-41.1.04 
declaratory judgments 60.1.01-60.1.07 
defences to infringement 

Bolarexemption 52.1.01-52.1.04 
exhaustion of rights 54.1.01-54.1.09 
experimental use 51.1.01-51.1.05 
non-infringement 

declarations 53.1.01-53.1.08 
parallel importing 54.1.01-54.1.09 
priorsecretuse 50.1.01-50.1.10 

delivery up 47.1.09 
disclosure of information to patent 

offices 14.1.01-14.1.03 
disclosure to standard setting 

organizations 86.01.01-86.1.05 
drafting bioscience patenrs 8.1.05,8.1.05-8.1.07, 

8.1.01-8.1.11 
human beings etc 8.1.02 
innovation parents 8.1.03 
novel gene encoding 8.1.04 
reach-through claims 8.1.09-8.1.11 
standard patenrs 8.1.02 

drafting pharmaceutical patents 9.1.01-9.1.09 
due diligence 98.1.01-98.1.08 
enablement 24.01.01-24.01.04 
entitlement to the invention 31. 1.01-31.1.03 
equivalents doctrine 44.1.01-44.1.05 
evidence 46.1.09,46.1.10 
examination 11.1.01-11.1.18 
exhaustion of rights 54.1.01-54.1.09 
experimental use 51.1.01-51.1.05 
expert witnesses 

interpretation of patent claimsl 
specifications 4.1.05-4.1.08 

extensions of term 17.1.25-17.1.28 
application requirements 17.1.25-17.1.28 
disclosed in complete 

specification 17.1.08-17.1.10 
five years from first regulatory approval 

date 17.1.21 
grant ofextension 17.1.22, 17.1.23 
per se, pharmaceutical substance 17.1.13-17.1.18 
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pharmaceutical substance 17.1 
recombinant DNA technology 
rights of patentee during extens; 
scopeofclaim 17.1.11, 17.1.1: 
standard pharmaceutical patent 
timing 17.1.25-17.1.28 

formalities requirement 10.1.01
forum 46.1.01, 46.1.02 
fraud 30.1.01-30.1.04 
full description 25.1.01,25.02 
generic company filing strategies . 
genetic modified organisms 72.1. 
Gillette defence 50.1.09, 50.1.10 
government use or acquisition of 

licences 100.1.01-100.1.03 
grace periods 22.1.01,22.1.02 
indirect infringement 45.1.01--4: 
infringement proceedings 

case management 46.1.08 
evidence 46.1.09,46.1.10 
factS 46.1.09,46.1.10 
forum 46.1.01,46.1.02 
onus ofproof 46.1.13 
plaintiff 46.1.03,46.1.04 
pleadings 46.1.05--46.1.07 
trial 46.1.11, 46.1.12 

infringing acts 43.1.01--43.1.05 
injunctions 47.1.02 
innocent infringement 48.1.04,· 
innovation patents 8.1.03 

lapse 16.1.14 
term 16.1.13 
withdrawal 16.1.15 

innovator company strategies 70 
inspection 47.1.08 
internal fair basis 24.1.01-24.1.1 
interpretation ofpatent claimslsF 

construction 4.1.01--4.1.05 
expert witnesses 4.1.05--4.1.0 
principles 4.1.01--4.1.05 
purposive construction 4.l.0~ 

inventive step 23.1.01-23.1.14 
inventorship 

basic principles 5.1.01-5.1.0' 
definition of inventor 5.1.03 
entitlement 5.1.06-5.1.13 
persons 5.1.02 

lapse of patent applications 16.1 
licences 85.1.01-85.1.04 
licensing 96.1.01-96.1.11 
limitation period 48.1.01, 48.1 
literal infringement 43.1.06,43 
litigation 57.1.01-57.1.09 

practicalities 62.1.01--62.1.0 
manner of manufacture 19.1.0 
medical device data exclusivity 
medical device regulatory appro 
misrepresentation 30.1.01-30. 
multi-jurisdictional strategy 61 
non-infringement declarations 
non-literal infringement 44.1.( 
novelty 21.1.01-21.1.06 
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pharmaceutical substance 17.1.03-17.1.07 
recombinant DNA technology 17.1.19 
rights ofpatentee during extension 17.1.24 
scope ofclaim 17.1.11, 17.1.12 
standard pharmaceutical patent 17.1.01, 17.1.02 
timing 17.1.25-17.1.28 

formalities requirement 10.1.01-10.1.08 
forum 46.1.01,46.1.02 
fraud 30.1.01-30.1.04 
full description 25.1.01,25.02 
generic company filing strategies 71.1.01-71.1.04 
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Gillettedefence 50.1.09,50.1.10 
government use or acquisition of 

licences 100.1.01-100.1.03 
grace periods 22.1.01,22.1.02 
indirect infringement 45.1.01-45.1.11 
infringement proceedings 

case management 46.1.08
 
evidence 46.1.09,46.1.10
 
facts 46.1.09,46.1.10
 
forum 46.1.01,46.1.02
 
onus ofproof 46.1.13
 
plaintiff 46.1.03,46.1.04
 
pleadings 46.1.05-46.1.07
 
trial 46.1.11, 46.1.12
 

infringing acts 43.1.01-43.1.05 
injunctions 47.1.02 
innocent infringement 48.1.04,48.1.05 
innovation patents 8.1.03 

lapse 16.1.14
 
term 16.1.13
 
withdrawal 16.1.15
 

innovator company strategies 70.1.01-70.1.05 
inspection 47.1.08 
internalfair basis 24.1.01-24.1.04 
interpretation ofpatent claims/specifications 

construction 4.1.01-4.1.05
 
expert witnesses 4.1.05-4.1.08
 
principles 4.1.01-4.1.05
 
purposive construction 4.1.09, 4.1.10
 

inventive step 23.1.01-23.1.14 
inventorship 

basic principles 5.1.01-5.1.05 
definition of inventor 5.1.03 
entitlement 5.1.06-5.1.13 
persons 5.1.02 

lapse ofpatent applications 16.1.10-16.1.15 
licences 85.1.01-85.1.04 
licensing 96.1.01-96.1.11 
limitation period 48.1.01,48.1.02 
literal infringement 43.1.06,43.1.07 
litigation 57.1.01-57.1.09 

practicalities 62.1.01--62.1.09 
manner of manufacture 19.1.01-19.1.12 
medical device data exclusivity 80.1.01-80.1.10 
medical device regulatory approval 68.1.01-68.1.10 
misrepresentation 30.1.01-30.1.04 
multi-jurisdictional strategy 61.1.01-61.1.03 
non-infringement declarations 53.1.01-53.1.08 
non-literal infringement 44.1.01-44.1.05 
novelty 21.1.01-21.1.06 
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nullification proceedings 40.1.01-40.1.03 
onus ofproof 46.1.13 
opposition proceedings 38.1.01-38.1.27 
ownership 6.1.01--6.1.09 

employer-employee relationship 6.1.06-6.1.09 
parallel importing 54.1.01-54.1.09 
passing off 92.1.23-92.1.26 
patentterm 16.1.01-16.1.07 
patentable subject matter 19.1.01-19.1.12 
pharmaceutical regulatory approval 

manufacturing approval 
process 66.1.04--66.1.11 

marketing approval process 66.1.12--66.1.19 
overview 66.1.01-66.1.3 

plant breeders' rights 
exclusive rights 91.1.09-91.1.14 
overview 91.1.01 
PBRAct 91.1.02-91.1.08 

pleadings 46.1.05-46.1.07 
practicalities of litigation 62.1.01-62.1.09 
preliminary injunctions 58.1.01-58.1.07 
priorsecretuse 50.1.01-50.1.10 
priority dates 20.1.01-20.1.03 
procedure from filing to grant 10.1.01-10.1.08 
prosecution strategies 12.1.01-12.1.10 
publication 48.1.03 
re-examination 39.1.01-39.1.09 
regulatory bodies 

Therapeutic Goods ·OS 
Administration 65.1.01--65.1.03 

regulatory legislation 
Therapeutic Goods Act 1989 65.1.04 
Therapeutic Goods (Charges) Act 1989 65.1.07 
Therapeutic Goods (Charges) 

Regulations 1990 65.1.08 
Therapeutic Goods (Medical Devices) 

Regulations 2002 65.1.06 
Therapeutic Goods Regulations 1990 65.1.05 ·Lt 

reissue applications 35.1.01-35.1.03 
remedies for infringement 

account of profits 47.1.03,47.1.06,47.1.07 
amendment of patent 

specification 48.1.06-48.1.08 
costs 47.1.10,47.1.11 
damages 47.1.03-47.1.05 
delivery up 47.1.09 
generally 47.1.01 
injunctions 47.1.02 
innocent infringement 48.1.04,48.1.05 
inspecrion 47.1.08 
limitation period 48.1.01,48.1.02 
limitations on equitable remedies 48.1.09 
publication 48.1.03 
restored patents 48.1.10,48.1.11 
restrictions 48.1.01-48.1.11 

renewal fees 16.1.08, 16.1.09 
research and development 

collaboration 94.1.01-94.1.10 
revocation 40.1.01-40.1.03 
secret USe 28.1.01, 28.01.02 
settlement oflirigation 63.1.01-63.1.03, 

88.1.01-88.1.09 



Index 

Australia (cont.) 

skilled addressee
 
attributes 3.1.05, 3.1.06
 
generally 3.1.01,3.1.02
 
international character of patent
 

evidence 3.1.07-3.1.09 
skiJJedteam 3.1.10-3.1.13 
use in patent proceedings 3.1.03, 3.1.04 

split trials 59.1.01-59.1.06
 
sufficiency 25.1.01,25.02
 
summary judgments 60.1.01~0.1.07
 

technology transfer arrangements
 
block exemptions 83.1.09-83.1.13
 
confidentialiry agreements 83.1.02
 
deed ofassignment 83.1.04
 
genetally 83.1.0 I
 
joint ventures 83.1.06
 
licensing 83.1.05
 
matetial transfer agreements 83.1.03
 
spin-our companies 83.1.07
 
technology incubarors 83.1.08
 

third parry interventions 37.1.01-37.1.09
 
tie-in/tie-our clauses 84.1.01-84.1.07
 
timingofamendment 33.1.01-33.1.14
 
trade marks
 

application process 92.1.09, 92.1.1 0
 
deceptive similariry 92.1.17-92.1.21
 
defences 92.1.22
 
enforcement 92.1.12
 
overview 92.1.0 I
 
pharmaceutical trade marks 92.1.11
 
registrabiliry issues 92.1.02-92.1.08
 
substantially identical 92.1.16
 
use as trade mark 92.1.13-92.1.15
 

traditional knowledge 72.1.35-72.1.37
 
trial 46.1.11, 46.1.12
 
unfair competition 92.1.27-92.1.35
 
uniryofinvention 29.1.01
 
unjustified infringement
 

proceedings 87.1.01-87.1.04 
utiliry 26.1.0 I, 26.1.02 
withdrawal ofpatent applications 16.1.10-16.1.15 
written desctiption 25.01.0 I 

Beme Convention 
overview 2.30-2.32 

biodivetsiry 
Australia 72.1.17-72.1.34 
Europe 72.7.01-72.7.10 
India 72.4.06 
Japan 72.5.03 
Netherlands 72.11.01-72.11.04 
United Kingdom 72.12.01 

bioengineered foods 
United States 72.6.17-72.6.20 

bioinformatics 
Japan 19.5.07,19.5.08 
United States 8.6.53,8.6.54,19.6.23-19.6.25 

biological regulatory approval 
Australia 67.01.01~7.01.04 

Canada 67.2.01~7.2.16 

China 67.3.01 

Europe 67.7.01~7.7.25
 

advanced therapy medicinal
 
products 67.7.19~7.7.25 

biosimilarproducts 67.7.1~7.7.18 

EMEA guidelines 67.7.0~7.7.09 

France
 
basic principles 67.8.01,67.8.02
 
labile blood products 67.8.03
 

Germany 67.9.01
 
India 67.4.01~7.4.03
 

Italy 67.10.01--67.10.19
 
Japan 67.5.01-67.5.11
 

biological products 67.5.04,67.5.05 
cell/tissue based products 67.5.10 
specified biological products 67.5.0~7.5.09 

Netherlands 67.11.01 
United Kingdom 67.12.01--67.12.04 
United States 67.6.01-67.6.08 

biological product approval 67.6.02~7.6.03 

follow-on biologics 67.6.04~7.6.08 

overview 67.6.01 
block exemptions see technology transfer arrangement 
Bolar exemption
 

Australia 52.1.01-52.1.04
 
Canada 52.2.01-52.2.03
 
China 52.3.01
 
Europe 52.7.01-52.7.13
 
France 52.8.01-52.8.05
 
Germany 52.9.01,52.9.02
 
India 52.4.01
 
Italy 52.10.01-52.10.06
 
Japan 52.5.01
 
Netherlands 52.11.01,52.11.02
 
overview 49.04
 
United Kingdom 52.12.01-52.12.09
 
United States 52.6.01-52.6.16
 

business methods
 
Canada 19.2.26, 19.2.27
 
United States 19.6.15-19.6.17
 

Canada
 
accountofprofits 47.2.11--47.2.14
 
agricultural chemicals regularory
 

approval 69.2.01--69.2.23 
allowable amendments 34.2.01-34.2.10 
amended specifications 35.2.01-35.2.07 
amendment 

allowable amendments 34.2.01-34.2.10 
certificates ofcorrection 35.2.28-35.2.38 
clerical errors 33.2.09-33.2.13 
disclaimer 33.2.05-33.2.07,34.2.06,34.2.07, 

35.2.01-35.2.07 
generally 33.2.0 I, 33.2.02 
invalidation, during 34.3.14-34.3.16 
nullification, during 34.3.14-34.3.16 
re-examination 33.2.08,34.3.07-34.3.13, 

35.2.08-35.2.10 
reissue 33.2.03,33.2.04,34.2.02-34.2.05 
reissue applications 35.2.11-35.2.27 

appeals 56.2.21-56.2.25,57.2.49-57.2.56 
applications 13.2.01-13.2.10,57.2.45-57.2.48 
approval of generic drugs 77.2.01-77.2.29 
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art 19.2.05-19.2.08 
assignments 97.2.01-97.2.15 
biological regularory approval 67.. 
Bolar exemption 52.3.01 
business methods 19.2.26,19.2.2 
case management 57.2.57-57.2.E 
certificates ofcorrection 35.2.28-
certified patents 77.2.01-77.2.29 
clariry 27.2.01-27.2.11 
commercialization strategies 95.2 
competition law 

disclosure to standard setting 
organizations 86.2.01-81: 

intellectual property tights as 
exception 82.2.01--82.2.: 

licences 85.2.01-85.2.09 
settlement of litigation 88.2.01 
technology transfer arrangemen 
tie-inlrie-out clauses 84.2.01
unjustified infringement 

proceedings 87.2.01-87. 
composition of mattet 19.2.12-1 
compulsory licensing 

abuse of monopoly 99.2.03-9 
aitcraft 99.2.31,99.2.32 
generally 99.2.01,99.2.02 
international humanitatian 

purposes 99.2.15-99.2.: 
vessels 99.2.31, 99.2.32 

computer inventions 19.2.28-1! 
confidential information 

access to informarion 90.2.23 
lirigation, confidentiality duri. 
overview 90.2.01-90.2.22 

conflict proceedings 
invenrorship 5.2.06-5.2.13 

cosrs 57.2.65-57.2.71 
court hierarchies 

choice of forum 56.2.14-56.: 
federal courts 56.2.01-56.2.1 

damages 47.2.03-47.2.08 
dara exclusivity 

comparison with other rights 
generic companies 79.2.01-i 
innovator companies 78.2.0I 
medical devices 80.2.01,80.: 
new chemical entity 75.2.01· 
non-pharmaceuticals 80.2.0 
other periods 76.2.01-76.2.1 

data exclusiviry strategies for get 
companies 79.2.01-79.2. 

data exclusiviry strategies for inr 
companies 78.2.01-78.2. 

declarations ofvalidity 41.2.01 
declaratory judgments 60.2.18 
dedication to the public 16.2.1 
defences to infringement 

Bolar exemption 52.3.0I 
exhaustion of rights 54.2.0I 
experimental use 51.2.01-5 
non-infringement declaratio 
parallel importing 54.2.01
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art 19.2.05-19.2.08 
assignments 97.2.01-97.2.15 
biological regulatory approval 67.2.01-67.2.16 
Bolar exemption 52.3.01 
business methods 19.2.26,19.2.27 
case management 57.2.57-57.2.64 
certificates of correction 35.2.28-35.2.38 
certified patents 77.2.01-77.2.29 
clariry 27.2.01-27.2.11 
commercialization strategies 95.2.01-95.2.33 
competition law 

disclosure to standard setting
 
organizations 86.2.01-86.2.10
 

intellectual property tights as
 
exception 82.2.01-82.2.28 

licences 85.2.01-85.2.09 
settlement of litigation 88.2.01-88.2.19 
technology transfer arrangements 83.2.01-83.2.11 
tie-inltie-out clauses 84.2.01-84.2.10 
unjustified infringement 

proceedings 87.2.01-87.2.08 
composition ofmatter 19.2.12-19.2.16 
compulsory licensing 

abuse ofmonopoly 99.2.03-99.2.14
 
aircraft 99.2.31, 99.2.32
 
generally 99.2.01, 99.2.02
 
international humanitarian
 

purposes 99.2.15-99.2.30 
vessels 99.2.31,99.2.32 

computer inventions 19.2.28-19.2.31 
confidential information 

access to information 90.2.23-90.2.26 
litigation, confidentialiry during 90.2.27-90.2.33 
overview 90.2.01-90.2.22 

conflict proceedings 
inventorship 5.2.06-5.2.13 

costs 57.2.65-57.2.71 
court hierarchies 

choice offorum 56.2.14--56.2.20 
federal courts 56.2.01-56.2.13 

damages 47.2.03--47.2.08 
data exclusiviry 

comparison with other rights 74.2.01-74.2.17
 
generic companies 79.2.01-79.2.63
 
innovator companies 78.2.01-78.2.46
 
medical devices 80.2.01,80.2.02
 
new chemical entiry 75.2.01-75.2.10
 
non-pharmaceuticals 80.2.0 I, 80.2.02
 
other periods 76.2.01-76.2.06
 

data exclusiviry strategies for generic 
companies 79.2.01-79.2.63 

data exclusiviry strategies for innovator 
companies 78.2.01-78.2.46 

declarations ofvalidity 41.2.01--41.2.04 
declaratory judgments 60.2.18-60.2.20 
dedication to the public 16.2.15, 16.2.16 
defences to infringement 

Bolar exemption 52.3.01
 
exhaustion of rights 54.2.01-54.2.11
 
experimental use 51.2.01-51.2.06
 
non-infringement declarations 53.2.01-53.2.08
 
parallel importing 54.2.01-54.2.11
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priorsecretuse 50.2.01-50.2.12 
delivery up 47.2.17 
disclaimer 33.2.05-33.2.07, 34.2.06, 34.2.07, 

35.2.01-35.2.07 
disclosure of information to patent 

offices 14.2.01-14.2.09 
disclosure to standard setting 

organizations 86.2.01-86.2.10 
discovery 57.2.14--57.2.34 
drafting bioscience patents 8.2.01-8.2.22 

biomolecules 8.2.14 
deposits 8.2.19 
disclosure 8.2.18 
human beings 8.2.12 
lower and higher life forms 8.2.02, 8.2.07-8.2.10 
medical treatment 8.2.15 
microbial culture system 8.2.03 
organs and tissues 8.2.12 
replication of invention 8.2.20 
sequence listing 8.2.22 

drafting pharmaceutical patents 9.2.01-9.2.41 
due diligence 98.2.01-98.2.16 
enablement 24.2.01-24.2.15 
entitlement to the invention 31.2.01-31.2.05 
equivalents doctrine 44.2.01--44.2.12 
examination 11.2.01-11.2.10 
exhaustion of rights 54.2.01-54.2.11 
experimental use 51.2.01-51.2.06 
expert evidence 3.2.06 

interpretation ofpatent 
claims/specifications 4.2.05 

expiry ofpatent 16.2.14 
extensions of term 17.2.01-17.2.03 
forum 46.2.02--46.2.09 
fraud 30.2.01-30.2.14 
full description 25.2.01-25.2.15 
games 19.2.32 
generic company filing strategies 71.2.01-71.2.19 
government use or acquisition of 

licences 100.2.01-100.2.07 
grace periods 22.2.01-22.2.07 
human beings 

drafting bioscience patents 8.2.12 
indefiniteness 27.2.01-27.2.11 
indirect infringement 45.2.01--45.2.03 
inequitable conduct 30.2.01-30.2.14 
infringement proceedings 

defendants 46.2.15,46.2.16
 
forum 46.2.02--46.2.09
 
generally 46.2.01
 
geographic jurisdiction 46.2.10, 46.2.11
 
onus ofproof 46.2.17,46.2.18
 
plaintiffs 46.2.12--46.2.14
 
selection ofvenue 46.2.02--46.2.09
 

infringing acts 43.2.01--43.2.05 
injunctions 47.2.01, 47.2.02 
innocent infringement 48.2.03--48.2.05 
innovator company strategies 70.2.01-70.2.14 
interest 47.2.15,47.2.16 
interference proceedings 

inventorship 5.2.04,5.2.05 
internal fair basis 24.2.01-24.2.15 
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Canada (cont.) 
interpretation of patent claims/specifications 

construction 4.2.01--4.2.09 
expert evidence 4.2.05 
purposive construction 4.2.06-4.2.09 

inventorship
 
conflict proceedings 5.2.06--5.2.13
 
definition of inventor 5.2.01-5.2.03
 
interference proceedings 5.2.04, 5.2.05
 

lapse ofpatent applications 16.2.13
 
licences 85.2.01-85.2.09
 
licensing 96.2.01-96.2.14
 
limitation period 48.2.01
 
literal infringement 43.2.06--43.2.10
 
litigation
 

appeals 57.2.49-57.2.56 
applications 57.2.45-57.2.48 
case management 57.2.57-57.2.64 
costs 57.2.65-57.2.71 
discovery 57.2.14--57.2.34 
genetally 57.2.01-57.2.04 
pleadings 57.2.05-57.2.13 
practicalities 62.2.01--62.2.29 
pre-trial procedure 57.2.35-57.2.37 
trial 57.2.38--57.2.44 

living matter 19.2.17-19.2.19 
machine 19.2.10 
manufacture 19.2.11 
medical device data exclusiviry 80.2.01, 80.2.02 
medical device regulatory 

approval 68.2.01--68.2.20 
misreptesentation 30.2.01-30.2.14 
multi-jutisdictional strategy 61.2.01--61.2.19 
Natural Health Products 

Regulations 72.2.17-72.2.23
 
non-infringement
 

declarations 53.2.01-53.2.08
 
non-literal infringement 44.2.01--44.2.12
 
novelty 21.2.01-21.2.19
 
nullification proceedings 40.2.01--40.2.22
 
opposition proceedings 38.2.01-38.2.03
 
ownership 6.2.01--6.2.12
 

inventorship disputes 6.2.1 ~.2.22
 

parallel importing 54.2.01-54.2.11
 
passing off 92.2.47-92.2.51
 
patent term 16.2.01, 16.2.02
 
patentable subject matter
 

art 19.2.05-19.2.08 
business methods 19.2.26. 19.2.27 
composition ofmatter 19.2.12-19.2.16 
computer inventions 19.2.28--19.2.31 
definition of invention 19.2.02-19.2.04 
games 19.2.32 
generally 19.2.01-19.2.04 
liVing matter 19.2.17-19.2.19 
machine 19.2.10 
manufacture 19.2.11 
process 19.2.09 
scientific principles 19.2.20 
selection patents 19.2.21-19.2.25 

Patented Medicines Prices Review 

pharmaceutical regulatory 
approval 66.2.01--66.2.27 

plant bteedets' rights 91.2.01-91.2.28 
pleadings 57.2.05-57.2.13 
ptacticalities oflitigation 62.2.01--62.2.29 
pre-trial procedure 57.2.35-57.2.37 
preliminary injunctions 58.2.01-58.2.22 
prior art filing 12.2.06, 12.2.07 
prior secret use 

first to file 50.2.05-50.2.08 
first to invent 50.2.09-50.2.11 
Gillette defence 50.2.12 
immunity for prior acquisition 50.2.01-50.2.04 

priority dates 20.2.01-20.2.07 
procedure from filing to grant 10.2.01-10.2.26 
process 19.2.09 
prosecution strategies 12.2.01-12.2.11 
re-examination 39.2.01-39.2.17 
regulatory bodies 65.2.01--65.2.07 
regulatory legislation 65.2.08--65.2.13 
reissue applications 33.2.03, 33.2.04, 

35.2.11-35.2.27 
remedies for infringement 

account ofprofits 47.2.11--47.2.14 
costs 47.2.18--47.2.21 
damages 47.2.03--47.2.08 
deliveryup 47.2.17 
equitable remedies 48.2.02 
injunctions 47.2.01.47.2.02 
innocent infringement 48.2.03--48.2.05 
interest 47.2.15,47.2.16 
limitation period 48.2.0 I 
reasonable compensation 47.2.09, 47.2.10 
restrictions 48.2.01--48.2.05 

renewal fees 16.2.03-16.2.12 
research and development 

collaboration 94.2.01-94.2.16 
revocarion 40.2.01--40.2.22 
scientific principles 19.2.20 
secret use 28.2.01-28.2.11 
selection patents 19.2.21-19.2.25 
settlement of litigation 63.2.01--63.2.19, 

88.2.01-88.2.19 
skilled addressee 3.2.01-3.2.12 
special access program 72.2.01-72.2.06 
split trials 59.2.01-59.2.16 

Markman hearings 59.2.05-59.2.08
 
separate determination ofinfringement and
 

invalidity issues 59.2.12-59.2.16
 
separate determination ofliability of
 

damages 59.2.09-59.2.11 
sufficiency 25.2.01-25.2.15 
summary judgments 60.2.01--60.2.17 
technology transfer arrangements 83.2.01-83.2.11 
third party interventions 37.2.01-37.2.09 
tie-in/rie-out clauses 84.2.01-84.2.10 
riming ofamendment 33.2.01-33.2.13 
trade marks 92.2.01-92.2.51 
trial 57.2.38-57.2.44 
unity ofinvention 29.2.01-29.2.13 
unjustified infringement 

utility 26.2.01-26.2.20 
withdrawal ofpatent applicatiom 
written description 25.2.01-25. 

case management 
Australia 46.1.08 
Canada 57.2.57-57.2.64 
France 57.8.11 
United Kingdom 57.12.14-57. 
United States 57.6.02-57.6.06 

certificates ofcotrection 
Austtalia 35.1.01-35.1.03 
Canada 35.2.28--35.2.38 
China 35.3.01-35.3.06 
India 35.4.04 
Netherlands 35.11.01.35.11.0: 
overview 32.07.32.08 
United States 35.6.01-35.6.03 

certified patents 
Australia 77.1.01-77.1.05 
Canada 77.2.01-77.2.29 
China 77.3.01.77.3.02 
Europe 77.7.01 
France 77.8.01 
Germany 77.9.01 
India 77.4.01 
Italy 77.10.01-77.10.05 
Japan 77.5.01-77.5.D7 
Netherlands 77.11.01 
overview 73.07.73.08 
United Kingdom 77.12.01 
United States 77.6.01-77.6.28 

China 
agricultural chemicals regulator 

approval 69.3.01-69.3.0' 
amended specifications 35.3.0: 
amendment 

amended specification 35.3. 
certificates ofcotrection 35. 
reissue applications 35.3.0I 
timing 33.3.01.33.3.02 

applicarions 13.3.01-13.3.03 
approval ofgenericdrogs 77.3 
assignments 97.3.01-97.3.03 
biological regulatory approval 
certificates ofcorrection 35.3. 
certified parents 77.3.01, 77.: 
clarity 27.3.01-27.3.05 
commercialization strategies ! 
competition law 

disclosure to standard settir 
organizations 86.3.0J 

intellectual property rights 
exception 82.3.01-8: 

licences 85.3.01 
settlement oflitigation 88 
technology transfet 

arrangements 83.3.0 
rie-inltie-out clauses 84.3 
unjustified infringement 

ptoceedings 87.3,01 
compulsory licensing 99.3.C 

Board 72.2.07-72.2.16 
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utiliry 26.2.01-26.2.20 court hierarchies 56.3.01-56.3.06 
withdrawal ofpatent applications 16.2.17, 16.2.18 data exclusiviry 
written description 25.2.01-25.2.15 

case management 
Australia 46.1.08 
Canada 57.2.57-57.2.64 
France 57.8.11 
Unired Kingdom 57.12.14-57.12.18 
United States 57.6.02-57.6.06 

certificates of correction 
Australia 35.1.01-35.1.03 
Canada 35.2.28-35.2.38 
China 35.3.01-35.3.06 
India 35.4.04 
Netherlands 35.11.01,35.11.02 
overview 32.07,32.08 
United States 35.6.01-35.6.03 

certified patents 
Australia 77.1.01-77.1.05 
Canada 77.2.01-77.2.29 
China 77.3.01,77.3.02 
Europe 77.7.01 
France 77.8.01 
Germany 77.9.01 
India 77.4.01 
Italy 77.10.01-77.10.05 
Japan 77.5.01-77.5.07 
Netherlands 77.11.01 
overview 73.07,73.08 
United Kingdom 77.12.01 
United States 77.6.01-77.6.28 

China 
agricultural chemicals regulatory 

approval 69.3.01--69.3.04 
amended specifications 35.3.01-35.3.06 
amendment 

amended specification 35.3.01-35.3.06 
certificates ofcorrection 35.3.01-35.3.06 
reissue applications 35.3.01-35.3.06 
timing 33.3.01,33.3.02 

applications 13.3.01-13.3.03 
approval ofgeneric drugs 77.3.01,77.3.02 
assignments 97.3.01-97.3.03 
biological regulatory approval 67.3.01 
certificates ofcorrection 35.3.01-35.3.06 
certified patents 77.3.01,77.3.02 
c1ariry 27.3.01-27.3.05 
commercialization straregies 95.3.01 
competition law 

disclosure to standard setting
 
organizations 86.3.01
 

intellectual properry rights as
 
exception 82.3.01-82.3.04 

licences 85.3.01 
settlement of litigation 88.3.01-88.3.03 
technology transfer 

arrangements 83.3.01-83.3.10 
tie-in/tie-out clauses 84.3.01-84.3.03 
unjustified infringement 

proceedings 87.3.01-87.3.03 
compulsory licensing 99.3.01-99.3.04 
confidential information 90.3.01-90.3.05 

agricultural chemicals 80.3.01-80.3.04 
comparison wirh other rights 74.3.01-74.3.05 
generic companies 79.3.01 
innovator companies 78.3.01-78.3.03 
medical devices 80.3.01-80.3.04 
new chemical entiry 75.3.01 
other periods 76.3.01 

data exclusiviry strategies for generic 
companies 79.3.01 

data exclusiviry strategies for innovator 
companies 78.3.01-78.3.03 

declarations ofvalidiry 41.3.01 
declaratory judgments 60.3.03 
defences to infringement 

exhaustion of rights 54.3.01 
experimental use 51.3.01 
non-infringement declarations 53.3.01-53.3.03 
parallel importing 54.3.01 
prior secret use 50.3.01 

disclosure of information to patent 
offices 14.3.01-14.3.04 

disclosure to standard setting organizations 86.3.01 
drafting bioscience parents 8.3.01-8.3.11 

genetic engineering 8.3.08
 
genetic resources 8.3.02,8.3.03
 
microorganisms 8.3.09-8.3.11
 
strategies 8.3.11
 

drafting pharmaceutical patents 9.3.01-9.3.15 
due diligence 98.3.01-98.3.07 
enablement 24.3.01-24.3.02 
entitlement to the invention 31.3.01-31.3.07 
equivalents doctrine 44.3.01,44.3.02 
examination 11.3.01-11.3.10 
exhaustion of rights 54.3.01 
experimental use 51.3.01 
extensions of term 17.3.01,17.3.02 
fraud 30.3.01-30.3.06 
full description 25.3.01-25.3.08 
generic company filing strategies 71.3.01 
genetic modified organisms 72.3.01 
government use or acquisition oflicences 100.3.01 
grace periods 22.3.01-22.3.12 

academicltechnological meetings 22.3.08,22.3.09 
disclosed by another person without applicant's 

consent 22.3.10-22.3.12 
international exhibitions 22.3.06, 22.3.07 

indefiniteness 27.3.01-27.3.05 
indirect infringement 45.3.01,45.3.02 
inequitable conduct 30.3.01-30.3.06 
infringement proceedings 46.3.01-46.3.05 
infringing acts 43.3.01 
innovator company strategies 70.3.01-70.3.03 
internal fair basis 24.3.01-24.3.02 
interpretation ofpatent claims/specifications 

eclectic interpretation 4.3.08-4.3.10 
legislative background 4.3.01-4.3.20 

inventive step 23.3.01-23.3.14 
inventorship 5.3.01-5.3.08 
lapse ofpatent applications 16.3.05-16.3.08 
licences 85.3.01 

1107 



Index 

China (cont.) 
licensing 96.3.01-96.3.06 
litetal infringement 43.3.02 
litigation 57.3.01-57.3.08 

ptacticalities 62.3.01-62.3.06 
medical device data exclusivity 80.3.01-80.3.04 
medical device tegulatoty approval 68.3.01-68.3.05 
misteptesentation 30.3.01-30.3.06 
multi-jurisdictional sttategy 61.3.01,61.3.02 
non-inftingement declatations 53.3.01-53.3.03 
non-litetal inftingement 44.3.01,44.3.02 
novelty 21.3.01-21.3.08 
nullification proceedings 40.3.01--40.3.15 
opposition proceedings 38.3.01 
ownership 6.3.01-6.3.06 
parallel importing 54.3.01 
patent term 16.3.01-16.3.04 
patentable subject matter 19.3.01-19.3.05 
pharmaceutical regulatoty approval 66.3.01 
plant breeders' rights 91.3.01-91.3.03 
practicalities oflitigation 62.3.01-62.3.06 
preliminaty injunctions 58.3.01-58.3.07 
prior secret use 50.3.01 
priority dates 20.3.01-20.3.10 
procedure from filing to grant 10.3.01 
prosecution strategies 12.3.01 
regulatoty bodies 65.3.01,65.3.02 
regulatoty legislation 65.3.03-65.3.05, 

65.5.08-65.5.11
 
reissue applications 35.3.01-35.3.06
 
remedies for infringement 47.3.01--47.3.03
 

restrictions 48.3.01,48.3.02
 
renewal fees 16.3.09
 
research and development
 

collaboration 94.3.01-94.3.05
 
revocation 40.3.01--40.3.15
 
secret use 28.3.01-28.3.06
 
settlement of litigation 63.3.01-63.3.04
 
skilled addressee 3.3.01-3.3.06
 
split trials 59.3.01-59.3.03
 
sufficiency 25.3.01-25.3.08
 
summary judgments 60.3.01,60.3.02
 
supplementaty protection
 

certificates 17.3.01, 17.3.02 
technology transfer arrangements 83.3.01-83.3.10 
third party interventions 37.3.01-37.3.04 
tie-in/tie-out clauses 84.3.01-84.3.03 
timing ofamendment 33.3.01, 33.3.02 
trade marks 92.3.01-92.3.13 
unity ofinvention 29.3.01-29.3.09 
unjustified infringement 

proceedings 87.3.01-87.3.03
 
utility 26.3.01-26.3.06
 
written description 25.3.01-25.3.08
 

clarity 
Australia 27.1.01-27.1.04 
Canada 27.2.01-27.2.11 
China 27.3.01-27.3.05 
Europe 27.7.01-27.7.18 
France 27.8.01-27.8.03 
Germany 27.9.01 
India 27.4.01-27.4.03 

Italy 27.10.01
 
Japan 27.5.01-27.5.07
 
Netherlands 27.11.01-27.11.05
 
requirement 18.36, 18.37
 
United Kingdom 27.12.01-27.12.03
 
United States 27.6.01-27.6.08
 

classification ofpatents 
Srrasbourg Agreement concerning the International 

Patent Classification 1971 2.15,2.16 
cloning 

United States 19.6.07,19.6.08 
commercialization strategies 

Australia 95.1.01-95.1.11 
Canada 95.2.01-95.2.33 
China 95.3.01 
Europe 

exhaustion of rights 95.7.03-95.7.06 
IP rights 95.7.02 
over-stickering ofpharmaceutical 

products 95.7.07-95.7.09
 
overview 95.7.01
 
re-packaging of pharmaceutical
 

products 95.7.07-95.7.09
 
France 95.8.01, 95.8.02
 
Germany 95.9.01,95.9.02
 
India 95.4.01-95.4.06
 
Italy 95.10.01-95.10.07
 
Japan 95.5.01
 
Netherlands 95.11.01
 
overview 93.08-93.11
 
United Kingdom 95.12.01-95.12.13
 
United States
 

180-dayexclusivity 95.6.15 
biologics 95.6.16 
clearance search 95.6.20 
drafting patent claims 95.6.19 
due diligence 95.6.20 
FDA approval process 95.6.03-95.6.05 
generic biologics 95.6.16 
new chemical en tity exclusivity 95.6.11 
new clinical study exclusivity 95.6.12 
non-patent exclusivity periods for 

drugs 95.6.10-95.6.15 
Orange Book practice 95.6.06-95.6.09 
orphan drugs 95.6.13 
overview 95.6.01, 95.6.02 
patent licensing 95.6.25 
patent term extension 95.6.23,95.6.24 
pediatric exclusivity 95.6.14 
prior art 95.6.17,95.6.18 
safe harbour 95.6.21,95.6.22 

common general knowledge 
Europe 3.7.14--3.7.16 
United Kingdom 3.12.07-3.12.10 

competition law 
see also disclosure to standard setting organizations; 

licences; technology transfer arrangements; 
tie-in/tie-out clauses; unjustified patent 
infringement proceedings 

Australia
 
disclosure to standard setting
 

organizations 86.01.01-86.1.05
 

ll08 

intellectual property rights as 
exception 82.1.01-82.1. 

licences 85.1.01-85.1.04 
settlement oflitigation 88.1.0 
technology transfer 

arrangements 83.1.01-8 
tie-inltie-out clauses 84.1.01
unjustified infringement 

proceedings 87.1.01-87, 
Canada 

disclosure to standard setting 
organizations 86.2.01-8' 

intellectual property rights as 
exception 82.2.01-82.2. 

licences 85.2.01-85.2.09 
settlement oflitigation 88.2.0 
technology transfer 

arrangements 83.2.01-8 
tie-inltie-out clauses 84.2.01
unjustified infringement 

proceedings 87.2.01-87 
China 

disclosure to standard setting 
organizations 86.3.01 

intellectual property rights as 
exception 82.3.01-82.3, 

licences 85.3.01 
settlement oflitigation 88.3.0 
technology transfer 

arrangements 83.3.01-8 
rie-in/tie-out clauses 84.3.01
unjustified infringement 

proceedings 87.3.01-87 
Europe 

disclosure to standard setting 
organizations 86.7.01-8 

intellectual property rights as 
exception 82.7.01-82.7. 

licences 85.7.01,85.7.02 
licensing 96.7.02,96.7.03 
technology transfer arrangemer 
tie-inltie-out clauses 84.7.01
unjustified infringement 

proceedings 87.7.01-87 
France 

disclosure to standard setting 
organizations 86.8.01-8 

intellectual property rights as 
exception 82.8.01-82.8. 

licences 85.8.01-85.8.05 
settlement oflitigation 88.8.0 
technology transfer 

arrangements 83.8.01-11 
tie-in/rie-out clauses 84.8.01
unjustified infringement 

proceedings 87.8.01-87 
Germany 

disclosure to standard setting 
organizations 86.9.01-a 

intellectual property rights as 
exception 82.9.01-82.9 

licences 85.9.01,85.9.02 



Index 

intellectual property righrs as 
excepdon 82.1.01-82.1.06
 

licences 85.1.01-85.1.04
 
senlement oflidgadon 88.1.01-88.1.09
 
rechnology rransfer
 

arrangements 83.1.01-83.1.13
 
rie-inhie-our clauses 84.1.01-84.1.07
 
unjusdfied infringement
 

proceedings 87.1.01-87.1.04 
Canada 

disclosure [0 srandard sening 
organizadons 86.2.01-86.2.10 

intellectual property righrs as 
excepdon 82.2.01-82.2.28
 

licences 85.2.01-85.2.09
 
sen!ement of lidgarion 88.2.01-88.2.19
 
rechnology nansfer
 

arrangements 83.2.01-83.2.11
 
de-in/de-ou£ clauses 84.2.01-84.2.10
 
unjusdfied infringement
 

proceedings 87.2.01-87.2.08 
China 

disclosure [0 srandard sening 
organizadons 86.3.01 

intellectual property righrs as 
excepdon 82.3.01-82.3.04
 

licences 85.3.01
 
serdement of lidgadon 88.3.01-88.3.03
 
rechnology rransfer
 

arrangements 83.3.01-83.3.10
 
de-in/de-ou£ clauses 84.3.01-84.3.03
 
unjusdfied infringement
 

proceedings 87.3.01-87.3.03 
Europe 

disclosure [0 srandard sening 
organizadons 86.7.01-86.7.14 

intellectual property righrs as 
exceprion 82.7.01-82.7.18
 

licences 85.7.01,85.7.02
 
licensing 96.7.02,96.7.03
 
rechnology rransfer arrangemenrs 83.7.01-83.7.26
 
rie-in/de-ou£ clauses 84.7.01-84.7.10
 
unjusrified infringement
 

proceedings 87.7.01-87.7.07 
France 

disclosure ro srandard sening 
organizarions 86.8.01-86.8.07 

intellectual property righrs as 
excepdon 82.8.01-82.8.19
 

licences 85.8.01-85.8.05
 
serdement oflirigarion 88.8.01-88.8.07
 
rechnology rransfer
 

arrangements 83.8.01-83.8.05
 
rie-in/de-ou£ clauses 84.8.01-84.8.07
 
unjusdfied infringement
 

proceedings 87.8.01-87.8.10 
Germany 

disclosure [0 srandard sening 
organizadons 86.9.01-86.9.13 

intellectual property righrs as 
exceprion 82.9.01-82.9.03 

licences 85.9.01, 85.9.02 
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serdement oflidgadon 88.9.01-88.9.03
 
rechnology rransfer arrangements 83.9.01
 
de-in/de-ou£ clauses 84.9.01-84.9.03
 
unjusdfied infringement
 

proceedings 87.9.01-87.9.10 
1ndia 

disclosure [0 srandard sening 
organizarions 86.4.01 

intellectual property righrs as 
excepdon 82.4.01-82.4.04
 

licences 85.4.01
 
serdement of lidgarion 88.4.01
 
rechnology rransfer
 

arrangements 83.4.01,83.4.02 
de-inhie-our clauses 84.4.01,84.4.02 
unjusdfied infringement proceedings 87.4.01 

intellectual property righrs as exceprion 
Ausrralia 82.1.01-82.1.06 
Canada 82.2.01-82.2.28 
China 82.3.01-82.3.04 
Europe 82.7.01-82.7.18 
France 82.8.01-82.8.19 
Germany 82.9.01-82.9.03 
1ndia 82.4.01-82.4.04 
1raly 82.10.01-82.10.03 
Japan 82.5.01-82.5.06 
Nerherlands 82.11.01-82.11.03 
overview 81.01-81.03 
Unired Kingdom 82.12.01-82.12.05 
Unired 5rares 82.6.01-82.6.11 

haly 
disclosure [0 srandard sening 

organizarions 86.10.01-86.10.04 
intellectual property righrs as 

excepdon 82.10.01-82.10.03
 
licences 85.10.01-85.10.03
 
serdement oflirigarion 88.10.01-88.10.18
 
rechnology rransfer
 

arrangemenrs 83.10.01-83.10.03
 
rie-in/de-our clauses 84.10.01-84.10.06
 
unjusdfied infringement
 

proceedings 87.10.01-87.10.04 
Japan 

disclosure [0 srandard sening 
organizarions 86.5.01-86.5.07 

intellectual property righrs as 
exceprion 82.5.01-82.5.06
 

licences 85.5.01-85.5.03
 
rechnology rransfer
 

arrangemenrs 83.5.01-83.5.10
 
rie-inhie-our clauses 84.5.01-84.5.03
 
unjusdfied infringemenr
 

proceedings 87.5.01-87.5.04 
Nerherlands 

disclosure [0 standard setting organizadons 86.11.01 
inrellectual property righrs as 

exceprion 82.11.01-82.11.03
 
licences 85.11.01, 85.11.02
 
rechnology rransfer
 

arrangemenrs 83.11.01-83.11.05 
rie-inhie-our clauses 84.11.01-84.11.02 
unjusdfied infringemenr proceedings 87.11.01 
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competition law (cont.) 
settlement of Ii tigation
 

Australia 88.1.01-88.1.09
 
Canada 88.2.01-88.2.19
 
China 88.3.01-88.3.03
 
Europe 88.7.01-88.7.10
 
France 88.8.01-88.8.07
 
Germany 88.9.01-88.9.03
 
India 88.4.01
 
Italy 88.10.01-88.10.18
 
Japan 88.5.01-88.5.06
 
Netherlands 88.11.01
 
overview 81.21,81.22
 
United Kingdom 88.12.01
 
United States 88.6.01-88.6.17
 

United Kingdom 
disclosure to standard setting
 

organizations 86.12.01
 
intellectual property rights as
 

exception 82.12.01-82.12.05 
licences 85.12.01 
technology transfer arrangements 83.12.01 
tie-in/tie-out clauses 84.12.01 
unjustified infringement 

proceedings 87.12.01-87.12.04
 
United States
 

disclosure to standard setting
 
organizations 86.6.01-86.6.14
 

intellectual property rights as
 
exception 82.6.01-82.6.11 

licences 85.6.01-85.6.04 
settlement of litigation 88.6.01-88.6.17 
technology transfer 

arrangements 83.6.01-83.6.04 
tie-in/tie-out clauses 84.6.01-84.6.09 
unjustified infringement 

proceedings 87.6.01-87.6.04 
compulsory licensing 

rtt also government use or acquisition of licences; 
licences; licensing
 

Australia 99.1.01-99.1.05
 
Canada
 

abuse of monopoly 99.2.03-99.2.14 
aircraft 99.2.31, 99.2.32 
generally 99.2.01,99.2.02 
international humani tarian 

purposes 99.2.15-99.2.30 
vessels 99.2.31,99.2.32
 

China 99.3.01-99.3.04
 
Europe
 

competition law 99.7.02,99.7.03
 
Doha declaration 99.7.04
 
generally 99.7.01
 

France
 
dependency licences 99.8.07,99.8.08
 
generally 99.8.01
 
non-use 99.8.02-99.8.08
 

Germany
 
antitrustlaw 99.9.09-99.9.12
 
dependent inventions 99.9.06
 
generally 99.9.01,99.9.02
 

manufacturing ofmedicinal product for export 
to developing country 99.9.08 

procedure 99.9.07 
public interest 99.9.03-99.9.05 

India 
applications 99.4.03-99.4.05 
conditions 99.4.08,99.4.09 
generally 99.4.01,99.4.02 
grant oflicence 99.4.06 
non-working patents 99.4.07 
procedure for application 99.4.07 
terms oflicence 99.4.08,99.4.09 

Italy 99.10.01-99.10.06 
Japan 

dependent invention 99.5.13 
generally 99.5.01 
licences of right 99.5.22-99.5.26 
non-working patents 99.5.02-99.5.05 
public interest 99.5.06-99.5.12 
related to patented inventions 99.5.21 
working own patented 

invention 99.5.14-99.5.20 
Netherlands 

defence related patents 99.11.10 
Doha declaration 99.11.06 
EURATOM Treaty 99.11.11 
generally 99.11.01 
legal effects 99.11.14 
non-use 99.11.04 
plant breeders' rights 99.11.07,99.11.08 
procedure 99.11.12, 99.11.13 
public interest 99.11.02,99.11.03 
semiconductor technology 99.11.09 
younger patent, enabling use of 99.11.05 

overview 93.20-93.23 
United Kingdom 

abuse of monopoly 99.12.02-99.12.06 
Doha declaration 99.12.07 
generally 99.12.01 
licences of right 99.12.08-99.12.14 

United States
 
Bayh-DoleAct 99.6.08-99.6.10
 
march-in rights 99.6.08-99.6.10
 
overview 99.6.01-99.6.07
 

computer inventions
 
Canada 19.2.28-19.2.31
 
Europe 19.7.13-19.7.14
 
France 19.8.03
 
Germany 19.9.14-19.9.15
 
United Kingdom 19.12.06-19.12.09
 

confidential information
 
Australia 90.1.01-90.1.08
 
Canada
 

access to information 90.2.23-90.2.26 
litigation, confidentiality during 90.2.27-90.2.33 
overview 90.2.01-90.2.22 

China 90.3.01-90.3.05
 
Europe 90.7.01
 
France
 

know-how 90.8.01-90.8.04 
manufacturing trade sectets 90.8.05-90.8.07 
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Germany 
Act Against Unfair Practices ~ 

civil law protection 90.9.15-' 
criminal law protection 90.9. 
definition 90.9.02-90.9.07 
overview 90.9.01 

India 
legislation 90.4.05,90.4.06 
overview 90.4.01 
trade secrets 90.4.02-90.4.0< 

Italy 90.10.01-90.10.11 
Japan 

access restraint 90.5.07 
contracts 90.5.01 
protective orders 90.5.05.90 
tort 90.5.02 
trade secrets 90.5.03,90.5.0< 

Netherlands 90.11.01-90.11.0 
overview 89.02-89.08 
United Kingdom 

definition ofconfidential infc 
duty ofconfidentiality 90.12 
employee confidentiality 90. 
overview 90.12.01-90.12.0< 
public interests 90.l2.07-9( 

United States 57.6.07 
disclosure ofa trade secret 9( 
overview 90.6.01,90.6.02 
patent protection 90.6.14-5 
protection of trade secrets 9( 
trade secrets 90.6.03-90.6.0 

construction ofpatent c1aims/spe 
interpretation ofpatent c1aiJ 

contributory infringement Stt iOI 

costs 
Australia 47.1.10.47.1.11 
Canada 57.2.65-57.2.71 
Germany 62.9.06-62.9.12 
India 47.4.14 
Japan 62.5.05 
Netherlands 56.11.06 
United Kingdom 62.12.07~' 

court hierarchies 
Australia 56.1.01-56.1.05 
Canada 

choice offorum 56.2.14-5/ 
federal courts 56.2.01-56.2 

China 56.3.01-56.3.06 
Europe 56.7.01 
France 

choice offorum 56.8.07 
competent courts 56.8.01

Germany 
appeals 56.9.09-56.9.1 I, 5 
complaint against oppositio! 

decision 56.9.15,56.5 
infringement actions 56.9.1 
invalidity proceedings 56.9 
opposition proceedings 56. 
separation ofinfringement I 

proceedings 56.9.01
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Germany 
Act Against Unfait Practices 90.9.08-90.9.14 
civil law protection 90.9.15-90.9.24 
criminal law protection 90.9.25,90.9.26 
definition 90.9.02-90.9.07 
overview 90.9.01 

India
 
legislation 90.4.05,90.4.06
 
overview 90.4.0 I
 
trade secrets 90.4.02-90.4.04
 

Italy 90.10.01-90.10.11 
Japan
 

access restraint 90.5.07
 
contracts 90.5.01
 
protective orders 90.5.05,90.5.06
 
tort 90.5.02
 
trade secrets 90.5.03,90.5.04
 

Netherlands 90.11.01-90.11.05
 
overview 89.02-89.08
 
United Kingdom
 

definition ofconfidential information 90.12.05 
dury ofconfidentialiry 90.12.06 
employee confidentialiry 90.12.10-90.12.14 
overview 90.12.01-90.12.04 
public interests 90.12.07-90.12.09 

United States 57.6.07 
disclosure ofa trade secret 90.6.10-90.6.13 
overview 90.6.01, 90.6.02 
patent protection 90.6.14-90.6.16 
protection of trade secrets 90.6.07-90.6.09 
trade secrets 90.6.03-90.6.06 

construction ofpatent claims/specifications see 
interpretation ofpatent claims/specifications 

contributory infringement see indirect infringement 
costs 

Australia 47.1.10,47.1.11
 
Canada 57.2.65-57.2.71
 
Germany 62.9.06-62.9.12
 
India 47.4.14
 
Japan 62.5.05
 
Netherlands 56.11.06
 
United Kingdom 62.12.07-62.12.09
 

court hierarchies 
Australia 56.1.01-56.1.05 
Canada 

choice offorum 56.2.14-56.2.20 
federal courts 56.2.01-56.2.13
 

China 56.3.01-56.3.06
 
Europe 56.7.01
 
France
 

choice offorum 56.8.07
 
competent courts 56.8.01-56.8.06
 

Germany 
appeals 56.9.09-56.9.11, 56.9.17, 56.9.18 
complaint against opposition 

decision 56.9.15,56.9.16 
infringement actions 56.9.05-56.9.08 
invalidiry proceedings 56.9.19-56.9.25 
opposition proceedings 56.9.12-56.9.14 
separation of infringement and invalidiry 

proceedings 56.9.01-56.9.04 

importance 55.01
 
India 56.4.01-56.4.14
 
Italy
 

choice offorum 56.1 0.06-56.1 0.08 
Court ofAppeal 56.10.02, 56.10.03 
Court ofCassation 56.10.04, 56.10.05 
generally 56.10.0 I 

Japan 
expertise of judges 56.5.07, 56.5.08 
Intellectual Properry 

High Court 56.5.04-56.5.06 
Osaka District Court 56.5.01 
Supreme Court 56.5.10,56.5.11 
suspension ofenforcement of District Court 

decisions 56.5.09 
Tokyo District Court 56.5.01 
venue 56.5.02,56.5.03 

Netherlands 56.11.01-56.11.06
 
overview 55.0[-55.04
 
United Kingdom
 

Court ofAppeal 56.12.07-56.12.10 
courts offirst instance 56.12.01-56.12.06 
Supreme Court 56.12.11, 56.12.12 

United States 56.6.01-56.6.09 

damages
 
Australia 47.1.03-47.1.05
 
Canada 47.2.03-47.2.08
 
Germany 47.9.2-47.9.06
 
India 47.4.09,47.4.10
 
Italy 47.10.07-47.10.10
 
Japan 47.5.05-47.5.11
 
Netherlands 47.11.07,47.11.08
 
United Kingdom 47.12.06-47.12.14
 
United States 47.6.06-47.6.17
 

data exclusivity 
see also certified patents; data exclusivity strategies for 

pharmaceuticals; data exclusivity strategies for 
generic companies; generic drug approval; data 
exclusivity strategies for innovator companies 

agricultural chemicals
 
Australia 80.1.01-80.1.10
 
Canada 80.2.01,80.2.02
 
China 80.3.01-80.3.04
 
Europe 80.7.01
 
France 80.8.01
 
Germany 80.9.01
 
India 80.4.0 I
 
Italy 80.5.04
 
Japan 80.5.01
 
Netherlands 80.11.01
 
United Kingdom 80.12.01
 
United States 80.6.01-80.6.03
 

Australia 
agricultural chemicals 80.1.01-80.1.10 
comparison with other rights 74.1.01-74.1.11 
generic companies 79.1.01-79.1.17 
innovator companies 78.1.01-78.1.04 
medical devices 80.1.01-80.1.05 
newchemicalenriry 75.1.01-75.1.05 
non-phatmaceuticals 80.1.01-80.1.10 
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data exclusivity (cont.) 

Canada
 
agricultural chemicals 80.2.0 I, 80.2.02
 
comparison with other righrs 74.2.01-74.2.17
 
generic companies 79.2.01-79.2.63
 
innovator companies 78.2.01-78.2.46
 
medical devices 80.2.0 1,80.2.02
 
new chemical entity 75.2.01-75.2.10
 
non-pharmaceuticals 80.2.0 I, 80.2.02
 

China
 
agricultural chemicals 80.3.01-80.3.04
 
comparison with other rights 74.3.01-74.3.05
 
generic companies 79.3.01
 
innovator companies 78.3.01-78.3.03
 
medical devices 80.3.01-80.3.04
 
new chemical entity 75.3.01
 
non-pharmaceuticals 80.3.01-80.3.04
 

comparison with other rights 73.01-73.04
 
Australia 74.1.01-74.1.11
 
Canada 74.2.01-74.2.17
 
China 74.3.01-74.3.05
 
Europe 74.7.01-74.01.07
 
France 74.8.01
 
Germany 74.9.01
 
India 74.4.01-74.4.03
 
Italy 74.10.01-74.10.19
 
Japan 74.5.01-74.5.15
 
Netherlands 74.11.01-74.11.06
 
United Kingdom 74.12.01,74.12.02
 
United States 74.6.01-74.6.13
 

Europe
 
agricultural chemicals 80.7.01
 
comparison with other rights 74.7.01-74.01.07
 
generic companies 79.7.01-79.7.06
 
innovator companies 78.7.01-78.7.10
 
medical devices 80.7.01
 
new chemical entity 75.7.01-75.7.03
 
non-pharmaceuticals 80.7.0 I
 
orphan medical products 76.7.14--76.7.17
 
other periods 76.7.01-76.7.17
 

France
 
agricultural chemicals 80.8.01
 
comparison with other rights 74.8.01
 
generic companies 79.8.01
 
innovator companies 78.8.0 I
 
medical devices 80.8.0 I
 
new chemical entity 75.8.0 I
 
non-pharmaceuticals 80.8.0 I
 
other periods 76.8.01
 

Germany
 
agricultural chemicals 80.9.01
 
comparison with other rights 74.9.01
 
generic companies 79.9.01
 
new chemical entity 75.9.01
 
non-pharmaceuticals 80.9.0 I
 
other periods 76.9.01
 

India
 
agricultural chemicals 80.4.0 I
 
comparison with other rights 74.4.01-74.4.03
 
generic companies 79.4.0 I
 
innovator companies 78.4.0 I
 
medical devices 80.4.0 I
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new chemical entity 75.4.0 I
 
non-pharmaceuticals 80.4.0 I
 

Italy 
agricultural chemicals 80.5.04 
comparison with other rights 74.10.01-74.10.19 
generic companies 79.10.01-79.10.08 
innovator companies 78.10.01-78.10.11 
medical devices 81.1 0.0 I 
medicinal products 74.10.02-74.10.13 
new chemical entity 75.10.01-75.10.07 
new indication 75.10.02,75.10.03 
non-pharmaceuticals 80.10.0 I 
other periods 76.10.0 I 
reference medicinal product 75.10.01 
switching from prescription medicine to non

prescription medicine 75.10.04--75.10.07 
Japan 

agricultural chemicals 80.5.0 I 
comparison with other rights 74.5.01-74.5.15 
generic companies 79.5.01,79.5.02 
innovator companies 78.5.01 
medical devices 80.5.01-80.5.04 
new chemical entity 75.5.01 
non-pharmaceuticals 80.5.01-80.5 .04 
patent term extension 74.5.08-74.5.15 

medical devices 
Australia 80.1.01-80.1.05 
Canada 80.2.0], 80.2.02 
China 80.3.01-80.3.04 
Europe 80.7.01 
France 80.8.0 I 
India 80.4.0 I 
Italy 81.10.01 
Japan 80.5.01-80.5.04 
Netherlands 80.11.0 I 
United Kingdom 80.12.01 
United States 80.6.01-80.6.03 

Nethe;lands 
comparison with other 

rights 74.11.01-74.11.06
 
generic companies 79.11.01-79.11.04
 
innovator companies 78.11.01
 
medical devices 80.11.0 I
 
new chemical entity 75.11.01-75.11.04
 
other periods 76.11.01-76.11.03
 

non-pharmaceuticals 
Australia 80.1.01-80.1.10 
Canada 80.2.0 I, 80.2.02 
China 80.3.01-80.3.04 
Europe 80.7.01 
France 80.8.0 I 
Germany 80.9.01 
India 80.4.0 I 
Italy 80.10.0 I 
Japan 80.5.01-80.5.04 
overview 73.16 
United States 80.6.01-80.6.03 

United Kingdom 
agricultural chemicals 80.12.01 
comparison with other rights 74.12.01,74.12.02 
generic companies 79.12.01 
innovator companies 78.12.01 

medical devices 80.12.0I 
new chemical entity 75.12.01 

United States 
agricultural chemicals 80.6.01 
combination drugs 75.6.06.7 
comparison with other rights· ~ 

drug, meaning of 75.6.03-75, 
extensions ofpatent term 74.f 
generic companies 79.6.01-~ 

innovator companies 78.6.01
interim patent term extensions 
medical devices 80.6.01-80.6 
new chemical entity 75.6.01
old antibiotics 75.6.11-75.6. 
orphan drugs 76.6.10-76.6.3 
pediatric exclusivity 76.6.07": 
single enantiomers of previoUS! 

racemates 75.6.08-75.6. 
term ofpatents 74.6.04 
three-year exclusivity 76.6.01· 

data exclusivity periods for pharma 
Australia 

new chemical entity 75.1.01
other periods 76.1.01 

Canada 
new chemical entity 75.2.01
other periods 76.2.01-76.2.0 

China 
new chemical entity 75.3.01 
other periods 76.3.01 

Europe 
orphan medical products 76.: 
other periods 76.7.01-76.7.1 
pediarric use 76.7.11-76.7.1: 

France 
new chemical entity 75.8.01 
other periods 76.8.01 

Germany 
new chemical entity 75.9.01 
other periods 76.9.01 

India 
new chemical entity 75.4.01 
other periods 76.4.0 I 

Italy 
new chemical entity 75.10.0 
orher periods 76.1 0.0 I 

Japan 
new chemical entity 75.5.01 
other periods 76.5.01 

Netherlands 
new chemical entity 75.11.0 
other periods 76.11.01-76.1 

new chemical entity 
Australia 75.1.01-75.1.05 
Canada 75.2.01-75.2.10 
China 75.3.01 
Europe 75.7.01-75.7.03 
France 75.8.0 I 
Germany 75.9.01 
India 75.4.01 
Italy 75.10.01-75.10.07 
Japan 75.5.01 



Index 

medical devices 80.12.01
 
newchemicalentity 75.12.01
 

United States 
agticultural chemicals 80.6.01-80.6.03 
combination drugs 75.6.06,75.6.07 
compatison with othet tights 74.6.01-74.6.13 
drug, meaning of 75.6.03-75.6.05 
extensions ofpatent tetm 74.6.05-74.6.09 
genetic companies 79.6.01-79.6.07 
innovatot companies 78.6.01-78.6.09 
intetim patent tetm extensions 74.6.10-74.6.13 
medical devices 80.6.01-80.6.03 
new chemical entity 75.6.01-75.6.14 
old antibiotics 75.6.11-75.6.14 
orphan drugs 76.6.10-76.6.35 
pediatric exclusivity 76.6.07-76.6.09 
single enantiomets ofpteviously apptoved 

tacemates 75.6.08-75.6.10 
tetm ofpatents 74.6.04 
thtee-yeat exclusivity 76.6.01-76.6.06 

data exclusivity periods for pharmaceuticals 
Australia
 

new chemical entity 75.1.01-75.1.05
 
othet periods 76.1.01
 

Canada
 
new chemical entity 75.2.01-75.2.10
 
othet petiods 76.2.01-76.2.06
 

China
 
new chemical entity 75.3.01
 
othet periods 76.3.01
 

Europe
 
otphan medical products 76.7.14-76.7.17
 
othetperiods 76.7.01-76.7.17
 
pediattic use 76.7.11-76.7.13
 

Ftance
 
newchemicalentity 75.8.01
 
othet periods 76.8.01
 

Getmany
 
new chemical entity 75.9.01
 
othet petiods 76.9.01
 

India
 
new chemical entity 75.4.01
 
othet petiods 76.4.01
 

Italy
 
new chemical entity 75.10.01-75.10.07
 
othet periods 76.10.01
 

Japan
 
new chemical entity 75.5.01
 
othet periods 76.5.01
 

Netherlands
 
new chemical entity 75.11.01-75.11.04
 
othetpetiods 76.11.01-76.11.03
 

new chemical entity
 
Austtalia 75.1.01-75.1.05
 
Canada 75.2.01-75.2.10
 
China 75.3.01
 
Eutope 75.7.01-75.7.03
 
Ftance 75.8.01
 
Getmany 75.9.01
 
India 75.4.01
 
Italy 75.10.01-75.10.07
 
Japan 75.5.01
 

Netherlands 75.11.01-75.11.04 
overview 73.05 
United Kingdom 75.12.01 
United States 75.6.01-75.6.14 

othet periods 
Australia 76.1.01 
Canada 76.2.01-76.2.06 
China 76.3.01 
Europe 76.7.01-76.7.17 
Ftance 76.8.01 
Getmany 76.9.01 
India 76.4.01 
Italy 76.10.01 
Japan 76.5.01 
Nethetlands 76.11.01-76.11.03 
overview 73.06 
United Kingdom 76.12.01 
United States 76.6.01-76.6.35 

United Kingdom
 
new chemical entity 75.12.01
 
othet petiods 76.12.01
 

United States 
combination drugs 75.6.06,75.6.07 
drug, meaning of 75.6.03-75.6.05 
new chemical entity 75.6.01-75.6.14 
old antibiotics 75.6.11-75.6.14 
otphan drugs 76.6.10-76.6.35 
othet petiods 76.6.01-76.6.35 
pediattic exclusivity 76.6.07-76.6.09 
single enantiomets ofpteviously approved 

tacemates 75.6.08-75.6.10
 
thtee-yeat exclusivity 76.6.01-76.6.05
 

data exclusivity strategies for generic companies
 
agticultural chemicals 

overview 73.16
 
Australia 79.1.01-79.1.17
 
Canada 79.2.01-79.2.63
 
China 79.3.01
 
Europe 79.7.01-79.7.06
 
Ftance 79.8.01
 
Getmany 79.9.01
 
India 79.4.01
 
Italy 79.10.01-79.10.08
 
Japan 79.5.01, 79.5.02
 
medical devices
 

overview 73.16
 
Netherlands 79.11.01-79.11.04
 
overview 73.13-73.15
 
United Kingdom 79.12.01
 
Un;ted States 79.6.01-79.6.07
 

data exclusivity strategies for innovator companies 
Austtalia 78.1.01-78.1.04 
Canada 78.2.01-78.2.46 
China 78.3.01-78.3.03 
Europe 78.7.01-78.7.10 

btand companies 78.7.01-78.7.10 
Ftance 78.8.01, 79.8.01 
Getmany 78.9.01 
India 78.4.01 
Italy 78.1.01-78.1.11 
Japan 78.5.01 
Netherlands 78.11.01 
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data exclusivity strategies for innovator 
companies (cont.) 

overview 73.09-73.12 
Unired Kingdom 78.12.0 I 
United States 78.6.01, 78.6.01-78.6.09 

authorized generics 78.6.05-78.6.07 
citizen positions 78.6.08,78.6.09 
discontinued labelling 78.6.04 
follow-on products 78.6.02,78.6.03 

dates see priority dates 
declarations ofnon-infringement see 

non-infringement declarations 
declarations ofvalidity 

Australia 41.1.01--41.1.04 
Canada 41.2.01--41.2.04 
China 41.3.01 
Europe 41.7.01 
France 41.8.01--41.8.07 
Germany 41.9.01 
India 41.4.01 
Italy 41.10.01 
Japan 41.5.01 
Netherlands 41.11.0 I 
overview 36.16, 36.17 
United Kingdom 41.12.01,41.12.02 
United States 41.6.01 

declaratory judgments 
Australia 60. 1.01--{50. 1.07 
Canada 60.2.18--{50.2.20 
China 60.3.03 
Europe 60.7.01 
France 60.8.06 
Germany 60.9.07--{50.9.11 
India 60.4.01-60.4.07 
Italy 60.10.01, 60.10.02 
Japan 60.5.02,60.5.03 
Netherlands 60.11.01,60.11.02 
overview 55.28-55.34 
United States 60.6.06-60.6.12,60.7.01 

dedication to the public 
Canada 16.2.15,16.2.16 

defences to infringement 
Australia 

Bolarexemption 52.1.01-52.1.04 
exhaustion of rights 54.1.01-54.1.09 
experimental use 51.1.01-51.1.05 
non-infringement declarations 53.1.01-53.1.08 
parallel importing 54.1.01-54.1.09 
priorsecretuse 50.1.01-50.1.10 

Bolar exemption 
Australia 52.1.01-52.1.04 
Canada 52.3.0 I 
Europe 52.7.01-52.7.13 
France 52.8.01-52.8.05 
Germany 52.9.01,52.9.02 
India 52.4.01 
Italy 52.10.01-52.10.06 
Japan 52.5.01 
Netherlands 52.11.01, 52.11.02 
overview 49.04 
United Kingdom 52.12.01-52.12.09 
UnitedSrares 52.6.01-52.6.16 
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Canada 
Bolar exemption 52.3.0 I 
exhaustion of rights 54.2.01-54.2.11 
experimental use 51.2.01-51.2.06 
non-infringement declarations 53.2.01-53.2.08 
parallel importing 54.2.01-54.2.11 
priorsecretuse 50.2.01-50.2.12 

China 
exhaustion of rights 54.3.0 I 
experimental use 51.3.0 I 
non-infringement declarations 53.3.01-53.3.03 
parallel importing 54.3.01 
prior secret use 50.3.01 

Europe 
Bolar exemption 52.7.01-52.7.13 
exhaustion of rights 54.7.01-54.7.28 
experimental use 51.7.01 
non-infringement declarations 53.7.0 I 
parallel importing 54.7.01-54.7.28 
prior secret use 50.7.01 

exhaustion of rights 
Australia 54.1.01-54.1.09 
Canada 54.2.01-54.2.11 
China 54.3.01 
Europe 54.7.01-54.7.28 
France 54.8.01-54.8.13 
Germany 54.9.01-54.9.07 
India 54.4.0 I, 54.4.02 
Italy 54.10.0 I 
Japan 54.5.01-54.5.11 
Netherlands 54.11.0 I, 54.11.02 
overview 49.06 
United Kingdom 54.12.01-54.12.07 

experimental use 
Australia 51.1.01-51.1.05 
Canada 51.2.01-51.2.06 
China 51.3.01 
Europe 51.7.01 
France 51.8.01-51.8.18 
Germany 51.9.01-51.9.06 
India 51.4.01,51.04.02 
Italy 51.10.01-51.10.07 
Japan 51.5.01-51.5.08 
Netherlands 51.11.01-51.11.08 
overview 49.03 
United Kingdom 51.12.01-51.12.13 
United States 51.6.01-51.6.03 

France 
Bolar exemption 52.8.01-52.8.05 
exhaustion of rights 54.8.01-54.8.13 
experimental use 51.8.01-51.8.18 
non-infringement declarations 53.8.01-53.8.16 
parallel importing 54.8.01-54.8.13 
prior secret use 50.8.01-50.8.14 

Germany 
Bolar exemption 52.9.01,52.9.02 
exhaustion of rights 54.9.01-54.9.07 
experimental use 51.9.0 1-51.9.06 
non-infringement 

declarations 53.9.01-53.9.11
 
parallel importing 54.9.01-54.9.07
 
prior secret use 50.9.01-50.9.06
 

India 
Bolar exemption 52.4.oI 
exhaustion of rights 54.4.01, 
experimental use 51.4.01,51. 
non-infringement declaratioru 
parallel importing 54.4.01,5
prior secret use 50.4.01-50.4 

Italy 
Bolar exemption 52.10.01-5: 
exhaustion of tights 54.10.01 
experimental use 51.10.01-5 
non-infringement 

declarations 53.10.01-5 
parallel importing 54.10.01 
prior secret use 50.10.01-50. 

Japan 
Bolar exemption 52.5.01 
exhaustion ofrights 54.5.01
experimental use 51.5.oI-51 
non-infringement declaration 
parallel importing 54.5.01-5 
prior secret use 50.5.01-50.5 

Netherlands 
Bolar exemption 52.11.01,5 
experimental use 51.11.01-5 
non-infringement 

declarations 53.11.01-: 
parallel importing 54.11.01, 
prior secret use 50.11.01-50 

non-infringement declarations 
Australia 53.1.01-53.1.08 
Canada 53.2.01-53.2.08 
China 53.3.01-53.3.03 
Europe 53.7.01 
France 53.8.01-53.8.16 
Germany 53.9.01-53.9.11 
India 53.4.01-53.4.08 
Italy 53.10.01-53.10.07 
Japan 53.5.01-53.5.11 
Netherlands 53.11.01-53.1 
overview 49.05 
United Kingdom 53.12.01
United States 53.6.01 

overview 49.01--49.06 
parallel importing 

Australia 54.1.01-54.1.09 
Canada 54.2.01-54.2.11 
China 54.3.01 
Europe 54.7.01-54.7.28 
France 54.8.01-54.8.13 
Germany 54.9.01-54.9.07 
India 54.4.01,54.4.02 
Italy 54.10.01 
Japan 54.5.01-54.5.11 
Netherlands 54.11.0I, 54.1 
overview 49.06 
United Kingdom 54.12.01· 
United States 54.6.01-54.6 

prior secret use 
Australia 50.1.01-50.1.10 
Canada 50.2.01-50.2.12 
China 50.3.01 
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India 
Bolar exemption 52.4.0 I 
exhaustion of righrs 54.4.01,54.4.02 
experimental use 51.4.0 I, 51.04.02 
non-infringement declarations 53.4.0 I-53.4.08 
parallel importing 54.4.01,54.4.02 
prior secret use 50.4.01-50.4.06 

Italy 
Bolar exemption 52.10.01-52.10.06 
exhaustion of rights 54.10.01 
experimental use 51.1 0.0 1-51.10.07 
non-infringement 

declarations 53.10.01-53.10.07
 
parallel importing 54.10.01
 
prior secret use 50.10.01-50.10.07
 

Japan 
Bolarexemption 52.5.01 
exhaustion of rights 54.5.01-54.5.11 
experimental use 51.5.01-51.5.08 
non-infringement declarations 53.5.01-53.5. I I 
parallel importing 54.5.01-54.5.11 
prior secret use 50.5.01-50.5.07 

Netherlands 
Bolarexemption 52.11.01,52.11.02 
experimental use 51.11.01-51.11.08 
non-infringement 

declarations 53.11.01-53.11.10
 
parallel importing 54.11.01, 54.11.02
 
priorsecretuse 50.11.01-50.11.06
 

non-infringement declarations 
Australia 53.1.01-53.1.08 
Canada 53.2.01-53.2.08 
China 53.3.01-53.3.03 
Europe 53.7.01 
France 53.8.01-53.8.16 
Germany 53.9.01-53.9.11 
India 53.4.01-53.4.08 
Italy 53.10.01-53.10.07 
Japan 53.5.01-53.5.1I 
Netherlands 53.11.01-53.11.10 
overview 49.05 
United Kingdom 53.12.01-53.12.12 
United States 53.6.01 

overview 49.01--49.06 
parallel importing 

Australia 54.1.01-54.1.09 
Canada 54.2.01-54.2.1I 
China 54.3.01 
Europe 54.7.01-54.7.28 
France 54.8.01-54.8.13 
Germany 54.9.01-54.9.07 
India 54.4.0 I, 54.4.02 
Italy 54.10.01 
Japan 54.5.01-54.5.1I 
Netherlands 54.11.0 I, 54.1 1.02 
overview 49.06 
United Kingdom 54.12.01-54.12.07 
United States 54.6.0I-54.6.1I 

prior secret use 

Australia 50.1.01-50.1.10
 
Canada 50.2.01-50.2.12
 
China 50.3.01
 

Europe 50.7.01 
France 50.8.01-50.8.14 
Germany 50.9.01-50.9.06 
India 50.4.01-50.4.06 
Italy 50.10.01-50.10.07 
Japan 50.5.01-50.5.07 
Netherlands 50.11.01-50.11.06 
overview 49.02 
United Kingdom 50.12.01-50.12.12 
United States 50.6.01-50.6.04 

United Kingdom 
Bolarexemption 52.12.01-52.12.09 
exhaustion of rights 54.12.01-54.12.07 
experimental use 51.12.01-51.12.13 
non-infringement declarations 53.12.0 I-53.12.12 
parallel importing 54.12.01-54.12.07 
prior secret use 50.12.01-50.12.12 

United States 
Bolar exemption 52.6.01-52.6.16 
experimental use 51.6.01-51.6.03 
non-infringement declarations 53.6.01 
parallel importing 54.6.01-54.6.1I 
prior secret use 50.6.01-50.6.04 

delivery up
 
Australia 47.1.09
 
Canada 47.2.17
 
United Kingdom 47.12.21,47.12.22
 

disclaimers 
Canada 33.2.05-33.2.07,34.2.06,34.2.07, 

35.2.01-35.2.Q7 
interpretation ofpatent claims/specifications 

Europe 4.7.16--4.7.18 
Netherlands 4.11.06 

United States 35.6.04 
disclosure of information to patent offices
 

Australia 14.1.01-14.1.03
 
Canada 14.2.01-14.2.09
 
China 14.3.01-i4.3.04
 
Europe 14.7.01
 
France 14.8.01,14.8.02
 
Germany 14.9.01
 
India 14.4.01-14.4.03
 
Italy 14.10.01
 
Japan 14.5.01-14.5.07
 
Netherlands 14.11.01
 
overview 7.24,7.25
 
United Kingdom 14.12.01, 14.12.02
 
United States 14.6.01-14.6.12
 

disclosure to standard setting organizations
 
Australia 86.01.01-86.1.05
 
Canada 86.2.01-86.2.10
 
China 86.3.01
 
Europe 86.7.01-86.7.14
 
France 86.8.01-86.8.07
 
Germany 86.9.01-86.9.13
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licences 85.7.01,85.7.02
 
licensing
 

competition law 96.7.02,96.7.03
 
overview 96.7.01
 

litigation 57.7.01
 
practicalities 62.7.01
 

loss ofpatent rights 16.7.09-16.7.13
 
medical device regulatory approval
 

CE marking 68.7.34--68.7.40 
classification of medical devices 68.7.25--68.7.29 
clinical investigations 68.7.43-68.7.50 
competent authorities 68.7.06 
conformi ty assessment 

procedures 68.7.34--68.7.40 
essential requirements 68.7.30--68.7.33 
impact ofCommission review 68.7.55--68.7.71 
process ofapproval 68.7.07-68.7.50 
registration of manufacturers 68.7.41.68.7.42 
relevant legislation 68.7.01--68.7.05 
vigilance obligations 68.7.51-68.7.54 

misrepresentation 30.7.01
 
multi-jurisdictional strategy 61.7.01
 
non-infringement declarations 53.7.01
 
non-literal infringement 44.7.01
 
novelty
 

ascertaining differences 21.7.39-21.7.46
 
availability to the public 21.7.12-21.7.17
 
chemical compounds 21.7.49-21.7.56
 
chemical inventions 21.7.47-21.7.62
 
content of relevant prior art 21.7.19-21.7.38
 
distinguishing features 21.7.43-21.7.46
 
European prior rights 21.7.05
 
excluded prior national rights 21.7.07
 
generally 21.7.01
 
non-prejudicial disclosures 21.7.08-21.7.11
 
parameter range selection 21.7.57-21.7.62
 
PCT applications as prior art 21.7.06
 
prior art, definition of 21.7.02-21.7.18
 
proof 21.7.18
 
publication dates 21.7.03,21.7.04
 
selection inventions 21.7.47-21.7.62
 
use, novelty of 21.7.63-21.7.71
 

nullification proceedings 40.7.01 

1120 

opposition proceedings 
amendments 38.7.29-38.7.34 
continued proceedings 38.7.11 
cost 38.7.05 
decision of opposition division 38.7.35,38.7.36 
designation ofopponent 38.7.14 
formal requirements 38.7.12-38.7.28 
generally 38.7.01-38.7.11 
independent procedure 38.7.04 
interest of the opponent 38.7.15-38.7.18 
legal framework ofopposition 38.7.24--38.7.28 
legal transfer 38.7.07-38.7.11 
national patent remains granted 38.7.03 
public prior use 38.7.23 
right to be heard 38.7.06 
substantiation of the grounds of 

opposition 38.7.12-38.7.19 
ownership 

applicant 6.7.01--6.7.03 
enforcement of right to patent 6.7.04--6.7.08 
formal requirements 6.7.09--6.7.13 

PACE request 11.7.03-11.7.05 
parallel importing 54.7.01-54.7.28 
patent term 16.7.01 
patentable subject matter 

biological inventions 19.7.42-19.7.51
 
business methods 19.7.11,19.7.12
 
computer-implemented
 

inventions 19.7.13-19.7.14
 
discoveries 19.7.06
 
exceptions under art.53(c)
 

EPC 19.7.16-19.7.19
 
exclusion under art.52(2)(a)
 

EPC 19.7.06-19.7.08
 
exclusion under art.52(2)(b) EPC 19.7.09
 
exclusion under art. 52(2) (c)
 

EPC 19.7.10-19.7.14 
exclusion under art.52(2)(d) 19.7.15 
lack of technical character 19.7.05 
mathematical methods 19.7.08 
medical methods 19.7.16-19.7.19 
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multi-step methods 19.7.20-19.7.35 
overview 19.7.01,19.7.02 
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plants 19.7.39-19.7.41 
public order, inventions 

contrary to 19.7.36-19.7.38 
technical nature ofinvention 19.7.03,19.7.04 

pharmaceutical regulatory approval 
applications under Art.l0 of 

Ditective 2001/83 66.7.17--66.7.28
 
arbitration procedure 66.7.09, 66.7.10
 
centralized procedure 66.7.11--66.7.15
 
decentralized
 

procedure 66.7.03,66.7.06--66.7.08 
mutual recognition procedure 66.7.03--66.7.05 
national route 66.7.02 
new combinations 66.7.29-66.7.32 
overview 66.7.01 
particulars for marketing authorization 66.7.16 

plant breeders' rights 
common catalogue requiremel 
Community Plant Variety 

Rights 91.7.02-91.7.06 
exemptions 91.7.07 
national systems 91.7.08-91: 
patents 91.7.01 

practicalities oflitigation 62.7.0 
preliminary injunctions 58.7.01 
prior secret use 50.7.01 
priority dates 

copy of previous application 2 
declaration ofpriority 20.7.11 
first application in Paris ConY! 

country 20.7.32,20.7.3' 
formal requirements 20.7.03
loss ofpriority right 20.7.34.: 
multiple priorities 20.7.~21 

Paris Convention 20.7.01,20 
partial priorities 20.7.~20.; 

previous application 20.7.03
translation 20.7.14 
validity ofpriority right 20.7. 

procedure from filing to grant .J( 

prosecution strategies 12.7.01-1 
re-establishment of rights 

further processing 16.7.14--14 
restitutio in integrum 16.7.17

re-examination 39.7.01 
regulatory bodies 65.7.08,65.7,' 

65.7.18,65.7.19 
regulatory legislation 

agricultural chemicals 65.7.l~ 

Community Code 65.7.01-6 
medical devices 65.7.10-65.7 
Regulation 726/2004 65.7.05 
Regulation 1394/2007 65.7.C 

remedies for infringement 47.7.1 
restrictions 48.7.01 

renewal fees 16.7.02-16.7.05,1, 
renunciation of rights 16.7.30-1 
research and development collabc 

competition law 94.7.18-94: 
confidentiality 94.7.12-94.7. 
overview 94.7.01-94.7.04 
ownership of intellectual 

property 94.7.05-94.7.( 
payment 94.7.16 
right to use intellectual 

property 94.7.10,94.7.1 
termination 94.7.17 

restitutio in integrum 16.7.17-14 
revocation 40.7.01 
secretuse 28.7.01 
settlement of litigation 63.7.01 
skiIled addressee 

background 3.7.01 
biotechnology/genetic engi~ 

field 3.7.06-3.7.09 
characteristics 3.7.02-3.7.05 
common general knowledge: 
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patents 91.7.01
 

practicalities oflitigation 62.7.01 
preliminary injunctions 58.7.01 
prior secret use 50.7.01 
prioriry dates 

copy ofprevious application 20.7.12,20.7.13 
declaration ofprioriry 20.7.11 
first application in Paris Convention 

country 20.7.32,20.7.33 
formal requirements 20.7.03-20.7.14 
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translation 20.7.14 
validiry ofprioriry right 20.7.15-20.7.31 

procedure from filing to grant 10.7.01-10.7.09 
prosecution srrategies 12.7.01-12.7.07 
re-establishment ofrights 

further processing 16.7.14-16.7.16 
restitutio in integrum 16.7.17-16.7.29 

re-examination 39.7.01 
regulatory bodies 65.7.08.65.7.09,65.7.13, 

65.7.18.65.7.19 
regulatory legislation 

agricultural chemicals 65.7.14-65.7.17 
Communiry Code 65.7.01---{)5.7.04 
medical devices 65.7.1Q---{)5.7.12 
Regulation 72612004 65.7.05,65.7.06 
Regulation 139412007 65.7.07 

remedies for infringement 47.7.01 
restrictions 48.7.01 

renewal fees 16.7.02-16.7.05,16.7.07,16.7.08 
renunciation ofrights 16.7.30-16.7.40 
research and development collaboration 

competition law 94.7.18-94.7.21
 
confidentialiry 94.7.12-94.7.15
 
overview 94.7.01-94.7.04
 
ownership of intellectual
 

properry 94.7.05-94.7.09
 
payment 94.7.16
 
right to use intellectual
 

properry 94.7.10,94.7.11
 
termination 94.7.17
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field 3.7.06-3.7.09 
characteristics 3.7.02-3.7.05 
common general knowledge 3.7.14-3.7.16 

neighbouring technical fields 3.7.10-3.7.13 
state of the art 3.7.14-3.7.16 

slow down prosecution 12.7.04-12.7.07 
split trials 59.7.01 
state of the art 3.7.14-3.7.16 
sufficiency 25.7.01-25.7.30 
summary judgments 60.7.01 
supplementary protection certificates 17.7.04. 

17.8.01-17.8.26 
challenging certificate 17.8.20 
duration 17.8.14,17.8.15 
formal requirements 17.8.04-17.8.12 
paediatric extensions 17.8.21-17.8.26 
scope ofprotection 17.8.16-17.8.19 
timing 17.8.13 

technology transfer 
arrangements 83.7.01-83.7.26 

third parry interventions 37.7.01-37.7.09 
tie-in/tie-out clauses 84.7.01-84.7.10 
timing ofamendment 33.7.01-33.7.06 
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colours 92.7.15,92.7.16 
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of trade 92.7.18 

defences to infringement 92.7.55,92.7.56 
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92.7.13 
harmonization oflaw 92.7.04 
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infringement 92.7.50-92.7.54 
invalidiry 92.7.44-92.7.47 
overview 92.7.01-92.7.03 
parallel imports 92.7.57-92.7.78 
registrabiliry 92.7.05-92.7.08 
revocation 92.7.48,92.7.49 
shapes 92.7.20-92.7.43 
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marks 92.7.14 
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through 92.7.19 
rypes ofexamination 11.7.01-11.7.08 
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comparative advertising 92.7.89. 
92.7.91.92.7.92 

misleading advertising 92.7.89,92.7.90 
overview 92.7.79 
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practices 92.7.80-92.7.88 
unjustified infringement 

proceedings 87.7.01-87.7.07 
utiliry 26.7.01-26.7.03 
written description 25.7.01-25.7.30 

evidence
 
see also discovery; expert evidence
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France 57.8.12,57.8.13
 
Italy 46.10.03
 
Japan 57.5.07-57.5.09
 
Netherlands 57.11.01-57.11.06
 

1121 

~ ~ ~ III
~ III 

..; iii ~ 
III..Jf; r-= 00 

~ 
= 

~ ~ ~M ~ ~~ 00 = ~..Jf; r-= ~iii ~ ~

~
~ 

~ ~ 

~ ~ 



Index 

examination 
Australia 11.1.01-11.1.18 
Canada 11.2.01-11.2.10 
China 11.3.01-11.3.10 
Europe 11.7.01-11.7.08 
France 11.8.01-11.8.12 
Germany 11.9.01-11.9.09 
India 11.4.0 I 
lraly 11.10.0 I 
Japan 11.5.01-11.5.13 
Nerherlands 11.11.01 
overview 7.14--7.18 
United Kingdom 11.12.01,11.12.02 
United States 11.6.01-11.6.09 

exhaustion of rights 
Australia 54.1.01-54.1.09 
Canada 54.2.01-54.2.11 
China 54.3.01 
Europe 54.7.01-54.7.28 
France 54.8.01-54.8.13 
Germany 54.9.01-54.9.07 
India 54.4.01,54.4.02 
Italy 54.10.0 I 
Japan 54.5.01-54.5.11 
Netherlands 54.11.01,54.11.02 
overview 49.06 
United Kingdom 54.12.01-54.12.07 
United States 54.6.01-54.6.11 

experimental use 
Australia 51.1.01-51.1.05 
Canada 51.2.01-51.2.06 
China 51.3.oI 
Europe 51.7.01 
France 51.8.01-51.8.18 
Germany 51.9.01-51.9.06 
India 51.4.0 I, 51.04.02 
Italy 

clinical trials 51.1 0.06, 51.1 0.07 
extemporaneous preparation of 

pharmaceuticals 51.1 0.04, 51.1 0.05 
overview 51.10.01 
private use 51.1 0.02, 51.1 0.03 

Japan 
clinical trials 51.5.06-51.5.08 
generic drugs 51.5.03,51.5.04 
Herbicidecase 51.5.02 
overview 51.5.01 
Pancreatic Diseases Medicament case 51.5.05 

Netherlands 
acts done in seeking marketing 

authorisation 51.11.05-51.11.07 
clinical trials 51.11.08 
exemption 51.11.02-51.11.04 
overview 51.11.01 

overview 49.03 
United Kingdom 

clinical trials 51.12.12 
exemptions 51.12.0 I 
pharmacy use 51.12.13 
private use 51.12.02 
scope of protection 51.12.03-51.12.11 

United States 51.6.01-51.6.03 

expen evidence 
Australia 

interpretation of patent claims/ 
specifications 4.1.05--4.1.08 

Canada 3.2.06 
interpretation ofpatent claims/specifications 4.2.05 

interpretation ofpatent claims/specifications 
Australia 4.1.05--4.1.08 
Canada 4.2.05 

United Kingdom 57.12.29-57.12.31 
United States 57.6.08 

expiry ofpatent
 
Canada 16.2.14
 
Japan 71.5.02-71.5.10
 

extensions of term 
Australia 

application requirements 17.1.25-17.1.28 
calculation of term 17.1.22, 17.1.23 
disclosed in complete 

specification 17.1.08-17.1.10 
five years from first regulatory 

approval date 17.1.21 
grant ofextension 17.1.22, 17.1.23 
per se, pharmaceutical substance 17.1.13-17.1.18 
pharmaceutical substance 17.1.03-17.1.07 
recombinant DNA technology 17.1.19 
register of therapeutic goods 17.1.20 
rights of patentee during extension 17.1.24 
scopeofclaim 17.1.11,17.1.12 
standard pharmaceutical patent 17.1.01,17.1.02 
timing 17.1.25-17.1.28 

Canada 17.2.01-17.2.03
 
China 17.3.01, 17.3.02
 
Europe 17.7.01-17.7.03
 
France 17.9.01
 
Germany 17.10.01
 
India 17.4.01
 
Japan 17.5.02-17.5.20
 
Netherlands 17.12.01-17.12.11
 
overview 15.07-15.10
 
United Kingdom 17.13.01
 
United States
 

agencies responsible 17.6.19-17.6.20 
calculation of extension period 17.6.17, 17.6.18 
delays 17.6.24-17.6.28 
determination of term from face ofpatent 17.6.29 
disclosuredury 17.6.21-17.6.23 
first permitted commercial marketing or 

use limitation 17.6.11-17.6.14 
one extension per patent 17.6.15 
one extension per regulatory review 

period 17.6.16 
regulatory review 17.6.02 
requirements for extension 17.6.03, 17.06.04 
scope ofextension 17.6.08-17.6.10 
rypes of patents that may be 

extended 17.6.05-17.6.07 

fees see renewal fees 
file wrapper esroppel
 

Germany 4.9.15,4.9.16
 
United Kingdom 4.12.17,4.12.18
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Canada 46.2.02--46.2.09 
France 46.8.04 
Japan 46.5.01,46.5.02 
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provisional aurhorizations 69.l 
allowable amendments 34.8.01,: 
amended specifications 35.8.01, 
amendment 

allowable amendments 34.8.0 
amended specifications 35.8.0 
pre-grant amendments 33.8.0: 
principle 33.8.01 

appeals 56.8.02-56.8.04 
applications 13.8.01-13.8.14 
approval ofgeneric drugs 77.8.0] 
assignments 

duties 97.8.06--97.8.13 
nulliry 97.8.14 
overview 97.8.01-97.8.04 
publiciry 97.8.05 
registration 97.8.05 

biological regulatory approval 
basic principles 67.8.01,67.8. 
labile blood products 67.8.03 

Bolar exemption 52.8.01-52.8.0 
case management 57.8.11 
certificates ofaddition 13.8.11-1 
certified patents 77.8.01 
c1ariry 27.8.01-27.8.03 
commercialization strategies 95.1 
competition law 

disclosure to standard setting 
organizations 86.8.01-81 

intellectual property rights as 
exception 82.8.01-82.8. 

licences 85.8.01-85.8.05 
settlement of litigation 88.8.0 
technology transfer 

arrangements 83.8.01-8 
tie-inltie-out clauses 84.8.01
unjustified infringement 

proceedings 87.8.01-87 
compulsory licensing 

dependency licences 99.8.07, 
generally 99.8.01 
non-use 99.8.02-99.8.08 

confidential information 
know-how 90.8.01-90.8.04 
manufacturing trade secrets 9 

court hierarchies 
choice of forum 56.8.07 
competent courts 56.8.01-5E 

data exclusiviry 
comparison with other rights 
generic companies 79.8.01 
innovator companies 78.8.01 
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filing strategies see generic company filing strategies; medical devices 80.8.01 
innovator company strategies 

forum 
Australia 46.1.01,46.1.02 
Canada 46.2.02--46.2.09 
France 46.8.04 
Japan 46.5.01,46.5.02 

France 
agriculrural chemicals regulatory approval
 

basic principles 69.8.01--{)9.8.04
 
provisional authorizations 69.8.05
 

allowable amendments 34.8.01,34.8.02
 
amended specifications 35.8.01, 35.8.02
 
amendment
 

allowable amendments 34.8.01, 34.8.02 
amended specifications 35.8.01,35.8.02 
pre-grant amendments 33.8.02-33.8.06 
principle 33.8.01 

appeals 56.8.02-56.8.04
 
applications 13.8.01-13.8.14
 
approval ofgeneric drugs 77.8.01
 
assignments
 

duties 97.8.06--97.8.13
 
nullity 97.8.14
 
overview 97.8.01-97.8.04
 
publicity 97.8.05
 
registration 97.8.05
 

biological regulatory approval
 
basic principles 67.8.01, 67.8.02
 
labile blood products 67.8.03
 

Bolar exemption 52.8.01-52.8.05 
case management 57.8.11 
certificates ofaddition 13.8.11-13.8.13 
certified patents 77.8.01 
clarity 27.8.01-27.8.03 
commercialization strategies 95.8.01,95.8.02 
competition law 

disclosure to standard setting 
organizations 86.8.01-86.8.07 

intellectual property rights as 
exception 82.8.01-82.8.19 

licences 85.8.01-85.8.05 
settlement oflitigation 88.8.01-88.8.07 
technology transfer 

arrangements 83.8.01-83.8.05 
tie-in/tie-out clauses 84.8.01-84.8.07 
unjustified infringement 

proceedings 87.8.01-87.8.10 
compulsory licensing
 

dependency licences 99.8.07,99.8.08
 
generally 99.8.01
 
non-use 99.8.02-99.8.08
 

confidential information 
know-how 90.8.01-90.8.04 
manufacturing trade secrets 90.8.05-90.8.07 

court hierarchies
 
choice offorum 56.8.07
 
competent courts 56.8.01-56.8.06
 

data exclusivity
 
comparison with other rights 74.8.0.1
 
generic companies 79.8.01
 
innovator companies 78.8.01
 

new chemical entity 75.8.01
 
non-pharmaceuticals 80.8.01
 
other periods 76.8.01
 

data exclusivity strategies for generic 
companies 79.8.01 

data exclusiVity strategies for innovator 
companies 78.8.01, 79.8.01 

declarations ofvalidity 41.8.01,41.8.01--41.8.07 
declaratory judgments 60.8.06 
defences to infringement 

Bolar exemption 52.8.01-52.8.05
 
exhaustion of rights 54.8.01-54.8.13
 
experimental use 51.8.01-51.8.18
 
non-infringement
 

declarations 53.8.01-53.8.16
 
parallel importing 54.8.01-54.8.13
 
prior secret use 50.8.01-50.8.14
 

deferred search 11.8.09-11.8.12 
disclosure of information to patent 

offices 14.8.01,14.8.02 
disclosure to standard setting 

organizations 86.8.01-86.8.07 
discovery 57.8.01-57.8.04 
divisional applications 13.8.05-13.8.10 
drafi:ing bioscience patents 

amendments 8.8.06
 
divisional applications 8.8.07
 
drafi:ing strategies 8.8.05-8.8.12
 
filing strategies 8.8.13-8.8.20
 
format of claim 8.8.08
 
language for filing 8.8.19
 
living matter deposit 8.8.09-8.8.11
 
priority right 8.8.16
 
routes for filing 8.8.17, 8.8.18
 
sequence listings 8.8.12
 
types ofclaims. 8.8.03,8.8.04
 
types ofpatents 8.8.01, 8.8.02
 
unity of invention 8.8.07
 

drafi:ing pharmaceutical patents 9.8.01 
due diligence 98.8.01-98.8.22 
enablement 24.8.01 
entitlement to the invention 31.8.01, 31.8.02 
equivalents doctrine 

background 44.8.01 
examples of infringement 44.8.10--44.8.14 
function must be essential 

element 44.8.06--44.8.08 
importance of the function 44.8.02--44.8.05 
obviousness ofequivalence 44.8.09 

evidence 57.8.12,57.8.13 
examination 11.8.01-11.8.12 
exhaustion of rights 54.8.01-54.8.13 
experimental use 51.8.01-51.8.18 
extensions of term 17.9.01 
forum 46.8.04 
fraud 30.8.01, 30.8.02 
generic company filing strategies 71.8.01, 71.8.02 
genetic modified organisms 72.8.01,72.8.02 
government use or acquisition of 

licences 100.8.11 
grace periods 22.8.01 
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indefiniteness 27.8.01-27.8.03 
indirect infringement 

background 45.8.01 
contributory infringement 45.8.02--45.8.05 
elements ofcontributory 

infringement 45.8.06-45.8.13 
exceptions to contributory 

infringement 45.8.14,45.8.15
 
inequitable conduct 30.8.01,30.8.02
 
infringement proceedings
 

bailiffs 46.8.08 
carrying out seizure order 46.8.13--46.8.16 
choice ofplace ofseizure 46.8.12 
evidence 46.8.05--46.8.12,46.8.17--46.8.19 
expert reports 46.8.17--46.8.19 
experts 46.8.09,46.8.10 
facts 46.8.05,46.8.06 
forum 46.8.04 
jurisdiction 46.8.07 
law enforcement authorities 46.8.11 
standing 46.8.01--46.8.03 

infringing acts 43.8.0 I 
innocent infringement 48.8.01 
innovator company strategies 70.8.0 1,70.8.02 
interlocutory applications 57.8.06-57.8.10 
internal fair basis 24.8.0 I 
interpretation ofpatent claims/specifications 

basic principles 4.8.01--4.8.05 
biotech inventions 4.8.06-4.08.08 
doctrine ofequivalence 4.8.04,4.8.05 
general means, theory of 4.8.04,4.8.05 

inventive step
 
assessment 23.8.04--23.8.06
 
basic principle 23.8.01
 
person skilled in the art 23.8.03
 
state of the art 23.8.02
 

inventorship
 
basic principles 5.8.01,5.8.02
 
moral rights 5.8.03, 5.8.04
 

lapse ofpatent applications 16.8.12-16.8.16 
licences 85.8.01-85.8.05 
licensing 

duties 96.8.09-96.8.17
 
enforceability 96.8.06-96.8.08
 
generally 96.8.0 I
 
nullity 96.8.19
 
requirements 96.8.02-96.8.05
 
termination 96.8.18
 

literal infringement 43.8.02--43.8.08 
litigation 

case management 57.8.11 
discovery 57.8.01-57.8.04 
evidence 57.8.12,57.8.13 
interlocutory applications 57.8.06-57.8.10 
practicalities 62.8.0 1,62.8.02 
subpoenas 57.8.05 
trial 57.8.14 

medical device regulatory 
approval 68.8.01-68.8.03 

misrepresentation 30.8.0 I, 30.8.02 
multi-jurisdictional strategy 61.8.01-61.8.17 

national procedure 72.8.06-72.8.09 
non-infringement declatations 53.8.01-53.8.16 

amicable step 53.8.08-53.8.12 
judicial step 53.8.13-53.8.15 
overview 53.8.01 
proof 53.8.02-56.8.05 
requirements 53.8.07, 56.8.06 
strategy 53.8.16 

non-literal infringement 44.8.01--44.8.14 
novelty 

basic principles 21.8.01-21.8.05 
first medical use 21.8.06-21.8.08 
non-prejudicial disclosures 21.8.03-21.8.05 
second medical use 21.8.06-21.8.08 

nullification proceedings 40.8.01--40.8.18 
opposition proceedings 38.8.0 I 
ownership 

basic principles 6.8.01-6.8.03 
co-ownership 6.8.04,6.8.05 
employee inventions 6.8.06-6.8.09 

parallel importing 54.8.01-54.8.13 
patent term 16.8.01 
patentable subject matter 

biotech inventions 19.8.13-19.8.19 
business methods 19.8.04 
computer programs 19.8.03 
diagnostic methods 19.8.05-19.8.08 
intellectual creations 19.8.02-19.8.04 
plant and animal varieties 19.8.09-19.8.12 
statutory exclusions 19.8.01 
treatment methods 19.8.05-19.8.08 

pharmaceutical regulatory approval 
basic principles 66.8.01-66.8.03 
homeopathic drugs 66.8.07 
national procedure 66.8.04-66.8.06 
temporary authorizations 66.8.08 

plant breeders' rights 
basic principles 91.8.01-91.8.03 
infringement action 91.8.09-91.8.13 
national plant varieties 

certificates 91.8.04--91.8.08 
practicalities oflitigation 62.8.01,62.8.02 
preliminary injunctions 58.8.01-58.8.14 
prior att search 11.8.03-11.8.08 
prior secret use 

background 50.8.01,50.8.02 
evidence of the prior possession 50.8.10 
good faith 50.8.06, 50.8.07 
location of the prior possession 50.8.09 
possession 50.8.03-50.8.05 
scope ofprior possession right 50.8.11-50.8.14 
secrecy of the prior possession 50.8.08 

priority dates 
foreign priority 20.8.02, 20.8.03 
internal priority 20.8.04, 20.8.05 
types ofpriority 20.8.0 I 

procedure from filing to grant 
filing 10.8.01-10.8.04 
formality examination 10.8.07-10.8.09 
grant 10.8.19,10.8.20 
national defence 10.8.05, 10.8.06 
publication 10.8.16-10.8.18 
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search report 10.8.10--10.8.1: 
utility certificates 10.8.21 

prosecution strategies 12.8.01-1 
re-examination 39.8.01 
regulatory bodies 65.8.01,65.8.' 
regulatory legislation 65.8.03, 6~ 

remedies for infringement 
attorneys' fees 47.8.19-47.8.; 
damages 47.8.03-47.8.17 
generally 47.8.01,47.8.02 
good faith 48.8.02-48.8.13 
innocent infringement 48.8.0 
restrictions 48.8.01-48.8.13 
wilful infringement 47.8.18 

renewal fees 16.8.02-16.8.05 
research and development coUabc 

overview 94.8.01,94.8.02 
research programme 94.8.03 
usual clauses 94.8.04-94.8. H 

revocation 
alternative procedures 40.8.1: 
effects of invalidation 40.8.14 
generally 40.8.01-40.8.06 
standing 40.8.07-40.8.11 

secret use 28.8.01,28.8.02 
settlement of litigation 

agreement 63.8.01 
licence agreement 63.8.02 
withdrawal ofcase 63.8.03-6. 

skilled addressee 
disclosure 3.8.12 
inventive step 3.8.12 
level ofskill 3.8.11 
overview 3.8.01-3.8.03 
technical field 3.8.04-3.8.10 

split trials 
infringement/validity splits 5~ 

liability/quantum splits 59.Sol 
Markmanheatings 59.8.01 

subpoenas 57.8.05
 
sufficiency 25.8.01-25.8.06
 
summary judgments 60.8.01~
 

supplementary protection cerrifi,
 
former legislation 17.9.05-17 
practice 17.9.08-17.9.16 
types ofSPC 17.9.02-17.9.0

technology transfer arrangemenll 
third party interventions 37.8.0: 
tie-in/tie-out clauses 84.8.01~ 

timing ofamendment 33.08.01· 
trade marks 

absolute grounds examination 
confusion, risk of 92.8.09-92 
generic drugs 92.8.17-92.8.2 
overview 92.8.01-92.8.04 
pharmaceutical trade mark rna 

authorization 92.8.28--9 
shapes 92.8.06-92.8.08 
word and figurative matks 92 

trial 57.8.14 
unity ofinvention 

appreciation 29.8.04 
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search report 10.8.10-10.8.15 
utility certificates 10.8.21 

prosecution strategies 12.8.01-12.8.05 
re-examination 39.8.01 
regulatoty bodies 65.8.01,65.8.05 
regulatory legislation 65.8.03,65.8.04 
remedies for infringement 

attorneys' fees 47.8.19--47.8.21
 
damages 47.8.03--47.8.17
 
generally 47.8.01, 47.8.02
 
good faith 48.8.02--48.8.13
 
innocent infringement 48.8.01
 
restrictions 48.8.01--48.8.13
 
wilful infringement 47.8.18
 

renewal fees 16.8.02-16.8.05 
research and development collaboration 

overview 94.8.01, 94.8.02 
research programme 94.8.03 
usual clauses 94.8.04-94.8.10 

revocation 
alternative procedures 40.8.12,40.8.13
 
effects of invalidation 40.8.14--40.8.18
 
generally 40.8.01--40.8.06
 
standing 40.8.07--40.8.11
 

secret use 28.8.01,28.8.02 
settlement of litigation 

agreement 63.8.01 
licence agreement 63.8.02 
withdrawal ofcase 63.8.03--63.8.07 

skilled addressee 
disclosure 3.8.12 
inventive step 3.8.12 
level ofskill 3.8.11 
overview 3.8.01-3.8.03 
technical field 3.8.04-3.8.10 

split trials 
infringement/validity splits 59.8.03 
liability/quantum splits 59.8.02 
Markman hearings 59.8.01 

subpoenas 57.8.05 
sufficiency 25.8.01-25.8.06 
summaty judgments 60.8.01--60.8.05 
supplementary protection certificates 13.8.14 

formerlegislation 17.9.05-17.9.07
 
practice 17.9.08-17.9.16
 
types ofSPC 17.9.02-17.9.04
 

technology transfer arrangements 83.8.01-83.8.05 
third party interventions 37.8.01,37.8.02 
tie-in/tie-out clauses 84.8.01-84.8.07 
timing of amendment 33.08.01-33.8.11 
trade marks 

absolute grounds examination 92.8.05-92.8.08 
confusion, risk of 92.8.09-92.8.16 
generic drugs 92.8.17-92.8.27 
overview 92.8.01-92.8.04 
pharmaceutical trade mark marketing 

authorization 92.8.28-92.8.30
 
shapes 92.8.06-92.8.08
 
word and figurative marks 92.8.05
 

trial 57.8.14 
unity of invention 

appreciation 29.8.04 

principle 29.8.01-29.8.03 
unjustified infringement 

proceedings 87.8.01-87.8.10 
utility
 

case law 26.8.03
 
principle 26.8.01,26.8.02
 
treatment methods 26.8.04
 

veterinary medicinal products 72.8.03-72.8.05 
withdrawal ofpatent applications 16.8.06-16.8.11 
written description 25.8.01-25.8.06 

fraud
 
Australia 30.1.01-30.1.04
 
Canada 30.2.01-30.2.14
 
China 30.3.01-30.3.06
 
Europe 30.7.01
 
France 30.8.01, 30.8.02
 
Germany 30.9.01-30.9.03
 
India 30.4.01-30.4.03
 
Italy 30.10.01
 
Japan 30.5.01-30.5.03
 
Netherlands 30.11.01
 
overview 18.41-18.44
 
United Kingdom 30.12.01
 
United States 30.6.01-30.6.21
 

free trade agreements
 
international agreements 2.33
 

full description
 
Australia 25.1.01, 25.02
 
Canada 25.2.01-25.2.15
 
China 25.3.01-25.3.08
 
Europe 25.7.01-25.7.30
 
Germany 25.9.01-25.9.14
 
India 25.4.01-25.4.05
 
Italy 25.10.01-25.10.13
 
Netherlands 25.11.01-25.11.17
 
requirement 18.28-18.33
 
United Kingdom 25.12.01-25.12.26
 
United States 25.6.01-25.6.23
 

generic company filing strategies
 
Australia 71.1.01-71.1.04
 
Canada 71.2.01-71.2.19
 
China 71.3.01
 
Europe 71.7.01
 
France 71.8.01,71.8.02
 
Germany 71.9.01
 
India 71.4.01
 
Italy 71.10.01-71.10.05
 
Japan
 

biosimilars 71.5.14-71.5.16 
expiry ofpatents on corresponding brand 

drug 71.5.02-71.5.10 
expiry ofPMS term 71.5.11, 71.5.12 
follow-on biologics 71.5.14-71.5.16 
indications carve-out 71.5.13 
procedures 71.5.01 

Netherlands 71.11.01
 
United Kingdom 71.12.01
 
United States
 

biowaivers 71.6.02-71.6.04 
inactive ingredient changes 71.6.05-71.6.12 
overview 71.6.01 
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generic drugs 
see also approval ofgeneric drugs 
Germany 

pharmaceurical regularory approval 66.9.07 
Japan 

experimenral use 51.5.03, 51. 5.04 
pharmaceurical regularory approval
 

Germany 66.9.07
 
Unired Srares 66.6.14--66.6.24
 

Un ired Srares
 
pharmaceurical regularory
 

approval 66.6.14--66.6.24
 
genetic modified organisms 

Ausrralia 72.1.01-72.1.16 
China 72.3.01 
Europe 72.7.11-72.7.28 
France 72.8.0 1,72.8.02 
Germany 72.9.01,72.9.02 
India 72.4.01-72.4.05 
Iraly 72.10.01-72.10.29 
Japan 72.5.01,72.5.02 
Nerherlands 72.11.02-72.11.04 
Unired Kingdom 72.12.02,72.12.03 

Germany 
accelerared examination 11.9.08 
agriculrural chemicals regularory 

approval 69.9.01, 69.9.02
 
allowable amendmenrs 34.9.01-34.9.20
 
amended specificarions 35.9.01
 
amendmenr
 

allowable amendmenrs 34.9.01-34.9.20 
amended specifications 35.9.01 
applications 33.9.03-33.9.07 
conflicr between new marrer and exrension 

ofscope ofprorection 34.9.18-34.9.20 
correction ofobvious errors 33.9.02 
exrension ofscope of 

prorecrion 34.9.12-34.9.17 
generally 33.9.01 
new marrer 34.9.02-34.9.11 
parenrs 33.9.08-33.9.11 
reissue applications 35.9.02 
resrriction applicarions 35.9.03-35.9.05 

amendmenrs 
opposirion proceedings 38.9.32-38.9.35 

appeals 56.9.09-56.9.11, 56.9.17. 56.9.18 
applications 

divisional applications 13.9.02 
generally 13.9.01 
supplemenrary parenrs 13.9.03-13.9.05 
supplemenrary prorecrion 

cerrificares 13.9.06-13.9.15 
types 13.9.01-13.9.15
 

approval ofgeneric drugs 77.9.0 I
 
arr
 

skilled addressee 3.9.07.3.9.08 
assignmenrs 

invalidity ofassigned parenr 97.9.09,97.9.10 
overview 97.9.01-97.9.03 
righr deriving from parenr 97.9.08 
right ro granr of patent 97.9.07 
righr ro parenr 97.9.04-97.9.06 

biological regularoryapproval 67.9.01 
Bolar exemption 52.9.01, 52.9.02 
cease and desisr order 47.9.01 
cerrified patenrs 77.9.01 
clarity 27.9.01 
commercialization strategies 95.9.01, 95.9.02 
competition law 

disclosure ro standard setting 
organizations 86.9.01-86.9.13 

inrellecrual property rights as 
exception 82.9.01-82.9.03 

licences 85.9.01,85.9.02 
settlemenr of litigation 88.9.01-88.9.03 
technology transfer arrangemenrs 83.9.01 
tie-in/tie-our clauses 84.9.01-84.9.03 
unjustified infringement 

proceedings 87.9.01-87.9.10 
compulsory licensing 

anritrustlaw 99.9.09-99.9.12 
dependenr invenrions 99.9.06 
generally 99.9.01.99.9.02 
manufacruring of medicinal product for exporr 

ro developing country 99.9.08 
procedure 99.9.07 
public inrerest 99.9.03-99.9.05 

confidential information 
Act Against Unfair Practices 90.9.08-90.9.14 
civil law protection 90.9.15-90.9.24 
criminal law protection 90.9.25,90.9.26 
definition 90.9.02-90.9.07 
overview 90.9.01 

costs 62.9.06--62.9.12 
courr hierarchies
 

appeals 56.9.09-56.9.11
 
complainr against opposition
 

decision 56.9.15.56.9.16 
infringemenr actions 56.9.05-56.9.08 
invalidity proceedings 56.9.19-56.9.25 
opposition proceedings 56.9.12-56.9.14 
separation of infringement and invalidity 

proceedings 56.9.01-56.9.04 
damages 47.9.02--47.9.06 
data exclusivity 

agricultural chemicals 80.9.01 
comparison with orher righrs 74.9.01 
generic companies 79.9.01 
new chemical enrity 75.9.01 
non-pharmaceuricals 80.9.0 I 
orher periods 76.9.01 

dara exclusivity strategies for generic 
companies 79.9.01 

data exclusivity strategies for innovaror 
companies 78.9.01 

declarations ofvalidity 41.9.01 
declararory judgments 60.9.07--60.9.11 
defences to infringement 

Bolarexemption 52.9.01.52.9.02 
exhaustion of rights 54.9.01-54.9.07 
experimental use 51.9.01-51.9.06 
non-infringemenr declarations 53.9.01-53.9.11 
parallel imporring 54.9.01-54.9.07 
prior secret use 50.9.01-50.9.06 
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disclosure of information to pate 
disclosure ro standard setting 

organizations 86.9.01--86.' 
doctrineofequivalence 4.9.11~ 

drafting bioscience patents 
biological patenrs 8.9.16,8.9. 
embryo protection 8.9.14. 8.~ 

European Directive 8.9.01 
human genes, restrictions on 

patenrs for 8.9.09--8.9.1 
strategies 8.9.06-8.9.08 
types ofclaims 8.9.02-8.9.05 
types of patents 8.9.02--8.9.0: 

drafting pharmaceurical patents 
basic principles 9.9.01-9.9.0; 
claims 9.9.35-9.9.37 
dependent claims 9.9.37 
description 9.9.38 
filing strategies 9.9.39-9.9.41 
independent claims 9.9.36 
intermediate products 9.9.10 
one parr claims 9.9.35 
patents 9.9.28 
process claims 9.9.18 
product claims 9.9.05-9.9.01 
product-by.process claims 9.' 
selection inventions 9.9.l1-~ 

two parr claims 9.9.35 
types ofclaims 9.9.04-9.9.25 
types ofIP rights 9.9.26-9.9. 
use claims 9.9.19-9.9.25 
utility models 9.9.29-9.9.34 

due diligence 
collecting information 98.9.~ 

economic infurmation 98.9.1 
encumbrance ofownership 9, 
instruments for invalidation ~ 

overview 98.9.01-98.9.04 
restriction ofuse 98.9.07.98 

enablemenr 24.9.01 
entitlement to the invention 31 
equivalenrs doctrine 

background 44.9.01--44.9.0: 
rationale 44.9.01--44.9.03 
Schneidmesser questions 44.' 
statements of ranges and num 

examination 11.9.01-11.9.09 
exhaustion of rights 54.9.01-5' 
experimental use 51.9.01-51.9 
extensions of term 17.10.01 
file wrapper esroppel 4.9.15.4.' 
fraud 30.9.01-30.9.03 
full description 25.9.01-25.9.1 
generic company filing strategic 
genetic modified organisms 72. 
government use or acquisition 0 

licences 100.9.01-100.9.1 
grace periods 

abusive publication 22.9.02
generally 22.9.01 
international exhibition 22.~ 

urility model 22.9.08-22.9. 
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disclosure of information to patent offices 14.9.01 indefinireness 27.9.01 
disclosure to standard serring indirect infringement 

otganizations 86.9.01-86.9.13 conditions 45.9.03-45.9.05 
doctrine of equivalence 4.9.11-4.9.14 double territorial requirement 45.9.07 
drafting bioscience parents exclusions 45.9.03-45.9.05 

biological patents 8.9.16,8.9.17 knowledge 45.9.08
 
embryo protection 8.9.14,8.9.15 means relating to essential element
 
European Directive 8.9.01 of invention 45.9.06
 
human genes, resttictions on products generally available in the
 

patents for 8.9.09-8.9.13 trade 45.9.09
 
strategies 8.9.06-8.9.08 statutory provisions 45.9.01,45.9.02
 
types ofclaims 8.9.02-8.9.05 inequitable conduct 30.9.01-30.9.03
 
types ofpatents 8.9.02-8.9.05 infringement actions 57.9.01-57.9.18
 

drafting pharmaceutical patents infringement proceedings 
basic principles 9.9.01-9.9.03 information 46.9.11-46.9.13 
claims 9.9.35-9.9.37 pre-trial proceedings 46.9.14-46.9.17 
dependent claims 9.9.37 proceedings 46.9.01-46.9.10 
description 9.9.38 infringing acts 43.9.01-43.9.04 
filingsrraregies 9.9.39-9.9.48 innovator company strategies 70.9.01 
independent claims 9.9.36 internal fair basis 24.9.01 
intermediate products 9.9.10 intetptetation ofpatent claims/specifications 
one part claims 9.9.35 claims, interptetation of 4.9.05-4.9.10 
patents 9.9.28 doctrine ofequivalence 4.9.11-4.9.14 
process claims 9.9.18 file wrapper estoppel 4.9.15,4.9.16 
ptoduct claims 9.9.05-9.9.08 overview 4.9.01-4.9.04 
producr-by-ptocess claims 9.9.09 technical teaching 4.9.05,4.9.06 
selection inventions 9.9.11-9.9.17 invalidity proceedings 62.9.13-62.9.19 
two part claims 9.9.35 inventive step 
types ofclaims 9.9.04-9.9.25 assessment 23.9.02-23.9.05 
types ofIP rights 9.9.26-9.9.34 chemical inventions 23.9.06-23.9.09 
use claims 9.9.19-9.9.25 generally 23.9.01 
utility models 9.9.29-9.9.34 problem-solution approach 23.9.02-23.9.05 

due diligence inventorship 
collecting information 98.9.05,98.9.06 assignment of rights to gtant of patent 5.9.10, 
economic informarion 98.9.13-98.9.18 5.9.11 
encumbrance ofownership 98.9.07,98.9.08 categories of inventors 5.9.02 
instruments for invalidation 98.9.09-98.9.12 Eutopean patent applications 5.9.12 
overview 98.9.01-98.9.04 inventor principle 5.9.01 
restriction of use 98.9.07,98.9.08 joint inventors 5.9.03-5.9.05 

enablement 24.9.01 naming inventor 5.9.06 
entitlement to the invention 31.9.01,31.9.02 unjustified patent application 5.9.07,5.9.08 
equivalents doctrine unjustified registration ofutility model 5.9.09 

background 44.9.01-44.9.03 joint inventors
 
rationale 44.9.01-44.9.03 inventorship 5.9.03-5.9.05
 
Schneidmesser questions 44.9.04-44.9.10 licences 85.9.01,85.9.02
 
statements of ranges and numbers 44.9.11 licensing
 

examination 11.9.01-11.9.09 antitrust law 96.9.07-96.9.09 
exhaustion of rights 54.9.01-54.9.07 infringement 96.9.05,96.9.06 
experimental use 51.9.01-51.9.06 insolvency 96.9.10-96.9.12 
extensions of term 17.10.01 licences 96.9.04 
file wrapper estoppel 4.9.15,4.9.16 overview 96.9.01-96.9.03 
fraud 30.9.01-30.9.03 limitation period 48.9.01-48.9.04 
full description 25.9.01-25.9.14 literal infringement 43.9.05-43.9.08 
generic company filing strategies 71.9.01 litigation 
genetic modified organisms 72.9.01,72.9.02 costs 62.9.06-62.9.12 
government use or acquisition of infringement actions 57.9.01-57.9.18 

licences 100.9.01-100.9.03 practicalities 62.9.01-62.9.19 
grace periods revocation actions 57.9.19-57.9.23 

abusive publication 22.9.02-22.9.04 medical device regulatory 
generally 22.9.01 approval 68.9.01,68.9.02 
international exhibition 22.9.05-22.9.07 misrepresentation 30.9.01-30.9.03 
utility model 22.9.08-22.9.12 multi-jurisdictional strategy 61.9.01-61.9.06 

1127 

~... 
III 

r-1 III~ III
06 ~ III

..D r-: ~ ~iii ~ 
~ ~ ~r-1 ~ 

~ ... ~

~ 
~
 

~
 ~ 

:: 
(Ii) 

:loft 



Index 

Germany (cont.) 
non-infringement declarations
 

formalities 53.9.01-53.9.04
 
international strategy 53.9.09-53.9.11
 
procedure 53.9.05
 
strategy 53.9.06-53.9.08
 

novelty 
ascertaining the difference 21.9.19,21.9.20 
chemical inventions 21.9.21-21.9.27 
content ofprior art 21.9.14-21.9.18 
disclosure 21.9.14-21.9.18 
generally 21.9.01 
prior art 21.9.02-21.9.13 
selection inventions 21.9.21-21.9.27 
use, novelty of 21.9.28-21.9.34 

nullification proceedings 
amendments 40.9.13,40.9.14 
appeals 40.9.21-40.9.23 
applicable grounds 40.9.17,40.9.18 
formal requirements 40.9.09-40.9.12 
generally 40.9.01-40.9.05 
grounds for nullification 40.9.08 
parties 40.9.06,40.9.07 
scope of proceedings 40.9.15,40.9.16 
termination of proceedings 40.9.19,40.9.20 

opposition proceedings
 
amendments 38.9.32-38.9.35
 
appeal 38.9.42-38.9.46
 
fee 38.9.28
 
formal requirements 38.9.27-38.9.31
 
generally 38.9.01-38.9.04
 
grounds for opposition 38.9.12-38.9.26
 
grounds ofopposition 38.9.39,38.9.40
 
identification of opponent 38.9.29
 
legal status ofparties 38.9.03,38.9.04
 
opponent 38.9.05-38.9.11
 
scope ofproceedings 38.9.36-38.9.38
 
substantiation of the grounds
 

ofopposition 38.9.30,38.9.31
 
termination ofproceedings 38.9.41
 
time limit 38.9.28
 

ownership
 
basic principles 6.9.01-6.9.03
 
co-ownership 6.9.04-6.9.06
 
employee inventions 6.9.07-6.9.15
 

parallel importing 54.9.01-54.9.07
 
passing off 92.9.16-92.9.32
 
patent term 16.9.01-16.9.03
 
patentable subject matter
 

aesthetic creations 19.9.11
 
business methods 19.9.13
 
computer-implemented
 

inventions 19.9.14-19.9.15 
definition of invention 19.9.04-19.9.06 
discoveries 19.9.08 
game rules 19.9.12 
human body and elements 19.9.17-19.9.28 
mathematical methods 19.9.10 
medical methods 19.9.35-19.9.41 
mental activity rules and schemes 19.9.12 
morality 19.9.23-19.9.28 
non-statutory subject matter 19.9.07-19.9.16 

overview 19.9.01-19.9.03 
plant and animal varieties 19.9.29-19.9.34 
presentation of information 19.9.16 
public order 19.9.23-19.9.28 
scientific theories 19.9.09 

pharmaceutical regulatory approval 
biologicals 66.9.08 
biosimilar approvals 66.9.07 
decentralized procedure 66.9.06 
generic drugs 66.9.07 
mutual recognition procedure 66.9.06 
national approval 66.9.01-66.9.05 

plant breeders' rights 91.9.01-91.9.10 
practicalities oflitigation 62.9.01-62.9.19 
preliminary injunctions 58.9.01-58.9.15 
prior secret use 

dual court system 50.9.04 
existence ofprior user tight 50.9.01,50.9.02 
illegal usurpation 50.9.05, 50.9.06 
third parties 50.9.03 

ptiotity dates 
domestic priority, claiming 20.9.07-20.9.14 
foreign ptiotity, claiming 20.9.15-20.9.19 
generally 20.9.01 
international ptiotity 20.9.15-20.9.19 
material aspects 20.9.02-20.9.06 
multiple ptiorities 20.9.05,20.9.06 
partial priority 20.9.05,20.9.06 
validity ofpriority claim 20.9.03-20.9.06 

procedure from filing to grant 
documents 10.9.03-10.9.26 
filing ofpatent applications 10.9.01 
grant ofpatent 10.9.32 
language requirements 10.9.02 
obvious bars to patenting 10.9.28-10.9.30 
procedure after filing 10.9.27 
substantive patent examination 10.9.31 

prosecution strategies 12.9.01-12.9.10 
re-examination 39.9.01 
regulatory bodies 65.9.01,65.9.03 

medical devices 65.9.05,65.9.06 
regulatory legislation 

agticultural chemicals 65.9.07 
medicinal products 65.9.02 

reissue applications 35.9.02 
remedies for inftingement 

account ofprofits 47.9.09 
cease and desist order 47.9.01 
compensation for enrichment 47.9.07 
confiscation by customs 47.9.11 
criminallaw 47.9.12 
damages 47.9.02-47.9.06 
destruction 47.9.10 
disclosure of third party involvement 47.9.08 
limitation period 48.9.01-48.9.04 
restrictions 48.9.01-48.9.04 

renewal fees 16.9.04-16.9.07 
request for examination 11.9.01-11.9.04 
research and development collaboration 

confidentiality 94.9.15 
content of rights 94.9.09 
costs 94.9.10-94.9.14 
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generally 94.9.01 
ownership 94.9.02-94.9.08 
revenues 94.9.10-94.9.14 

revocation 40.9.01-40.9.23, 5: 
search request 11.9.05-11.9.0~ 

secret use 28.9.01 
settlement oflitigation 63.9.01 
skilled addressee 

art 3.9.07,3.9.08 
importance 3.9.01-3.9.03 
neighbouting fields ofan 3.\ 
statutory provisions 3.9.04-: 

slowing down prosecution 12.~ 

split ttials 59.9.01-59.9.04 
sufficiency 25.9.01-25.9.14 
summary judgments 60.9.02--t 
supplementary protection 
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technology transfer arrangemen 
third party interventions 37.9.( 
tie-inltie-out clauses 84.9.01-11 
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trade marks 
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exclusive tights 92.9.14 
overview 92.9.01, 92.9.02 
preconditions for protection 
relative grounds fOr refusal of 

protection 92.9.11-92. 
unfair competition 92.9.16--92 
unity of invention 

definition ofunity 29.9.02 
generally 29.9.01 
intermediate products 29.9.( 
overcoming objection 29.9.fl 
plurality ofclaims 29.9.0~2 

unjustified infringement 
proceedings 87.9.01-87.9 

utility 26.9.01,26.9.02 
utility models 9.9.29-9.9.34, 1 
withdtawal ofpatent applicatior 
written desctiption 25.9.01-25 

GMOs see genetic modified orgu 
government use or acquisition of! 

Australia 100.1.01-100.1.03 
Canada 100.2.01-100.2.07 
China 100.3.01 
Europe 100.7.01 
France 100.8.11 
Germany 100.9.01-100.9.03 
India 100.4.01-100.4.08 
Italy 100.10.01-100.10.3 
Japan 100.5.01-100.5.09 
Netherlands 100.11.01 
United Kingdom 100.12.01-11 
United States 100.6.01-100.6.1 

grace periods 
Australia 22.1.01,22.1.02 
Canada 22.2.01-22.2.07 
China 22.3.01-22.3.12 

academidtechnological 
meetings 22.3.08, 22.3 
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importance 3.9.01-3.9.03 
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sufficiency 25.9.01-25.9.14
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trade marks 
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exclusive rights 92.9.14 
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preconditions for protection 92.9.03-92.9.06 
relative grounds for refusal of 

protection 92.9.11-92.9.13
 
unfair competition 92.9.16-92.9.32
 
unity ofinvention
 

definition of unity 29.9.02
 
generally 29.9.01
 
imermediate products 29.9.06
 
overcoming objection 29.9.07-29.9.09
 
plurality ofclaims 29.9.03-29.9.05
 

unjustified infringemem 
proceedings 87.9.01-87.9.10 

utility 26.9.01,26.9.02 
utility models 9.9.29-9.9.34, 11.9.09 
withdrawal ofpatent applications 16.9.08-16.9.11 
written description 25.9.01-25.9.14 

GMOs see genetic modified organisms 
government use or acquisition oflicences 

Australia 100.1.01-100.1.03 
Canada 100.2.01-100.2.07 
China 100.3.01 
Europe 100.7.01 
France 100.8.11 
Germany 100.9.01-100.9.03 
India 100.4.01-100.4.08 
Italy 100.10.01-100.10.3 
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consent 22.3.10-22.3.12 
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evident abuse 22.7.03
 
generally 22.7.01
 
international exhibition 22.7.04
 
time limit 22.7.02
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abusive publication 22.9.02-22.9.04
 
generally 22.9.01
 
international exhibition 22.9.05-22.9.07
 
utility model 22.9.08-22.9.12
 

India 22.4.01,22.4.02
 
Italy 22.10.01-22.10.06
 
Japan
 

benefit ofgtace period 22.5.04
 
generally 22.5.01
 
important issues 22.5.05-22.5.08
 
inventions which can obtain benefit of
 

grace period 22.5.02 
necessary procedures to obtain grace period 22.5.03 

Netherlands 22.11.01-22.11.04 
overview 18.18,18.19 
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United States 22.6.01-22.6.04 
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hearsay evidence 
Japan 57.5.07-57.5.09 
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India 19.4.08 

human beings 
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drafting bioscience patems 8.2.12 
drafting bioscience patents
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Canada 8.2.12
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United States 72.6.21-72.6.24 

indefiniteness 
Australia 27.1.01-27.1.04 
Canada 27.2.01-27.2.11 
China 27.3.01-27.3.05 
Europe 27.7.01-27.7.18 
France 27.8.01-27.8.03 
Germany 27.9.01 
India 27.4.01-27.4.03 
Italy 27.10.01 
Japan 27.5.01-27.5.07 
Netherlands 27.11.01-27.11.05 
overview 18.36,18.37 
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United States 4.6.25,27.6.01-27.6.08 
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accoumofprofits 47.4.11,47.4.12 
agricultural chemicals regulatory 

approval 69.4.01-69.4.03
 
agricultural methods 19.4.08
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amendedspecificarions 35.4.01,35.4.02 
amendmenr
 

allowable amendmenrs 34.4.01-34.4.05
 
amended specifications 35.4.01,35.4.02
 
certificates ofcorrection 35.4.04
 
reissue applications 35.4.03
 
timing 33.4.01-33.4.06
 

appeals 56.4.11 
applications
 

addition, patenrs of 13.4.15-13.4.19
 
appropriate office 13.4.09
 
conrroller's powet to make otdets respecting
 

division 13.4.20,13.4.21
 
Convention application 13.4.04-13.4.07
 
designating and/ot electing
 

India 13.4.11,13.4.12 
filing of priotity document 13.4.13 
otdinaty applications 13.4.03 
PCT international application 13.4.08 
PCT national phase application 13.4.14 
procedute 13.4.10 
tetms of patent ofaddition 13.4.16, 13.4.17 
types 13.4.01 
validity of patents ofaddition 13.4.18, 13.4.19 
whocanapply 13.4.02 

approval ofgeneric dtugs 77.4.01
 
assignmenrs 97.4.01-97.4.04
 
biodiversity 72.4.06
 
biological regularoty approval 67.4.01~7.4.03
 

Bolar exemption 52.4.01
 
certificates ofcorrection 35.4.04
 
certified patents 77.4.01
 
clarity 27.4.01-27.4.03
 
colourable variation 44.4.06,44.4.07
 
commercialization strategies 95.4.01-95.4.06
 
competition law
 

disclosure to standard serting
 
organizations 86.4.01
 

inrellectual property rights as
 
exception 82.4.01-82.4.04 

licences 85.4.01 
technology rransfer arrangements 83.4.01,83.4.02 
tie-in/tie-out clauses 84.4.01,84.4.02 
unjustified infringement proceedings 87.4.01 

compulsoty licensing
 
applications 99.4.03-99.4.05
 
conditions 99.4.08,99.4.09
 
generally 99.4.01,99.4.02
 
gtanr oflicence 99.4.06
 
non-working patenrs 99.4.07
 
procedure for application 99.4.07
 
terms of licence 99.4.08,99.4.09
 

confidenrial information
 
legislation 90.4.05,90.4.06
 
overview 90.4.01
 
trade secrets 90.4.02-90.4.04
 

conrributory infringemenr 45.4.02--45.5.04
 
costs 47.4.14
 
court hierarchies 56.4.01-56.4.14
 
damages 47.4.09,47.4.10
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data exclusivity 
comparison with othet tights 74.4.01-74.4.03 
generic companies 79.4.0 I 
innovatot companies 78.4.01 
medical devices 80.4.0 I 
new chemical enrity 75.4.01 
othet petiods 76.4.01 

data exclusivity strategies fot genetic companies 79.4.01 
data exclusivity sttategies fot innovatot 

companies 78.4.01 
declarations ofvalidity 41.4.0 I 
declaratory judgments 60.4.01~0.4.07 

defences to infringement 
Bolar exemption 52.4.01 
exhaustion of rights 54.4.01, 54.4.02 
experimental use 51.4.01,51.04.02 
non-infringement declarations 53.4.01-53.4.08 
parallel importing 54.4.01,54.4.02 
prior secret use 50.4.01-50.4.06 

disclosure of information to patenr 
offices 14.4.01-14.4.03 

disclosure to standard setting organizations 86.4.01 
discovery 57.4.01-57.4.15 
drafting bioscience patents 

microorganisms 8.4.02
 
second medical use claims 8.4.04
 
sequence listings 8.4.03
 

drafting pharmaceutical patents 9.4.01-9.4.04 
due diligence 98.4.01-98.4.05 
enablemenr 24.4.01 
entitlemenr to the invention 31.4.01-31.4.04 
equivalenrs doctrine 44.4.03--44.4.05 
examination 11.4.01 
exhaustion ofrights 54.4.01,54.4.02 
experimenral use 51.4.01,51.04.02 
extensions of term 17.4.01 
fees 62.4.01~2.4.04 

fraud 30.4.01-30.4.03 
full description 25.4.01-25.4.05 
genetic company filing strategies 71.4.01 
genetic modified otganisms 72.4.01-72.4.05 
government use Ot acquisirion of 

licences 100.4.01-100.4.08 
gtace periods 22.4.01,22.4.02 
horticultutal methods 19.4.08 
indefiniteness 27.4.01-27.4.03 
inditect infringement 45.4.01--45.4.05 
inducemenr to infringe 45.4.05 
inequitable conduct 30.4.01-30.4.03 
infringement proceedings 

butden ofproof 46.4.06,46.4.07
 
defendants 46.4.05
 
genetally 46.4.01
 
jutisdiction 46.4.02,46.4.03
 
parties 46.4.04
 

infringing acts 43.4.01--43.4.12 
injunctions 47.4.03,47.4.04 
innovator company sttategies 70.4.01 
inrernal fair basis 24.4.01 
inrerpretation ofpatenr claims/specifications 

abstract 4.4.17--4.4.21 

advantages of the invention 4, 
background 4.4.01, 4.4.02 
clarity ofclaims 4.4.03 
field of invention 4.4.15 
patenr specification 4.4.08-4, 
principles ofconsttuction 4.4 
provisional specifications 4.4. 
statement of invention 4.4.1E 
structure ofclaims 4.4.05--4.' 
title ofspecification 4.4.14 

inventive step 23.4.01-23.4.06 
inventorship 5.4.01-5.4.13 
lapse ofpatent applications 16.4 
licences 85.4.01 
licensing 96.4.01-96.4.06 

assignment 96.4.05 
exclusive licences 96.4.01 
implied licence 96.4.03 
infringement proceedings 96. 
limitations 96.4.04 
royalties 96.4.06 
sole licences 96.4.01 

literal infringement 43.4.11,43 
litigarion 57.4.01-57.4.15 
living organisms 19.4.02 
medical device data exclusivity ~ 

medical device tegulatotyappt01l 
misteptesentation 30.4.01-30.4 
multi-jutisdictional strategy 61. 
non-inftingement declarations ~ 

non-litetal inftingement 44.4.0 
novelty 21.4.01-21.4.05 
opposition ptoceedings 

generally 38.4.01-38.4.04 
post-gtant opposition 38.4.01 
pte-gtant tepresentation 38.4 

ownetship 6.4.01~.4.05 

patallel importing 54.4.01,54.' 
passing off 92.4.08-92.4.14 
patent tetm 16.4.01 
patenrable subject matter 

agricultural methods 19.4.08 
biological processes 19.4.03 
examples 19.4.07 
horticultural methods 19.4.0 
living organisms 19.4.02 
overview 19.4.01 
selection patents 19.4.09 
therapy 19.4.06 
treatment methods 19.4.04, 

pharmaceutical regulatoty 
approval 66.4.01~6.4.09 

pith and marrow doctrine 44.4. 
plant breeders' rights 

benefit sharing 91.4.08 
compulsory licensing 91.4.H 
criminal offence 91.4.09 
infringement 91.4.05-91.4.1 
legislation 91.4.03 
overview 91.4.01,91.4.02 
term ofprotection 91.4.04 
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advantages of the invention 4.4.04
 
background 4.4.01,4.4.02
 
clarity ofclaims 4.4.03
 
field of invention 4.4.15
 
patent specification 4.4.08-4.4.21
 
principles of construction 4.4.22-4.4.30
 
provisional specifications 4.4.02
 
statement ofinvention 4.4.16
 
structure of claims 4.4.05-4.4.07
 
tide ofspecification 4.4.14
 

inventive step 23.4.01-23.4.06 
inventorship 5.4.01-5.4.13 
lapse ofpatent applications 16.4.05-16.4.09 
licences 85.4.01 
licensing 96.4.01-96.4.06 

assignment 96.4.05
 
exclusive licences 96.4.01
 
implied licence 96.4.03
 
infringement proceedings 96.4.02
 
limitations 96.4.04
 
royalties 96.4.06
 
sole licences 96.4.01
 

literal infringement 43.4.11,43.4.12 
litigation 57.4.01-57.4.15 
living organisms 19.4.02 
medical device data exclusivity 80.4.01 
medical device regulatory approval 68.4.01 
misrepresentation 30.4.01-30.4.03 
multi-jurisdictional strategy 61.4.01-61.4.08 
non-infringement declarations 53.4.01-53.4.08 
non-literal infringement 44.4.01-44.4.12 
novelry 21.4.01-21.4.05 
opposition proceedings 

generally 38.4.01-38.4.04
 
post-grant opposition 38.4.06,38.4.08-38.4.17
 
pre-grant representation 38.4.05,38.4.07
 

ownership 6.4.01-6.4.05 
parallel importing 54.4.01, 54.4.02 
passing off 92.4.08-92.4.14 
patent term 16.4.01 
patentable subject matter 

agricultural methods 19.4.08
 
biological processes 19.4.03
 
examples 19.4.07
 
horticultural methods 19.4.08
 
living organisms 19.4.02
 
overview 19.4.01
 
selection patents 19.4.09
 
therapy 19.4.06
 
treatment methods 19.4.04, 19.4.05
 

pharmaceutical regulatoty 
approval 66.4.01-66.4.09 

pith and marrow doctrine 44.4.11,44.4.12 
plant breeders' rights 

benefit sharing 91.4.08
 
compulsoty licensing 91.4.10
 
criminal offence 91.4.09
 
infringement 91.4.05-91.4.07
 
legislation 91.4.03
 
overview 91.4.01,91.4.02
 
tetm ofprotection 91.4.04
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preliminary injunctions 58.4.01,58.4.02 
prior secret use 50.4.01-50.4.06 
priority dates 20.4.01-20.4.03 
procedure from filing to grant 

examination ofapplication 10.4.04
 
filing ofapplication 10.4.01
 
grant ofpatent 10.4.07
 
placing application in order for
 

grant 10.4.05,10.4.06
 
publication ofapplication 10.4.02
 
request for examination 10.4.03
 

prosecution strategies 12.4.01-12.4.05 
re-examination 39.4.01 
regulatory bodies 65.4.01 
reissue applications 35.4.03 
temedies for infringement 

accountofprofits 47.4.11,47.4.12
 
background 47.4.01,47.4.02
 
costs 47.4.14
 
damages 47.4.09,47.4.10
 
injunctions 47.4.03,47.4.04
 
prima facie case 47.4.06-47.4.08
 
restrictions 48.4.01-48.4.03
 
temporaty injunctions 47.4.05
 
wilful infringement 47.4.13
 

renewal fees 16.4.02 
research and development 

collaboration 94.4.01-94.4.04 
revocation 

atomic energy cases 40.4.04 
countetclaim 40.4.06 
generally 40.4.01 
non-working patent 40.4.05 
petition ofcentral government 40.4.02 
procedure 40.4.07-40.4.11 
public interest 40.4.03 

secret use 28.4.01 
selection patents 19.4.09 
settlement oflitigation 63.4.01 
skilled addressee 3.4.01 
split trials 59.4.01 
sufficiency 25.4.01-25.4.05 
summaty judgments 60.4.01--60.4.07 
supplementary protection certificates 17.4.02 
surrender ofpatent 16.4.04 
technology ttansfer arrangements 83.4.01,83.4.02 
third party interventions 37.4.01 
tie-inltie-out clauses 84.4.01, 84.4.02 
timing ofamendment 33.4.01-33.4.06 
trade mark, 

criminal offences 92.4.07
 
overview 92.4.01
 
registered trade marks 92.4.02-92.4.05
 
term ofrrade mark 92.4.06
 
unregistered trade marks 92.4.08-92.4.10
 

unfair competition 92.4.15-92.4.22 
unity of invention 29.4.01-29.4.04 
unjustified infringement proceedings 87.4.01 
utility 26.4.01,26.4.02 
withdrawal ofpatent applications 16.4.03 
wtitten desctiption 25.4.01-25.4.07 
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indirect infringement 
Australia 45.1.01--45.1.11 
Canada 45.2.01--45.2.03 
China 45.3.01, 45.3.02 
Europe 45.7.01, 45.7.02 
France 

background 45.8.01 
contributory infringement 45.8.02--45.8.05 
elements ofcontributory 

infringement 45.8.06--45.8.13
 
exceptions to contributory
 

infringement 45.8.14,45.8.15
 
Germany
 

conditions 45.9.03--45.9.05
 
double territorial requirement 45.9.07
 
exclusions 45.9.03--45.9.05
 
knowledge 45.9.08
 
means relating to essential element of
 

invention 45.9.06 
products generally available in the trade 45.9.09 
statutory provisions 45.9.01,45.9.02 

India 45.4.01--45.4.05
 
Italy
 

liability for contributory
 
infringement 45.10.02,45.10.03
 

prerequisites to establish contributory
 
infringement 45.10.01
 

Japan
 
exceptions 45.5.02--45.5.05
 
generally 45.5.0 I
 
inducement 45.5.06
 

Netherlands
 
background 45.11.0 I
 
cross-border implications 45.11.02
 
means concerning essential part of
 

invention 45.11.03,45.11.04 
pharmaceutical patents 45.11.05
 

overview 42.07--42.11
 
United Kingdom
 

claims limited by use 45.12.14 
inducements to infringe 45.12.15 
joint tortfeasors 45.12.16 
staple commercial product 45.12.10--45.12.13 
statutory provisions 45.12.01--45.12.09 

United States
 
acts in foreign countries 45.6.05
 
contributory infringement 45.6.04
 
inducement 45.6.01--45.6.03
 

inequitable conduct 
Australia 30.1.01-30.1.04 
Canada 30.2.01-30.2.14 
China 30.3.01-30.3.06 
Europe 30.7.01 
France 30.8.01,30.8.02 
Germany 30.9.01-30.9.03 
India 30.4.01-30.4.03 
Italy 30.10.01 
Japan 30.5.01-30.5.03 
Nerherlands 30.11.0 I 
overview 18.41-18.44 
United Kingdom 30.12.0 I 
Unired States 30.6.01-30.6.21 

infringement 
see also defences to infringement; literal 

infringement; equivalents doctrine; indirect 
infringement; infringing acts; infringement 
proceedings; non-literal infringement; 
remedies for infringement 

overview 42.01--42.1.19
 
infringement proceedings 42.12--42.17
 

Australia
 
case management 46.1.08
 
evidence 46.1.09,46.1.10
 
facts 46.1.09,46.1.10
 
forum 46.1.01, 46.1.02
 
onus ofproof 46.1.13
 
plaintiff 46.1.03, 46.1.04
 
pleadings 46.1.05--46.1.07
 
trial 46.1.11, 46.1.12
 

Canada 
defendants 46.2.15,46.2.16 
forum 46.2.02--46.2.09 
generally 46.2.01 
geographic jurisdiction 46.2.10,46.2.11 
onus ofproof 46.2.17,46.2.18 
plaintiffs 46.2.12--46.2.14 
selection ofvenue 46.2.02--46.2.09 

China 46.3.01--46.3.05
 
Europe 46.7.01--46.7.03
 
France
 

bailiffs 46.8.08 
carrying out seizure order 46.8.13--46.8.16 
choice ofplace of seizure 46.8.12 
evidence 46.8.05, 46.8.06, 

46.8.17--46.8.19 
expert reports 46.8.17--46.8.19 
experts 46.8.09,46.8.10 
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disclosure to standard setting 

organizations 86.10.01~ 

dra&ing bioscience patents 
basic principles 8.10.01 
claims 8.10.02,8.10.03 
deposit requirements 8.10.( 
microorganisms 8.10.04-8. 

drafring pharmaceutical patent 
claims 9.10.02,9.10.03 
filing strategies 9.1 0.04 
generally 9.10.01 

due diligence 98.10.01-98.10 
enablement 24.10.01 
entitlement to the invention 3 
equivalents doctrine 

background 44.10.01 
chemical equivalents 44.10. 
inventive idea 44.10.02 
mechanical equivalents 44. 
partial in&ingement 44.10. 
rationale 44.10.01 

evidence 46.10.03 
examination 11.10.01 
exhaustion of rights 54.10.01 
experimental use 

clinical trials 51.10.06,51.: 
extemporaneous preparatiol 

pharmaceuticals 51.11 
overview 51.10.01 
private use 51.10.02, 51.10 
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fraud 30.10.01 
full description 25.10.01-25.10.13 
generic company filing 

srraregies 71.10.01-71.10.05 
genetic modified organisms 72.10.01, 

72.10.01-72.10.29 
indefiniteness 27.10.01 
indirecr infringemenr 

liability for conrributory 
infringemenr 45.10.02,45.10.03 

inequirable conduct 30.10.01 
infringemenr proceedings 

evidence 46.10.03 
Iralian torpedo 46.10.07--46.10.10 
standing 46.10.01, 46.10.02 
strategy 46.10.04--46.10.06 

infringing acrs 43.10.01--43.10.04 
injuncrions 47.10.02--47.10.05 
innocenr infringemenr 48.10.01, 48.10.02 
innovator company straregies 70.10.01-70.10.07 
inrernal fair basis 24.10.01 
inrerpretation of parenr claims/specifications 

characrerizing elements 4.10.05--4.10.08 
role of claims 4.10.01,4.10.02 
specification 4.10.09,4.10.10 
transition 4.10.04 

invenrive srep 23.10.01-23.10.06 
invenrorship 

bad fairh application 5.10.04-5.10.07 
basic principles 5.10.01,5.10.02 
moral rights 5.10.03 

lapse ofpatenr applications 16.10.10-16.10.13 
licences 85.10.01-85.10.03 
licensing 96.10.01-96.10.08 
literal infringemenr 43.10.05,43.10.06 
lirigarion 57.10.01-57.10.09 

practicaliries. 62.10.01, 62.10.02 
medical device regulatory approval 

clinical investigations 68.10.15 
manufacrurer registration process 68.10.09 
overview 68.10.01-68.10.06 
process ofapproval 68.10.07,68.10.08 
vigilance 68.10.10-68.10.14 

misrepresenration 30.10.01 
moral rights 

inventorship 5.10.03 
mulri-jurisdictional strategy 61.10.01,61.10.02 
non-infringemenr declarations 

jurisdiction 53.10.03-53.10.05 
procedure 53.10.01-53.10.02 
strategy 53.10.06,53.10.07 
venue 53.10.03-53.10.05 

novelty 21.10.01-21.10.10 
nullification proceedings 40.10.01--40.10.11 
opposition proceedings 38.10.01 
ownership 

basic rule 6.10.01 
employee invenrions 6.10.02-6.10.09 
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passing off 92.10.27-92.10.29 
parenr rerm 16.10.01 
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Court ofAppeal 56.10.02,56.10.03 
Court ofCassation 56.10.04, 56.10.05 
generally 56.10.01 

damages 47.10.07--47.10.10 
dara exclusivity 

comparison wirh orher rights 74.10.01-74.10.19 
generic companies 79.10.01-79.10.08 
innovator companies 78.10.01-78.10.11 
medicinal products 74.10.02-74.10.13 
new chemical entity 75.10.01-75.10.07 
new indicarion 75.10.02,75.10.03 
non-pharmaceuticals 80.10.01 
orher periods 76.10.01 
reference medicinal producr 75.10.01 
swirching from prescriprion medicine to non

prescription medicine 75.10.04-75.10.07 
data exclusivity srraregies for generic 

companies 79.10.01-79.10.08 
dara exclusivity straregies for innovator 

companies 78.10.01-78.10.11 
declararionsofvalidity 41.10.01 
declaratoty judgmenrs 60.10.01, 60.10.02 
defences to infringemenr 

Bolar exemprion 52.10.01-52.10.06 
exhausrion of rights 54.10.01 
experimental use 51.10.01-51.10.07 
non-infringemenr 

declarations 53.10.01-53.10.07 
parallel importing 54.10.0 I 
prior secret use 50.10.01-50.10.07 

disclosure of informarion to parent offices 14.10.01 
disclosure ro standard setring 

organizations 86.10.01-86.10.04 
drafting bioscience parenrs 

basic principles 8.10.0 I 
claims 8.10.02, 8.10.03 
deposit requiremenrs 8.10.04-8.10.06 
microorganisms 8.10.04-8.10.06 

drafring pharmaceutical parenrs 
claims 9.10.02,9.10.03 
filing srraregies 9.10.04 
generally 9.10.01 

due diligence 98.10.01-98.10.06 
enablemenr 24.10.01 
enritlement to the invenrion 31.10.01-31.10.06 
equivalenrs doctrine 

background 44.10.01 
chemical equivalenrs 44.10.03,44.10.04 
inventive idea 44.10.02 
mechanical equivalenrs 44.10.05--44.10.07 
partial infringemenr 44.10.02 
rationale 44.10.01 

evidence 46.10.03 
examination 11.10.01 
exhaustion of righrs 54.10.01 
experimental use 

clinical trials 51.10.06, 51.1 0.07 
exremporaneous preparation of 

pharmaceuricals 51.1 0.04, 51.51.05 
overview 51.10.01 
privare use 51.10.02,51.10.03 
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Italy (cont.) unfair competition 92.10.27-92.10.29 
patentable subject matter 19.10.01-19.10.09 unityofinvention 29.10.01-29.10.06 
pharmaceutical regulatory unjustified infringement 

approval 66.10.01---Q6.1O.14 proceedings 87.10.01-87.10.04
 
plant breeders' rights 91.10.01-91.10.17 withdrawal ofpatent
 
practicalities of litigation 62.10.0 I, 62.10.02 applications 16.10.03-16.10.09
 
preliminary injunctions 58.10.01-58.10.07 written description 25.10.01-25.10.13
 
prior secret use
 

limitations 50.10.07 Japan 
overview 50.10.01-50.10.03 accelerated examination 11.5.08-11.5.10 
timing 50.10.06 agricultural chemicals regulatory approval 
use of invention 50.10.04 agricultural chemicals 69.5.04-69.5.15 
within its own business 50.10.05 veterinary medicines 69.5.01---Q9.5.03 

priority dates 20.10.01-20.10.07 allowable amendments 34.5.01-34.5.11 
procedure from filing to grant amended specifications 35.5.0 I
 

appeals 10.10.07-10.10.09 amendment
 
opposition 10.10.06 allowable amendments 34.5.01-34.5.11
 
overview 10.10.01-10.10.04 amended specifications 35.5.01
 
public availability of application 10.10.05 appeal 33.5.05
 

prosecution strategies 12.10.0 I appeal against final rejection 33.5.04 
re-examination 39.10.01 final notice of refusal 33.5.03,34.5.03-34.5.06 
regulatory bodies 65.10.14 notice ofgrant 33.5.06-33.5.09, 
regulatory legislation 65.1O.01---Q5.1O.13,65.10.15 34.5.08-34.5.11 
remedies for infringement pendency ofapplication 33.5.01,33.5.02, 

damages 47.10.07-47.10.10 34.5.0 1,34.5.02 
destruction 47.10.06 appeals 56.5.10,56.5.11 
expiration date close 48.10.03 applications 
generally 47.10.01 divisional application 13.5.02-13.5.08 
injunctions 47.10.02-47.10.05 ordinary application 13.5.01 
innocent infringement 48.10.01,48.10.02 approval of generic drugs 77.5.01-77.5.07 
publication of the decision 47.10.11 assignments 
restrictions 48.10.01-48.10.03 assign-back 97.5.10 

renewal fees 16.10.02 employee inventions 97.5.11
 
research and development exclusive licences 97.5.01-97.5.03
 

collaboration 94.10.1-94.10.09 grant-back 97.5.10
 
revocation 40.10.01-40.10.11 joint ownership 97.5.08,97.5.09
 
settlement of litigation 63.10.0 I, 63.10.02 non-exclusive licences 97.5.04-97.5.06
 
skilled addressee right to obtain patents 97.5.07
 

attributes 3.10.05-3.10.07 transfer ofpatent rights 97.5.01-97.5.03 
overview 3.10.01-3.10.04 biodiversity 72.5.03 

splittrials 59.10.01-59.10.04 bioinformatics 19.5.07,19.5.08 
sufficiency 25.10.01-25.10.13 biological regulatory approval 67.5.01-67.5.11 
summary judgments 60.10.0 I, 60.10.2 biological products 67.5.04,67.5.05,67.5.11 
supplementary protection cell/tissue based products 67.5.10 

certificates 17.11.01-17.11.09 specified biological products 67.5.06---Q7.5.09 
technology transfer Bolar exemption 52.5.01 

arrangements 83.10.01-83.10.03 certified patents 77.5.01-77.5.07
 
tie-in/tie-out clauses 84.10.01-84.10.06 clarity 27.5.01-27.5.07
 
timing ofamendment 33.10.01-33.10.03 commercialization strategies 95.5.0 I
 
trade marks competition law
 

absolute grounds for refusal 92.10.07 disclosure to standard setting 
acquiescence 92.10.23 organizations 86.5.01-86.5.07 
distinctiveness 92.10.05,92.10.06 intellectual property rights as 
enforcement 92.10.24-92.10.26 exception 82.5.01-82.5.06 
infringement 92.10.12-92.10.18 licences 85.5.01-85.5.03 
loss of rights 92.10.19,92.10.20 technology transfer 
non-use 92.10.21,92.10.22 arrangements 83.5.01-83.5.10 
overview 92.10.01,92.10.02 tie-in/tie-out clauses 84.5.01-84.5.03 
registrability 92.10.03,92.10.04 unjustified infringement 
relative grounds for refusal 92.10.10, 92.10.11 proceedings 87.5.01-87.5.04 
remedies 92.10.24-92.10.26 compulsory licensing 
shapes 92.10.08, 92.10.09 dependent invention 99.5.13 
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generally 99.5.01 
licences ofrighr 99.5.22-99 
non-working patents 99.5.( 

99.5.02-99.5.05 
public interest 99.5.06-99.~ 

related to patented inventior 
working own patented inven 

confidential information 
access restraint 90.5.07 
contracts 90.5.01 
protective orders 90.5.05, 9 
tort 90.5.02 
trade secrets 90.5.03,90.5.( 

costs 62.5.05 
court hierarchies 

expertise ofjudges 56.5.07, 
Intellectual Property High G 
Osaka District Court 56.5.( 
Supreme Court 56.5.10, 56 
suspension ofenforcement 0 

decisions 56.5.09 
Tokyo District Court 56.5.( 
venue 56.5.02,56.5.03 

damages 47.5.05-47.5.11 
data exclusivity 

comparison with other righc 
generic companies 79.5.01, 
innovator companies 78.5.( 
new chemical entity 75.5.01 
non-pharmaceuticals 80.5.( 
other periods 76.5.0 I 
patent term extension 74.5.' 

data exclusivity strategies for ge 
companies 79.5.01,79.5 

data exclusivity strategies for in 
companies 78.5.01 

declarations ofvalidity 41.5.0] 
declaratory judgments 60.5.m 
defences to infringement 

Bolar exemption 52.5.01 
exhaustion of rights 54.5.01 
experimental use 51.5.01-5 
non-infringement declaratio 
parallel importing 54.5.01
prior secret use 50.5.01-50. 

destruction of infringing article 
disclosure of information to pal 

offices 14.5.01-14.5.Q7 
disclosure to standard serting 

organizations 86.5.01-81 
discovery 57.5.10, 57.5.11 
drafring bioscience patents 8.5 

genes 8.5.03,8.5.04 
proteins 8.5.05-8.5.18 
types ofpatents and claims 

drafring pharmaceutical patent 
basic rules 9.5.01,9.5.02 
description requirements 9. 
human being, method oftee 

diagnosing 9.5.17 
novel crystal forms ofknowr 

compounds 9.5.19,9. 



Index 

generally 99.5.01
 
licences of right 99.5.22-99.5.26
 
non-working patents 99.5.02,99.5.03,
 

99.5.02-99.5.05 
public interest 99.5.06-99.5.12 
related to patented invenrions 99.5.21 
working own patented invention 99.5.14---99.5.20 

confidential information 
access restraint 90.5.07 
contracts 90.5.01 
protective orders 90.5.05,90.5.06 
tort 90.5.02 
trade secrets 90.5.03,90.5.04 

costs 62.5.05 
court hierarchies 

expertise of judges 56.5.07,56.5.08 
Intellectual Property High Court 56.5.04---56.5.06 
Osaka District Court 56.5.0 I 
Supreme Court 56.5.10,56.5.11 
suspension ofenforcement of District COUrt 

decisions 56.5.09
 
Tokyo District Court 56.5.01
 
venue 56.5.02,56.5.03
 

damages 47.5.05--47.5.11 
data exclusivity 

comparison with other rights 74.5.01-74.5.15 
generic companies 79.5.01,79.5.02 
innovator companies 78.5.0 I 
new chemical entity 75.5.01 
non-pharmaceuticals 80.5.01-80.5.04 
other periods 76.5.01 
patent term extension 74.5.08-74.5.15 

data exclusivity strategies for generic 
companies 79.5.01, 79.5.02 

data exclusivity strategies fur innovator 
companies 78.5.01 

declarations ofvalidity 41.5.01 
declaratory judgments 60.5.02,60.5.03 
defences to infringement 

Bolar exemption 52.5.01
 
exhaustion of rights 54.5.01-54.5.11
 
experimental use 51.5.01-51.5.08
 
non-infringement declarations 53.5.01-53.5.11
 
parallel importing 54.5.01-54.5.11
 
prior secret use 50.5.01-50.5.07
 

destruction of infringing articles 47.5.02--47.5.04 
disclosure of information to patent 

offices 14.5.01-14.5.07 
disclosure to standard setting 

organizations 86.5.01-86.5.07 
discovery 57.5.10,57.5.11 
drafting bioscience patents 8.5.01-8.5.18 

genes 8.5.03, 8.5.04
 
proteins 8.5.05-8.5.18
 
types ofpatents and claims 8.5.01,8.5.02
 

drafting pharmaceutical patents 9.5.01-9.5.20 
basic rules 9.5.01,9.5.02 
description requirements 9.5.13-93.5.16 
human being, method of treating or 

diagnosing 9.5.17
 
novel crystal forms ofknown
 

compounds 9.5.19,9.5.20
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prodrugs 9.5.18 
types of pharmaceutical inventions 9.5.03-9.5.12 

due diligence 98.5.01 
enablement 24.5.01-24.5.07 
entitlement to the invention 31.5.01-31.5.03 
equivalents doctrine 44.5.01--44.5.09 
examination 11.5.01-11.5.13 
exhaustion of rights 54.5.01-54.5.11 
experimental use 

clinical trials 51.5.06-51.5.08
 
generic drugs 51.5.03, 51.5.04
 
Herbicidecase 51.5.02 
overview 51.5.01 
Pancreatic Diseases Medicament 

case 51.5.05,51.5.06 
extensions of term 17.5.02-17.5.20 
failure to work patented invention 48.5.06--48.5.08 
forum 46.5.01,46.5.02 
fraud 30.5.01-30.5.03 
generic company filing strategies 

biosimilars 71.5.14---71.5.16
 
expiry of patents on corresponding brand
 

drug 71.5.02-71.5.10
 
expiryofPMS term 71.5.11,71.5.12
 
follow-on biologics 71.5.14---71.5.16
 
indications carve-out 71.5.13
 
procedures 71.5.01
 

genetic modified organisms 72.5.01,72.5.02 
government use or acquisition of 

licences 100.5.01-100.5.09 
grace periods 

benefit ofgrace period 22.5.04 
generally 22.5.01 
important issues 22.5.05-22.5.08 
inventions which can obtain benefit of 

grace period 22.5.02 
necessary procedures to obtain grace period 22.5.03 

hearsay evidence 57.5.07-57.5.09 
indefiniteness 27.5.01-27.5.07 
indirect infringement 

exceptions 45.5.02--45.5.05
 
generally 45.5.01
 
inducement 45.5.06
 

inequitable conduct 30.5.01-30.5.03 
infringement proceedings 57.5.01-57.5.03 

courts 46.5.01, 46.5.02 
filing briefs 46.5.04,46.5.05 
filing complaint 46.5.03 
forum 46.5,01,46.5.02 
presumption of infringement 46.5.13 
production ofdocuments 46.5.08,46.5.09 
separation of issues 46.5.10--46.5.12 
witnesses 46.5.06,46.5.07 

infringing acts 43.5.01--43.5.03 
injunctions 47.5.01 
innovator company strategies 

combos 70.5.07,70.5.08
 
indication carve-out 70.5.11
 
overview 70.5.0 I
 
paediatric indications 70.5.09
 
patent term extension 70.5.02-70.5.06
 
salts/esters 70.5.10
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Japan (cont.) 

internal fair basis 24.5.01-24.5.07 
interprerarion ofpatent claims/specifications 

claims 4.5.02-4.5.12 
functional claims 4.5.26,4.5.27 
generally 4.5.01 
Lipase case 4.5.21,4.5.22 
ordinary meaning 4.5.20 
prior art 4.5.25 
product-by-process claims 4.5.26,4.5.27 
prosecution history 4.5.23,4.5.24 
specification 4.5.13-4.5.16 
technical scope ofpatented invention 4.5.17-4.5.19 

inventive step
 
determination 23.5.04-23.5.23
 
fused cells 23.5.13
 
generally 23.5.Ql-23.5.03
 
genes 23.5.06-23.5.09
 
microorganisms 23.5.15-23.5.19
 
monoclonal antibodies 23.5.14
 
pharmaceutical inventions 23.5.20-23.5.23
 
recombinant vectors 23.5.10
 
transformants 23.5.11,23.5.12
 

inventorship
 
definition of inventor 5.5.09,5.5.10
 
first-to-file system 5.5.01
 
moral right 5.5.04
 
name and address of inventor 5.5.02,5.5.03
 
right to obtain parent 5.5.05-5.5.08
 

lapse ofpatent applications 16.5.05-16.5.07
 
licences 85.5.01-85.5.03
 
licensing 96.5.01-96.5.05
 

assignor estoppels 96.5.05
 
exclusive licence 96.5.01
 
indemniry, patent 96.5.03
 
non-exclusive licence 96.5.02
 
registration ofpatents 96.5.04
 

limitation period 48.5.01
 
literal infringement 43.5.04-43.5.06
 
litigation
 

access restraining 57.5.14 
attorney's fees 62.5.08 
briefs 62.5.06,62.5.07 
costs 62.5.05,62.5.10 
discovery 57.5.10,57.5.11 
expedited proceedings 57.5.17,62.5.01,62.5.02 
hearsay evidence 57.5.07-57.5.09 
infringement proceedings 57.5.01-57.5.03 
judges 57.5.04-57.5.06 
practicalities 62.5.01-62.5.10 
protective orders 57.5.12,57.5.13 
separation ofdamage from infringement 

issues 57.5.15,57.5.16
 
stamp tax 62.5.08
 
trial 57.5.04-57.5.06
 

medical device data exclusiviry 80.5.01-80.5.04
 
medical device regulatory approval 68.5.01,68.5.02
 
misrepresentation 30.5.01-30.5.03
 
moral right
 

inventorship 5.5.04
 
multi-jurisdictional straregy 61.5.01-61.5.06
 
non-infringement declarations 53.5.01-53.5.11
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burden of proof 53.5.06, 53.5.07 
declaratory judgment action 53.5.01-53.5.03 
form ofdeclararion 53.5.04, 53.5.05 
non-infringement srrategy 53.5.10, 53.5.11 
patentee's counterclaim 53.5.08,53.5.09 

non-literal infringement 44.5.01-44.5.09 
novelry 

another application 21.5.14-21.5.16 
generally 21.5.01-21.5.03 
invention described in another 

application 21.5.17-21.5.21
 
invention described in a
 

publication 21.5.10-21.5.13
 
prior to filing ofpatent
 

application 21.5.04-21.5.09
 
publicly known invention 21.5.06,21.5.07
 
publicly worked invention 21.5.08,21.5.09
 

nullification proceedings 40.5.01-40.5.11 
opposition proceedings 38.5.01 
ownership 

applicant and patentee 6.5.01-6.5.06
 
co-ownership 6.5.10-6.5.13
 
employee inventions 6.5.07-6.5.09
 

parallel importing 54.5.01-54.5.11 
passing off 92.5.11 
patent prosecution highway (PPH) 11.5.11-11.5.13 
patent term 16.5.01 
patentable subject matter 

bioinformatics 19.5.07,19.5.08
 
diagnostic methods 19.5.02-19.5.05
 
generally 19.5.01
 
human beings 19.5.02-19.5.05
 
selection patents 19.5.06
 
treatment methods 19.5.02-19.5.05
 

pharmaceutical regularory approval 
generally 66.5.01 
licence for manufacturing 

. business 66.5.11-66.5.15
 
licence for manufacturing-marketing
 

business 66.5.05-66.5.10
 
manufacruring-marketing
 

approval 66.5.16-66.5.26
 
master file 66.5.27,66.5.28
 
necessary procedures 66.5.02-66.5.04
 
prioriry review system 66.5.29,66.5.30
 

plant breeders' rights 
duration of rights 91.5.08-91.5.11 
examination ofapplication 91.5.07 
exception of breeders' rights 91.5.12 
overview 91.5.01 
person who can obtain protection 91.5.03,91.5.04 
protected plants 91.5.02 
provisional protection 91.5.05,91.5.06 
publication ofapplication 91.5.05,91.5.06 
registration fee 91.5.13 

practicalities of litigation 62.5.01-62.5.10 
preliminary injunctions 58.5.01-58.5.12 
prior art 

interpretation ofpatent claims/specifications 4.5.25 
prior secret use 50.5.01-50.5.07 

overview 50.5.01,50.5.02 
proofof prior user right 50.5.04, 50.5.05 

purpose ofprior user righl 
scope ofprotection 50.5. 
third parry use 50.5.07 

priority dates 20.5.01-205 
application filed in contra 

ofWTO 20.5.03 
cases 20.5.04-20.5.06 
Paris Convention 205.0: 
PCT application 20.5.02 

procedure from filing to gear 
appeal against final rejecd< 

of refusal 10.5.11-1 
application 10.5.01,10.5 
decision of refusal 10.5,1, 
decision to grant patent I 
final notice ofrefusal HT.~ 

final rejection 10.5.10 
formality examination IC 
notification ofreasons for 
payment ofpatent fee 10, 
publication ofunexamine 
registration 10.5.15 
request for examination I 
second office action 105. 

prosecution strategies 125.1 
re-examination 39.5.01-39 
regulatory bodies 

Ministry ofHealth, Labat 
Welfare 65.5.01--65 

Pharmaceutical Affitin am 
Council 65.5.06,65 

Pharmaceuticals and Med 
Agency 65.5.05 

remedies for infringement 
damages 47.5.05-47.5.1 
destruction of infringing a 
equitable remedies 48.5.( 
fail ure to work patented 

invention 48.5.06-' 
injunctions 47.5.01 
limitation period 48.5.01 
measures fOr recovety ofrc 
presumption ofnegligena 
rebuttal ofpresumption 01 

damage 48.5.04, 48 
restrictions 485.01-48.5 

renewal fees 16.5.02-16.5.( 
research and development C(J 

alliances 94.5.16-94.5.21 
assign-back 94.5.07 
employee invention 94.5 
estoppels 94.5.08 
foreign filing licence 94.5 
grant-back 94.5.07 
joint ownership 945.02
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full description 25.11.01-25.11.17 
generic company filing strategies 71.11.0 I 
genetic modified organisms 72.11.02-72.11.04 
government use or acquisition oflicences 100.11.0 I 
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grace periods 22.11.01-22.11.04 
indefiniteness 27.11.01-27.11.05 
indirect infringement 

background 45.11.0 I 
cross-border implications 45.11.02 
means concerning essential part 

of invention 45.11.03,45.11.04 
pharmaceutical patents 45.11.05 

inequitable conduct 30.11.01 
infringement proceedings 

accelerated proceedings 46.11.05 
appeals 46.11.06 
costs 46.11.07 
generally 46.11.01 
preliminary reliefproceedings 46.11.02--46.11.04 
proceedings on the merits 46.11.05 

infringing acts 43.11.01--43.11.05 
injunctions 47.11.01 
innovator company strategies 70.11.0 I 
internal fair basis 24.11.0 I 
interpretation ofpatent claims/specifications 

An 25 Dutch Patent Act 1995 4.11.03--4.11.05 
Art 69 EPe and prorocol 4.11.12--4.11.16 
biotechnological inventions 4.11.20 
chemical patents 4.11.19 ·IS 
clarity ofclaims 4.11.03--4.11.05 
disclaimers 4.11.06 ·OS 
essence of the invention 4.11.12--4.11.16 
functional definition 4.11.09,4.11.10 
general inventive concept 4.11.17,4.11.18 
literal infringement 4.11.12--4.11.16 
numeric terms 4.11.10 
overview 4.11.01,4.11.02 
pharmaceutical patents 4.11.19 
positive wording ofclaims 4.11.06 
product-by-process claims 4.11.08 
references to claims to description 4.11.07 
relative terms 4.11.10 
trade marks 4.11.11 
vague terms 4.11.10 

inventive step 23.11.01-23.11.07 
inventorship 

basic principles 5.11.01 
claiming entitlement to patent 5.11.04 
exceptions 5.11.03 
first applicant 5.11.02 
invalidation of patent 5.11.04 
right ro be mentioned as inventor 5.11.05 

lapse ofpatent applications 16.11.12 
licences 85.11.0 I. 85.11.02 
licensing 96.11.01-96.11.04 
literal infringement 43.11.06,43.11.07 
litigation 

discovery 57.11.02-57.11.09 
evidence 57.11.01 
practicalities 62.11.01,62.11.02 

medical device regulatory 
approval 68.II.OI~8.11.03 

misrepresentation 30.11.01 
multi-jurisdictional strategy 61.11.01-61.11.08 
non-infringement declatations 53.11.01-53.11.10 
novelty 21.11.01-21.11.13 
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strategy 53.10.06. 53.1C 
venue 53.10.03-53.10.1 

Japan 
burden ofproof 53.5.06 
declaratory judgment 

action 53.5.01-53 
form of declaration 53.5 
non-infringement stratq 
patentee's counterclaim 

Netherlands 53.11.01-53. 
overview 49.05 
United Kingdom 53.12.01 

act or product 53.12.03
applicability 53.12.07, ~ 

full written particulars 5 
generally 53.12.01 
legislation 53.12.02 
licensees 53.12.09 
strategy 53.12.12 
streamlined procedure 5 
validity 53.12.10 

United States 53.6.01 
non-literal infringement 

Australia 44.1.01--44.1.05 
Canada 44.2.01--44.2.12 
China 44.3.01,44.3.02 
Europe 44.7.01 
France 44.8.01--44.8.14 
India 44.4.01--44.4.12 
Japan 44.5.01--44.5.09 
Netherlands 44.11.01--44. 
overview 42.04--42.06 

non-pharmaceuticals 
data exclusivity 

United States 80.6.01-l 
United States 

data exclusivity 80.6.01 
novelry 

Australia 21.1.01-21.1.0~ 

Canada 21.2.01-21.2.19 
China 21.3.01-21.3.08 
Europe 

ascertaining differences 
availability to the public 
chemical compounds 2 
chemical inventions 21 
content of relevant priol 
distinguishing features 
European prior rights 2 
excluded prior national 
generally 21.7.01 
non-prejudicial disclosu 
parameter range selectic 
PCT applications as pril 
prior art, definition of : 
proof 21.7.18 
publication dates 21.7. 
selection inventions 21 
use, novelty of 21.7.63 

France 
basic principles 21.8.0 
first medical use 21.8.( 

Netherlands (cont.) 

opposition proceedings 38.11.01 
orphan drugs 76.11.06, 76.11.07 
ownership 

basic rule 6.11.01 
claiming entitlement to patent 6.11.12-6.11.15 
co-ownership 6.11.09 
employee inventions 6.11.05 
exception to first-to-file system 6.11.02-6.11.09 
invalidation ofpatent 6.11.10,6.11.11 
remuneration for lack of patent 6.11.08 
researcher inventions 6.11.06, 6.11.07 
trainee inventions 6.11.06,6.11.07 

parallel importing 54.11.01, 54.11.02
 
passing off 92.11.03
 
patent term 16.11.01.16.11.02
 
patentable subject matter
 

biotechnological inventions 19.11.03-19.11.06, 
19.11.34--19.11.38 

caselaw 19.11.20,19.11.21 
diagnostic methods 19.11.12-19.11.19 
essentially biological processes 19.11.32, 19.11.33 
exceptions 19.11.07 
exclusions even though inventions 19.11.22 
human body 19.11.28 
human embryonic stem cells 19.11.27 
items not regarded as 

inventions 19.11.08-19.11.10
 
items not susceptible of industrial
 

application 19.11.11 
morality 19.11.23-19.11.25 
opinionG 1/04 19.11.12-19.11.19 
overview 19.11.01,19.11.02 
plant or animal varieties 19.11.29-19.11.31 
public order 19.11.23-19.11.25 

pharmaceutical regulatory
 
approval 66.11.01-66.11.03
 

plant breeders' rights
 
exhaustion 91.11.19-91.11.24
 
interaction berween
 

legislation 91.11.03-91.11.18
 
legislation 91.11.02
 
licensing 91.11.25,91.11.26
 
overview 91.11.01
 

practicalities of litigation 62.11.01,62.11.02
 
preliminary injunctions 58.11.01-58.11.09
 
prior secret use
 

burden ofproof 50.11.04, 50.11.05
 
limitations on defence 50.11.06
 
overview 50.11.01
 
provisions 50.11.02, 50.11.03
 

priority dates
 
effects of priority 20.11.11-20.11.13
 
formal requirements 20.11.02-20.11.05
 
generally 20.11.01
 
internal priority 20.11.10
 
multiple rights 20.11.06-20.11.09
 

procedure from filing to grant
 
formal requirements 10.11.03-10.11.18
 
generally 10.11.01,10.11.02
 

prosecution strategies 12.11.01-12.11.03
 
re-examination 39.11.01
 

regulatory bodies 65.11.04,65.11.06, 65.11.08 
regulatory legislation 65.11.01-65.11.03, 

65.11.05, 65.11.07, 
remedies for infringement 

account ofprofits 47.11.07,47.11.08 
additional remedies 47.11.10 
attorney's fees 47.11.09 
cross-border injunctions 47.11.02--47.11.06 
damages 47.11.07,47.11.08 
injunctions 47.11.01 
restrictions 48.11.01 
wilful infringement 47.11.06 

research and development
 
collaboration 94.11.01-94.11.05
 

revocation 
accelerated proceedings 40.11.01,40.11.02 
advisory report 40.11.06,40.11.07 
counterclaims 40.11.03 
Dutch patents 40.11.04, 40.11.05 
preliminary relief 

proceedings 40.11.08--40.11.10
 
secret use 28.11.01,28.11.02
 
settlement of litigation 63.11.01
 
skilled addressee
 

attributes 3.11.05-3.11.07 
overview 3.11.01-3.11.04 
scope ofprotection 3.11.08-3.11.10 

split trials 59.11.01,59.11.02
 
sufficiency 25.11.01-25.11.17
 
summary judgments 60.11.01,60.11.02
 
technology transfer
 

arrangements 83.11.01-83.11.05 
third party interventions 37.11.01 
timing of amendment 33.11.01-33.11.06 
trade marks 92.11.01-92.11.05 
unity of invention 29.11.01-29.11.06 
unjustified infringement proceedings 87.11.01 
utility 26.11.01-26.11.04 
withdrawal ofpatent 

applications 16.11.05-16.11.12 
written description 25.11.01-25.11.17 

Nice Agreement 2.28 
non-in&ingement declarations 

Australia 53.1.01-53.1.08
 
Canada 53.2.01-53.2.08
 
China 53.3.01-53.3.03
 
Europe 53.7.01
 
France
 

amicable step 53.8.08-53.8.12
 
judicial step 53.8.13-53.8.15
 
overview 53.8.01
 
proof 53.8.02-56.8.05
 
requirements 53.8.07,56.8.06
 
strategy 53.8.16
 

Germany
 
formalities 53.9.01-53.9.04
 
international strategy 53.9.09-53.9.11
 
procedure 53.9.05
 
strategy 53.9.06-53.9.08
 

India 53.4.01-53.4.02
 
Italy 53.10.01-53.1O.D7
 

jurisdiction 53.10.03-53.10.05
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strategy 53.10.06, 53.10.07
 
venue 53.10.03-53.10.05
 

Japan
 
burden ofproof 53.5.06,53.5.07
 
declaratory judgment
 

action 53.5.01-53.5.03 
form ofdeclaration 53.5.04,53.5.05 
non-infringement strategy 53.5.10,53.5.11 
patentee's counterclaim 53.5.08,53.5.09 

Netherlands 53.11.01-53.11.10
 
overview 49.05
 
United Kingdom 53.12.01-53.12.12
 

act or product 53.12.03,53.12.04 
applicabiliry 53.12.07,53.12.08 
full written particulars 53.12.05,53.12.06 
generally 53.12.01 
legislation 53.12.02 
licensees 53.12.09 
strategy 53.12.12 
streamlined procedure 53.12.11 
validiry 53.12.10 

United States 53.6.01 
non-literal infringement 

Australia 44.1.01--44.1.05 
Canada 44.2.01--44.2.12 
China 44.3.01,44.3.02 
Europe 44.7.01 
France 44.8.01--44.8.14 
India 44.4.01--44.4.12 
Japan 44.5.01--44.5.09 
Netherlands 44.11.01--44.11.03 
overview 42.04--42.06 

non-pharmaceuticals 
data exclusiviry 

United States 80.6.01-80.6.03 
United States 

data exclusiviry 80.6.01-80.6.03 
novelry 

Australia 21.1.01-21.1.06 
Canada 21.2.01-21.2.19 
China 21.3.01-21.3.08 
Europe 

ascertaining differences 21.7.39-21.7.46 
availabiliry to the public 21.7.12-21.7.17 
chemical compounds 21.7.49-21.7.56 
chemical inventions 21.7.47-21.7.62 
content of relevant prior art 21.7.19-21.7.38 
distinguishing features 21.7.43-21.7.46 
European prior rights 21.7.05 
excluded prior national rights 21.7.07 
generally 21.7.01 
non-prejudicial disclosures 21.7.08-21.7.11 
parameter range selection 21.7.57-21.7.62 
PCTapplications as prior art 21.7.06 
prior art, definition of 21.7.02-21.7.18 
proof 21.7.18 
publication dates 21.7.03,21.7.04 
selection inventions 21.7.47-21.7.62 
use, novelryof 21.7.63-21.7.71 

France
 
basic principles 21.8.01-21.8.05
 
first medical use 21.8.06-21.8.08
 

non-prejudicial disclosures 21.8.03-21.8.05 
second medical use 21.8.06-21.8.08 

Germany 
ascertaining the difference 21.9.19,21.9.20 
chemical inventions 21.9.21-21.9.27 
content ofprior art 21.9.14--21.9.18 
disclosure 21.9.14--21.9.18 
generally 21.9.01 
priorart 21.9.02-21.9.13 
selection inventions 21.9.21-21.9.27 
use, novelryof 21.9.28-21.9.34 

India 21.4.01-21.4.05
 
Italy 21.10.01-21.10.10
 
Japan
 

another application 21.5.14-21.5.16 
generally 21.5.01-21.5.03 
invention described in another 

application 21.5.17-21.5.21 
invention described in a 

publication 21.5.10-21.5.13 
prior to filing of patent 

application 21.5.04--21.5.09 
publicly known invention 21.5.06,21.5.07 
publicly worked invention 21.5.08,21.5.09 

Netherlands 21.11.01-21.11.13
 
overview 18.12-18.17
 
United Kingdom
 

definition ofnovelry 21.12.01,21.12.02 
disclosure 21.12.12-21.12.14 
enablement 21.12.15-21.12.18 
made available to the public 21.12.07-21.12.11 
prior publication 21.12.08,21.12.09 
prioruse 21.12.10,21.12.11 
state of the art 21.12.03-21.12.06 

United States 
accidental anticipation 21.6.07 
anticipation 21.6.02 
enablement standard for anticipation 21.6.05 
generally 21.6.01 
incorporation by reference 21.6.04 
inherent anticipation 21.6.06 
single reference's significance 21.6.03 
species-genus relationships 21.6.08 
rypes ofprior art 21.6.09 

nullification proceedings
 
Australia 40.1.01--40.1.03
 
Canada 40.2.01--40.2.22
 
China 40.3.01--40.3.15
 
Europe 40.7.01
 
France 40.8.01--40.8.18
 
Germany
 

amendments 40.9.13,40.9.14 
appeals 40.9.21--40.9.23 
applicable grounds 40.9.17,40.9.18 
formal requirements 40.9.09--40.9.12 
generally 40.9.01--40.9.05 
grounds for nullification 40.9.08 
parties 40.9.06,40.9.07 
scope ofproceedings 40.9.15,40.9.16 
termination ofproceedings 40.9.19,40.9.20 

India 40.4.01--40.4.11
 
Italy 40.10.01--40.10.11
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nullification proceedings (cant.) 

Japan 40.5.01--40.5.11 
Netherlands 40.11.01--40.11.10 
overview 36.12-36.15 
Unired States 40.6.01 

obtaining patent rights 
see also applications; disclosure of information to 

patent offices; drafting bioscience patents; 
drafting pharmaceutical patents; examination; 
procedure from filing to grant; prosecution 
strategies 

overview 7.01-7.25 
opposition proceedings 

Australia 38.1.01-38.1.27 
Canada 38.2.01-38.2.03 
China 38.3.01 
Europe 

amendments 38.7.29-38.7.34
 
continued proceedings 38.7.11
 
cost 38.7.05
 
decision ofopposition
 

division 38.7.35,38.7.36 
designation ofopponent 38.7.14 
generally 38.7.01-38.7.11 
independent procedure 38.7.04 
interest of the opponent 38.7.15-38.7.18 
legal framework ofopposition 38.7.24-38.7.28 
legal transfer 38.7.07-38.7.11 
national patent remains granted 38.7.03 
public prior use 38.7.23 
right to be heard 38.7.06 
substantiation of the grounds 

ofopposition 38.7.19-38.7.22
 
France 38.8.01
 
Germany
 

amendments 38.9.32-38.9.35 
appeal 38.9.42-38.9.46 
fee 38.9.28 
formal requirements 38.9.27-38.9.31 
generally 38.9.01-38.9.04 
grounds for opposition 38.9.12-38.9.26 
grounds ofopposition 38.9.39,38.9.40 
identification ofopponent 38.9.29 
legal status of parties 38.9.03,38.9.04 
opponent 38.9.05-38.9.11 
scope ofproceedings 38.9.36-38.9.38 
substantiation of the grounds 

ofopposition 38.9.30,38.9.31
 
termination ofproceedings 38.9.41
 
time limit 38.9.28
 

India 
generally 38.4.01-38.4.04 
post-grant opposition 38.4.06, 38.4.08-38.4.17 
pre-grant representation 38.4.05,38.4.07 

Italy 38.10.01
 
Japan 38.5.01
 
Netherlands 38.11.01
 
overview 36.04-36.06
 
United Kingdom 38.12.01
 
United States 38.6.01
 

orphan drugs 
Europe 76.7.14-76.7.17 
Netherlands 76.11.06,76.11.07 
United States 

approval 76.6.20-76.6.26
 
benefits 76.6.27-76.6.35
 
designation 76.6.11-76.6.19
 
exclusivity 76.6.10
 

ownership 
Australia 6.1.01-6.1.09 

employer-employee relationship 6.1.06-6.1.09 
Canada 6.2.01-6.2.12 

inventorship disputes 6.2.13-6.2.22
 
China 6.3.01-6.3.06
 
co-ownership
 

France 6.8.04,6.8.05
 
Netherlands 6.11.09
 
United Kingdom 6.12.20-6.12.25
 

employer-employee relationship
 
Australia 6.1.06-6.1.09
 
Canada 6.2.13-6.2.22
 
France 6.8.06-6.8.09
 
Germany 6.9.07-6.9.15
 
Italy 6.10.01-6.10.09
 
Japan 6.5.07-6.5.09
 
Netherlands 6.11.05
 
United Kingdom 6.12.04-6.12.19
 
United States 6.6.08
 

Europe 
applicant 6.7.01-6.7.03 
enforcement of right to patent 6.7.04-6.7.08 
formal requirements 6.7.09-6.7.13 

France
 
basic principles 6.8.01-6.8.03
 
co-ownership 6.8.04,6.8.05
 
employee inventions 6.8.06-6.8.09
 

generally 1.15-1.17 
Germany
 

basic principles 6.9.01-6.9.03
 
co-ownership 6.9.04-6.9.06
 
employee inventions 6.9.07-6.9.15
 

India 6.4.01-6.4.05 
Italy
 

basic rule 6.10.01
 
employee inventions 6.10.02-6.10.09
 

Japan
 
applicant and patentee 6.5.01-6.5.06
 
co-ownership 6.5.10-6.5.13
 
employee inventions 6.5.07-6.5.09
 

Netherlands 
basic rule 6.11.01 
claiming entitlement ro patent 6.11.12-6.11.15 
co-ownership 6.11.09 
employee inventions 6.11.05 
exception to first-to-file system 6.11.02-6.11.09 
invalidation ofpatent 6.11.1 0,6.11.11 
remuneration for lack ofpatent 6.11.08 
researcher inventions 6.11.06, 6.11.07 
trainee inventions 6.11.06, 6.11.07 

United Kingdom
 
assignment 6.12.03
 

bypassing employee coml 
scheme 6.12.17~. 

co-ownership 6.12.2~ 

compensation ofemployl 
employee inventions 6.1 
licences 6.12.03 
normal duties 6.12.06,6 
proprietor 6.12.01,6.12 
special obligation 6.12.0 

United Stares 
assignment 6.6.05--6.6.~ 

employee inventions 6.6 
hire-ro-invent doctrine 6 
inventorship 6.6.01,6.6, 
joint ownership 6.6.03. l 
shop-right doctrine 6.6.1 
transfer 6.6.05--6.6.07 

parallel importing 
Australia 54.1.01-54.1.09 
Canada 54.2.01-54.2.11 
China 54.3.01 
Europe 54.7.01-54.7.28 
France 54.8.01-54.8.13 
Germany 54.9.01-54.9.07 
India 54.4.01,54.4.02 
Italy 54.10.01 
Japan 54.5.01-54.5.11 
Netherlands 54.11.01,54.1 
overview 49.06 
United Kingdom 54.12.01 
United States 54.6.01-54.t 

Paris Convention for the Protl 
Industrial Property 

provisions 2.1 0,2.11 
passing off 

Australia 92.1.23-92.1.26 
Canada 92.2.48-92.2.51 
Germany 92.9.16--92.9.32 
India 92.4.08-92.4.14 
Italy 92.10.27-92.10.29 
Japan 92.5.11 
Netherlands 92.11.03 
overview 89.11-89.16 
United Kingdom 92.12.08 

Patent Cooperation Treaty (PI 
provisions 2.12-2.14 

Patent Law Treaty (PLT) 
provisions 2.20,2.21 

patent offices 
disclosure seedisclosoreofi 

offices 
patent specifications 

construction see interpretal 
claims/specifications 

patent term 
see also extensions ofterm: s 

protection certificates 
Australia 16.1.01-16.1.07 
calculation 15.02 
Canada 16.2.01,16.2.02 
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bypassing employee compensation 
scheme 6.12.17--6.12.19 

co-ownership 6.12.20--6.12.25 
compensation ofemployees 6.12.09--6.12.14 
employee inventions 6.12.04--6.12.19 
licences 6.12.03 
normal duties 6.12.06,6.12.08 
proprietor 6.12.01,6.12.02 
special obligation 6.12.08 

United States
 
assignment 6.6.05--6.6.07
 
employee inventions 6.6.08
 
hire-to-invent doctrine 6.6.09-6.6.11
 
inventorship 6.6.01, 6.6.02
 
joint ownership 6.6.03,6.6.04
 
shop-right doctrine 6.6.12,6.6.13
 
transfer 6.6.05-6.6.07
 

parallel importing 
Australia 54.1.01-54.1.09 
Canada 54.2.01-54.2.11 
China 54.3.01 
Europe 54.7.01-54.7.28 
France 54.8.01-54.8.13 
Germany 54.9.01-54.9.07 
India 54.4.01,54.4.02 
Italy 54.10.01 
Japan 54.5.01-54.5.11 
Netherlands 54.11.01, 54.11.02 
overview 49.06 
United Kingdom 54.12.01-54.12.07 
United States 54.6.01-54.6.11 

Paris Convention for the Protection of 
Industrial Property 

provisions 2.10,2.11 
passingolf 

Australia 92.1.23-92.1.26 
Canada 92.2.48-92.2.51 
Germany 92.9.16-92.9.32 
India 92.4.08-92.4.14 
Italy 92.10.27-92.10.29 
Japan 92.5.11 
Netherlands 92.11.03 
overview 89.11-89.16 
United Kingdom 92.12.08-92.12.11 

Patent Cooperation Treaty (PCT) 
provisions 2.12-2.14 

Patent Law Treaty (PLT) 
provisions 2.20,2.21 

patent offices 
disclosure see disclosure of information to patent 

offices 
patent specifications 

construction see interpretation ofpatent 
claims/specifications 

patent term 
see also extensions of term; supplementary 

protection certificates
 
Australia 16.1.01-16.1.07
 
calculation 15.02
 
Canada 16.2.01,16.2.02
 

China 16.3.01-16.3.04
 
Europe 16.7.01
 
France 16.8.01
 
Germany 16.9.01-16.9.03
 
India 16.4.01
 
Italy 16.10.01
 
Japan 16.5.01
 
Netherlands 16.11.01,16.11.02
 
standard term 15.01
 
TRIPS 15.01
 
two-tiered systems 15.03
 
United Kingdom 16.12.01
 
United States 16.6.01,16.6.02
 

patentable subject matter
 
Australia 19.1.01-19.1.12
 
Canada
 

art 19.2.05-19.2.08 
business methods 19.2.26,19.2.27 
composition ofmatter 19.2.12-19.2.16 
computer inventions 19.2.28-19.2.31 
definition of invention 19.2.02-19.2.04 
games 19.2.32 
generally 19.2.01-19.2.04 
living matter 19.2.17-19.2.19 
machine 19.2.10 
manufacture 19.2.11 
process 19.2.09 
scientific principles 19.2.20 
selection patents 19.2.21-19.2.25 

China 19.3.01-19.3.05 
Europe 

biological inventions 19.7.42-19.7.51 
business methods 19.7.11, 19.7.12 
computer-implemented 

inventions 19.7.13-19.7.14 
discoveries 19.7.06 
exceptions under art.53(c) EPC 19.7.16-19.7.19 
exclusion under art.52(2)(a) EPC 19.7.06-19.7.08 
exclusion under art.52(2)(b) EPC 19.7.09 
exclusion under art.52(2) (c) EPC 19.7.10-19.7.14 
exclusion under art.52(2)(d) 19.7.15 
lack of technical character 19.7.05 
mathematical methods 19.7.08 
medical methods 19.7.16-19.7.19 
microbiological processes 19.7.52-19.7.55 
multi-step methods 19.7.20-19.7.35 
overview 19.7.01,19.7.02 
plant varieties 19.7.40 
plants 19.7.39-19.7.41 
public order, inventions 

contrary to 19.7.36-19.7.38 
technical nature of invention 19.7.03, 19.7.04 

France 
biotech inventions 19.8.13-19.8.19 
business methods 19.8.04 
computer programs 19.8.03 
diagnostic methods 19.8.05-19.8.08 
intellectual creations 19.8.02-19.8.04 
plant and animal varieties 19.8.09-19.8.12 
statutory exclusions 19.8.01 
treatment methods 19.8.05-19.8.08 
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patentable subject matter (cont.) 

Germany 
aesthetic creations 19.9.11 
biotechnological inventions 19.9.17-19.9.28 
business methods 19.9.13 
computer-implemented 

inventions 19.9.14-19.9.15 
definition of invention 19.9.04--19.9.06 
discoveries 19.9.08 
game rules 19.9.12 
human body and elements 19.9.17-19.9.28 
mathematical methods 19.9.10 
medical methods 19.9.35-19.9.41 
mental activity rules and schemes 19.9.12 
morality 19.9.23-19.9.28 
non-staturory subject marter 19.9.07-19.9.16 
overview 19.9.01-19.9.03 
plant and animal varieties 19.9.29-19.9.34 
presentation ofinformation 19.9.16 
public order 19.9.23-19.9.28 
scientific theories 19.9.09 

India
 
agricultural methods 19.4.08
 
biological processes 19.4.03
 
examples 19.4.07
 
horticultural methods 19.4.08
 
living organisms 19.4.02
 
overview 19.4.01
 
selecrion patents 19.4.09
 
therapy 19.4.06
 
treatment methods 19.4.04,19.4.05
 

Italy 19.10.01-19.10.09 
Japan
 

bioinformatics 19.5.07,19.5.08
 
diagnostic methods 19.5.02-19.5.05
 
generally 19.5.01
 
human beings 19.5.02-19.5.05
 
selection patents 19.5.06
 
treatment methods 19.5.02-19.5.05
 

Netherlands 
biotechnological invenrions 19.11.03-19.11.06, 

19.11.34--19.11.38 
caselaw 19.11.20,19.11.21 
diagnostic methods 19.11.12-19.11.19 
essentially biological processes 19.11.32, 19.11.33 
exceptions 19.11.07 
exclusions even though inventions 19.11.22 
human body 19.11.28 
human embryonic stem cells 19.11.27 
items not regarded as 

inventions 19.11.08-19.11.10
 
items not susceptible of industrial
 

application 19.11.11 
morality 19.11.23-19.11.25 
opinion G 1/04 19.11.12-19.11.19 
overview 19.11.01,19.11.02 
plant or animal varieties 19.11 .29-19.11.31 
public order 19.11.23-19.11.25 

overview 18.02-18.06 
United Kingdom 

aesthetic works 19.12.05 
biotechnological inventions 19.12.17, 19.12.18 

business methods 19.12.06-19.12.09 
computer programs 19.12.06-19.12.09 
discoveries 19.12.04 
excluded inventions 19.12.03 
immoral inventions 19.12.11-19.12.13 
medical use 19.12.14--19.12.16 
presentation ofinformation 19.12.10-19.12.13 
requirementofpatentability 19.12.01,19.12.02 
scientific theories 19.12.04 
treatment methods 19.12.14--19.12.16 

United States
 
abstract ideas 19.6.15-19.6.17
 
bioinformatics 19.6.23-19.6.25
 
business methods 19.6.15-19.6.17
 
cloning 19.6.07,19.6.08
 
ethics based limitations 19.6.06
 
human beings 19.6.10-19.6.13
 
living matter 19.6.06
 
madebyman 19.6.04,19.6.05
 
manufacturing methods 19.6.07,19.06.08
 
medical diagnostics 19.6.14
 
natural phenomena 19.6.15-19.6.22
 
nature,lawsof 19.6.15-19.6.17
 
non-human animals 19.6.09
 
overview 19.6.01,19.6.02
 
scope 19.6.03
 
stem cells 19.6.07,19.6.08
 

PCT see Patent Cooperation Treaty (PCT) 
pharmaceutical data exclusivity see data exclusivity 

strategies for pharmaceuticals 
pharmaceutical regulatory approval 

Ausrtalia 
manufacturing approval process 66.1.04--66.1.11 
marketing approval process 66.1.12-66.1.19 
overview 66.1.01---66.1.03 

Canada 66.2.01---66.2.27
 
China 66.3.01
 
Europe
 

applications under Art. 10 of 
Directive 2001/83 66.7.17-66.7.28 

arbirtation procedure 66.7.09,66.7.10 
centralized procedure 66.7.11-66.7.15 
decentralized procedure 66.7.03, 

66.7.06-66.7.08 
mutual recognition procedure 66.7.03-66.7.05 
national route 66.7.02 
new com binations 66.7.29-66.7.32 
overview 66.7.01 
particulars for marketing authorization 66.7.16 

France
 
basic principles 66.8.01-66.8.03
 
homeopathic drugs 66.8.07
 
national procedure 66.8.04-66.8.06
 
temporary authorizations 66.8.08
 

Germany
 
biologicals 66.9.08
 
biosimilar approvals 66.9.07
 
decentralized procedure 66.9.06
 
generic drugs 66.9.07
 
mutual recognition procedure 66.9.06
 
national approval 66.9.01-66.9.05
 

India 66.4.01-66.4.09 

Italy 66.10.01---66.10.14 
Japan 

generally 66.5.01 
licence for manufaetUriD 
licence for manufacturil 

business 66.5.05
manufacturing-marked 

approval 665.16
master file 665.26, 66. 
necessary procedures 6 
priority review system 

Netherlands 66.11.01~ 

United Kingdom 66.12.0 
United States 

generic drugs 66.6.14
innovator new drug deY 

approval 66.6.02
marketing unapproved 
aTC drug monograph.1 
overview 66.6.01 

pharmacogenomics 
United States 72.6.02-72 

plant breeders' rights 
Australia 

exclusive rights 91.1.0~ 

overview 91.1.01 
PBRAct 91.1.02-91.1 

Canada 91.2.01-91.2.28 
China 91.3.01-91.3.03 
Europe 

common catalogue reqt 
Community Plant Varic 

Rights 91.7.02-9 
exemptions 91.7.07 
national systems 91.7.( 
patents 91.7.01 

France 
basic principles 91.8.0 
infringement action 91 
national plant varieties 

certificates 91.8.0 
Germany 91.9.01-91.9.1 
India 

benefit sharing 91.4.0S 
compulsory licensing 9 
criminal offence 91.4.( 
infringement 91.4.05
legislation 91.4.03 
overview 91.4.01,91.4 
term ofprotection 91.' 

Italy 91.10.01-91.10.17 
Japan 

duration of rights 91.5 
examination ofapplicat 
exception ofbreeders' ri 
overview 91.5.01 
person who can obtain 

protection 91.5.0 
protected plants 91.5.C 
provisional protection 
publication ofapplicatil 
registration fee 91.5.1~ 
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Italy 66.10.01---Q6.1O.14 
Japan 

generally 66.5.01 
licence for manufacturing business 66.5.11--66.5.15 
licence for manufacturing-marketing 

business 66.5.05-66.5.10
 
manufacturing-marketing
 

approval 66.5.16--66.5.26
 
master file 66.5.26,66.5.27
 
necessary procedures 66.5.02--66.5.04
 
priority review system 66.5.29,66.5.30
 

Netherlands 66.11.01-66.11.03
 
United Kingdom 66.12.01--66.12.12
 
United States
 

generic drugs 66.6.14--66.6.24
 
innovator new drug development and
 

approval 66.6.02---Q6.6.13 
marketing unapproved drugs 66.6.31---Q6.6.39 
aTC drug monographs 66.6.25---Q6.6.30 
overview 66.6.01 

pharmacogenomics 
United States 72.6.02-72.6.07 

plant breeders' rights 
Australia
 

exclusive rights 91.1.09-91.1.14
 
overview 91.1.01
 
PBRAct 91.1.02-91.1.08
 

Canada 91.2.01-91.2.28
 
China 91.3.01-91.3.03
 
Europe
 

common catalogue requirements 91.7.16 
Community Plant Variety 

Rights 91.7.02-91.7.06
 
exemptions 91.7.07
 
national systems 91.7.08-91.7.15
 
patents 91.7.01
 

France
 
basic principles 91.8.01-91.8.03
 
infringement action 91.8.09-91.8.13
 
national plant varieties
 

certificates 91.8.04-91.8.08
 
Germany 91.9.01-91.9.10
 
India
 

benefit sharing 91.4.08
 
compulsory licensing 91.4.10
 
criminal offence 91.4.09
 
infringement 91.4.05-91.4.07
 
legislation 91.4.03
 
overview 91.4.01,91.4.02
 
term ofprotection 91.4.04
 

Italy 91.10.01-91.10.17 
Japan
 

duration of rights 91.5.08-91.5.11
 
examination of application 91.5.07
 
exception of breeders' rights 91.5.12
 
overview 91.5.01
 
person who can obtain
 

protection 91.5.03,91.5.04 
protected plants 91.5.02 
provisional protection 91.5.05,91.5.06 
publication ofapplication 91.5.05,91.5.06 
registration fee 91.5.13 

Netherlands
 
exhaustion 91.11.19-91.11.24
 
interaction between 

legislation 91.11.03-91.11.18
 
legislation 91.11.02
 
licensing 91.11.25,91.11.26
 
overview 91.11.01
 

overview 89.09,89.10 
United Kingdom
 

compulsory licences 91.12.12
 
exceptions 91.12.11
 
infringement 91.12.09,91.12.10
 
obtaining rights 91.12.02
 
overview 91.12.01
 
priority 91.12.06
 
qualification for protection 91.12.03-91.12.05
 
rights conferred 91.12.07,91.12.08
 

United States
 
certificates 91.6.14-91.6.17
 
infringement ofcertificates 91.6.18-91.6.21
 
infringement legislation 91.6.10,91.6.11
 
new plant protection 91.6.01, 91.6.02
 
overview oflegislation 91.6.03-91.6.05
 
Plant Variety Protection Act
 

of1970 91.6.12,91.6.13
 
requirements oflegislation 91.6.06--91.6.09
 
utility patents 91.6.22-91.6.26
 

Plant Varieties Convention 
provisions 2.29 

pleadings 
Australia 46.1.05--46.1.07 
Canada 57.2.05-57.2.13 

PLT see Patent Law Treaty (PLT) 
preliminary injunctions 

Australia 58.1.01-58.1.07 
Canada 58.2.01-58.2.22 
China 58.3.01-58.3.07 
Europe 58.7.01 
France 58.8.01-58.8.14 
Germany 58.9.01-58.9.15 
India 58.4.01,58.4.02 49. 
Italy 58.10.01-58.10.07 
Japan 58.5.01-58.5.12 
Netherlands 58.11.01-58.11.09 
overview 55.18-55.22 
United Kingdom 58.12.01-58.12.13 so. 
United States 58.6.01-58.6.13,59.6.22 

prior art 51. 
Canada 12.2.06 
France 11.8.03-11.8.08 52.
Japan 

interpretation ofpatent claims/specifications 4.5.25 
prior secret use 53. 

Australia 50.1.01-50.1.10 
Gillettedefence 50.1.09,50.1.10 

Canada 50.2.01-50.2.12
 
first to file 50.2.05-50.2.08
 
first to invent 50.2.09-50.2.11
 
Gillettedefence 50.2.12
 
immunity for prior acquisition 50.2.01-50.2.04
 

China 50.3.01
 
Europe 50.7.01
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prior secret use (cont.) 

France 
background 50.8.0 I, 50.8.02 
evidence of the prior possession 50.8.10 
good faith 50.8.06, 50.8.07 
location of the prior possession 50.8.09 
possession 50.8.03-50.8.05 
scope ofprior possession right 50.8.11-50.8.14 
secrecy of the prior possession 50.8.08 

Germany 
dual court system 50.9.04 
existence ofprior user right 50.9.01,50.9.02 
illegal usurpation 50.9.05,50.9.06 
third parties 50.9.03 

Gillette defence
 
Australia 50.1.09, 50.1.1 0
 
Canada 50.2.12
 

India 50.4.01-50.4.06 
Italy
 

limitations 50.10.07
 
overview 50.10.01-50.10.03
 
timing 50.10.06
 
use of invention 50.10.04
 
within its own business 50.10.05
 

Japan
 
overview 50.5.01,50.5.02
 
proof ofprior user right 50.5.04,50.5.05
 
purpose ofprior user right 50.5.03
 
scope ofprotection 50.5.06
 
third party use 50.5.07
 

Netherlands
 
burden of proof 50.11.04, 50.11.05
 
limitations on defence 50.11.06
 
overview 50.11.0 I
 
provisions 50.11.02, 50.11.03
 

overview 49.02
 
United Kingdom 50.12.01-50.12.12
 
United States 50.6.01-50.6.04
 

background 50.6.0 I 
earlier inventor defence 50.6.02 
earlier inventor musr abandon, suppress 

or conceal 50.6.03, 50.6.04 
priority dates 

Australia 20.1.01-20.1.03 
Canada 20.2.01-20.2.07 
China 20.3.01-20.3.10 
Europe 

copy ofprevious application 20.7.12,20.7.13 
declaration of priority 20.7.11 
first application in Paris Convention 

country 20.7.32,20.7.33 
formal requirements 20.7.03-20.7.14 
loss ofpriority right 20.7.34,20.7.35 
multiple priorities 20.7.06-20.7.10 
Paris Convention 20.7.01,20.7.02 
partial priorities 20.7.06-20.7.10 
previous application 20.7.03-20.7.05 
translation 20.7.14 
validity of priority right 20.7.15-20.7.31 

France
 
foreign priority 20.8.02, 20.8.03
 

internal priority 20.8.04, 20.8.05 
types ofpriority 20.8.0 I 

Germany 
domestic priority, claiming 20.9.07-20.9.14 
foreign priority, claiming 20.9.15-20.9.19 
generally 20.9.01 
international priority 20.9.15-20.9.19 
material aspects 20.9.02-20.9.06 
multiple priorities 20.9.05,20.9.06 
partial prioriry 20.9.05,20.9.06 
validity ofpriority claim 20.9.03-20.9.06 

India 20.4.01-20.4.03,20.10.01-20.10.07 
Italy 20.10.01-20.10.07 
Japan 20.5.01-20.5.06 

application filed in contracting nation 
ofWTO 20.5.03 

cases 20.5.04-20.5.06 
Paris Convention 20.5.01 
PCT application 20.5.02 

Netherlands 
effects ofpriority 20.11.11-20.11.13 
formal requirements 20.11.02-20.11.05 
generally 20.11.0 I 
internal priority 20.11.1 0 
multiple rights 20.11.06-20.11.09 

overview 18.07-18.11 
United Kingdom 20.12.01-20.12.04 
United States 20.6.01-20.6.08 

application filed in foreign country 20.6.03 
chains, priority 20.6.06,20.6.07 
exceptions 20.6.08 
formalities 20.6.08 
international application 20.6.05 
non-provisional application filed 

in US 20.6.04 
provisional application filed in US 20.6.02 
rules.20.6.08 

privilege
 
United States 57.6.09,57.6.10
 

procedure from filing to grant
 
Australia 10.1.01-10.1.08
 
Canada 10.2.01-10.2.26
 
China 10.3.01, Fig 10.1
 
Europe
 

overview 10.7.01-10.7.09 
France 

filing 10.8.01-10.8.03 
formality examination 10.8.07-10.8.09 
grant 10.8.19, 10.8.20 
national defence 10.8.05, 10.8.06 
publication 10.8.16-10.8.18 
search report 10.8.10-10.8.15 
utility certificates 10.8.21 

Germany 
documents 10.9.03-10.9.26 
filing ofpatent applications 10.9.01 
grant ofpatent 10.9.32 
language requirements 10.9.02 
obvious bars to patenting 10.9.28-10.9.30 
procedure after filing 10.9.27 
substantive patent examination 10.9.31 
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India 
examination ofapplicatil 
filing ofapplication 10.' 
grant ofpatent 10.4.07 
placing application in o~ 

grant 10.4.05, 10.' 
publication ofapplicatio 
request for examination 

Italy 
appeals 1O.1O.07-IO.l( 
opposition 10.10.06 
overview 10.10.01-10.: 
public availabilityofapp 

Japan 
appeal against final rejCCl 

ofrefusal 10.5.11
application 10.5.Ql. 10 
decision of refusal 10.5. 
decision to grant patent 
final notice of refusal IU 
final rejection 105.10 
formality examination ] 
notification ofreasons fiJ 
paymentofparentf~ I 
publication ofunexami~ 

registration 10.5.15 
request for examination 
second office action 10. 

Netherlands 
formal requirements 10 
generally 10.11.01.10. 

overview 7.12,7.13 
United Kingdom 

filing application 10.12 
preliminaty examinatiot 
publication 10.12.13.1 
searches 10.12.08-10.1 
substantive examination 

United States 
allowance 10.6.34 
appeals 10.6.32, 10.6.3 
declaration 10.6.06 
drawings 10.6.05 
examination ofapplicati 
fee for filing 10.6.07 
oath 10.6.06 
overview 10.6.01,10.6. 
process after filing 10.6 
provisional patent applil 
required elements 10.6. 
specification 10.6.04 

prosecution strategies 
Australia 12.1.01-12.1.1( 
Canada 12.2.01-12.2.11 
China 12.3.Ql 
Europe 12.7.01-12.7.07 
France 12.8.01-12.8.05 
Germany 12.9.01-12.9.1 
India 12.4.01-12.4.05 
Italy 12.10.01 
Japan 12.5.01-12.5.10 



Index 

India
 
examination ofapplication 10.4.04
 
filing ofapplication 10.4.01
 
gtant ofpatent 10.4.07
 
placing application in otdet fot
 

gtant 10.4.05,10.4.06
 
publication ofapplication 10.4.02
 
tequest fot examination 10.4.03
 

Italy 
appeals 10.10.07-10.10.09 
opposition 10.10.06 
overview 10.10.01-10.10.04 
public availability ofapplication 10.10.05 

Japan
 
appeal against final tejection/decision
 

oftefusal 10.5.11-10.5.14 
application 10.5.01,10.5.02 
decision of tefusal 10.5.10 
decision to gtant patent 10.5.08 
final notice of tefusal 10.5.09 
finaltejection 10.5.10 
formality examination 10.5.03 
notification of teasons fottefusal 10.5.07 
paymentofpatentfee 10.5.15 
publication ofunexamined application 10.5.04 
tegisttation 10.5.15 
tequest fot examination 10.5.05,10.5.06 
second office action 10.5.09 

Netherlands
 
fotmal tequirements 10.11.03-10.11.18
 
generally 10.11.01,10.11.02
 

overview 7.12,7.13 
United Kingdom 

filing application 10.12.01-10.12.05 
pteliminaryexamination 10.12.06,10.12.07 
publication 10.12.13.10.12.14 
seatches 10.12.08-10.12.12 
substantive examination 10.12.15-10.12.21 

United States 
allowance 10.6.34 
appeals 10.6.32. 10.6.33 
declatation 10.6.06 
drawings 10.6.05 
examination ofapplication 10.6.11-10.6.31 
fee fot filing 10.6.07 
oath 10.6.06 
overview 10.6.01,10.6.02 
process aftet filing 10.6.08-10.6.10 
provisional patent application 10.6.35 
tequited elements 10.6.03-10.6.07 
specification 10.6.04 

prosecution strategies 
Australia 12.1.01-12.1.10 
Canada 12.2.01-12.2.11 
China 12.3.01 
Europe 12.7.01-12.7.07 
Ftance 12.8.01-12.8.05 
Getmany 12.9.01-12.9.10 
India 12.4.01-12.4.05 
Italy 12.10.01 
Japan 12.5.01-12.5.10 

J: 

Netherlands 12.11.01-12.11.03 
overview 7.19,7.20 
United Kingdom 12.12.01-12.12.13 
United States 12.6.01-12.6.22 

purposive construction
 
Australia 4.1.09,4.1.1 0
 
Canada 4.2.06
 
United Kingdom 4.12.09--4.12.14
 

re-examination 
Australia 39.1.01-39.1.09
 
Canada 39.2.01-39.2.17
 
China 39.3.01-39.3.07
 
Eutope 39.7.01
 
France 39.8.01
 
Getmany 39.9.01
 
India 39.4.01
 
Italy 39.10.01
 
Japan 39.5.01-39.5.11
 
Netherlands 39.11.01
 
overview 36.07-36.11
 
United Kingdom 39.12.01
 
United States 39.6.01-39.6.29
 

estoppel effects of interpart~s 

te-examination 39.6.26-39.6.29 
expart~procedutes 39.6.12-39.6.16 
expart~requests 39.6.06-39.6.10 
int~rpart~s ptocedute 39.6.19-39.6.25 
int~rpart~s tequests 39.6.17,39.6.18 

reasonable man
 
notional addressee 1.04-1.08
 
use 1.05
 

regional agreements
 
international agreements 2.33
 

regulatory approval
 
see also agricultural chemicals regulatory approval; 

biological regulatory approval; generic 
company filing strategies; innovator company 
strategies; medical device regulatory approval; 
pharmaceutical regulatory approval; regulatory 
bodies; regulatory legislation 

overview 64.01-64.09
 
strategy 64.08, 64.09
 

regulatory bodies
 
Australia
 

Therapeutic Goods Administration 65.1.01-65.1.03 
Canada 65.2.01-65.2.07 
China 65.3.01,65.3.02 
Europe 65.7.08,65.7.09,65.7.13,65.7.18,65.7.19 
France 65.8.01,65.8.05 
Germany 65.9.01,65.9.03 

medical devices 65.9.05,65.9.06
 
India 65.4.01
 
Italy 65.10.14
 
Japan
 

Ministry ofHealth, Labour and 
Welfare 65.5.01--65.5.04 

Pharmaceutical Affairs and Food Sanitation 
Council 65.5.06,65.5.07 

Pharmaceuticals and Medical Devices 
Agency 65.5.05 
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regulatory bodies (cont.) 
Netherlands 65.11.04,65.11.06,65.11.08 
United Kingdom 65.12.02 
United States 

biologics 65.6.14--65.6.15
 
Centers for Medicare and
 

Medicaid Services 65.6.22
 
Customs and Border Protection 65.6.22
 
Department ofJustice 65.6.22
 
Drug Enforcement Administration 65.6.22
 
drugs 65.6.08--65.6.13
 
FDA 65.6.20,65.6.21
 
Federal Trade Commission 65.6.22
 
medical devices 65.6.16--65.6.19
 
overview 65.6.01--65.6.03
 
Patent and Trademark Office 65.6.22
 
penalties 65.6.04--65.6.06
 
prohibited acts 65.6.04-65.6.06
 
requirements 65.6.07
 

regulatory legislation 
Australia
 

Therapeutic Goods Act 1989 65.1.04
 
Therapeutic Goods (Charges)
 

Act 1989 65.1.07
 
Therapeutic Goods (Charges) Regulations
 

1990 65.1.08
 
Therapeutic Goods (Medical Devices)
 

Regulations 2002 65.1.06
 
Therapeutic Goods Regulations 1990 65.1.05
 

Canada 65.2.08--65.2.13
 
China 65.3.03--65.3.05,65.5.08--65.5.11
 
Europe
 

agricultural chemicals 65.7.14--65.7.17
 
Communiry Code 65.7.01--65.7.04
 
medical devices 65.7.10-65.7.12
 
Regulation 726/2004 65.7.05,65.7.06
 
Regulation 1394/2007 65.7.07
 

France 65.8.03, 65.8.04 
Germany
 

agricultural chemicals 65.9.07
 
medicinal products 65.9.02
 

Italy 65.10.01-65.10.13,65.10.15
 
Netherlands 65.11.01--65.11.03,65.11.05,65.11.07
 
United Kingdom 65.12.01
 
United States 65.6.24-65.6.70
 

reissue applications 
Australia 35.1.01-35.1.03 
Canada 33.2.03,33.2.04,35.2.11-35.2.27 
China 35.3.01-35.3.06 
Germany 35.9.02 
India 35.4.03 
overview 32.07,32.08 
United States 35.6.05-35.6.12 

remedies for infringement 
Australia
 

account of profits 47.1.03,47.1.06,47.1.07
 
amendment of patent
 

specification 48.1.06--48.1.08
 
costs 47.1.10,47.1.11
 
damages 47.1.03--47.1.05
 
delivery up 47.1.09
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generally 47.1.01 
injunctions 47.1.02 
innocent infringement 48.1.04,48.1.05 
inspection 47.1.08 
limitation period 48.1.01,48.1.02 
limitations on equitable remedies 48.1.09 
publication 48.1.03 
restored patents 48.1.10,48.1.11 
restrictions 48.1.01--48.1.11 

Canada 
accountofprofits 47.2.11--47.2.14 
costs 47.2.18--47.2.21 
damages 47.2.03--47.2.08 
delivery up 47.2.17 
equitable remedies 48.2.02 
injunctions 47.2.01,47.2.02 
innocent infringement 48.2.03--48.2.05 
interest 47.2.15,47.2.16 
limitation period 48.2.0 I 
reasonable compensation 47.2.09,47.2.10 
restrictions 48.2.01--48.2.05 

China 47.3.01--47.3.03 
restrictions 48.3.0 I, 48.3.02 

Europe 47.7.01 
restrictions 48.7.0 I 

France 
attorney's fees 47.8.19--47.8.21 
damages 47.8.03--47.8.17 
generally 47.8.01,47.8.02 
good faith 48.8.02--48.8.13 
innocent infringement 48.8.0 I 
restrictions 48.8.01--48.8.13 
wilful infringement 47.8.18 

Germany 
account of profits 47.9.09 
cease and desist order 47.9.01 
compensation for enrichment 47.9.07 
confiscation by customs 47.9.11 
criminal law 47.9.12 
damages 47.9.02--47.9.06 
destruction 47.9.10 
disclosure of third parry involvement 47.9.08 
limitation period 48.9.01--48.9.04 
restrictions 48.9.01--48.9.04 

India 47.10.01 
account of profits 47.4.11,47.4.12 
background 47.4.01,47.4.02 
costs 47.4.14 
damages 47.4.09,47.4.10 
injunctions 47.4.03,47.4.04 
prima facie case 47.4.06--47.4.08 
restrictions 48.4.01--48.4.03 
temporary injunctions 47.4.05 
wilful infringement 47.4.13 

Italy 
damages 47.10.07--47.10.10 
destruction 47.10.06 
expiration date close 48.10.03 
generally 47.10.0 I 
injunctions 47.10.02--47.10.05 
innocent infringement 48.10.01,48.10.02 

publication of the decisio 
restrictions 48.1O.01-4a 

Japan 
damages 475.05-475.1 
destruction ofinfringing 

articles 475.02-47 
equitable remedies 485. 
failure to work patented , invention 485.06
injunction 475.01 
limitation period 485.0 
measures fOr recovery ofr 
presumption ofnegligenc 
rebuttal ofpresumption ~ 

damage 485.04,41 
restrictions 48.5.01-48.~ 

Netherlands 
account ofprofits 47.1 L 
additional remedies 47.1 
attorney's fees 47.11.09 
cross-border injunctions 
damages 47.11.07,47.1: 
injunctions 47.11.0I 
restrictions 48.11.01 
wilful infringement 47.1 

overview 42.18-42.25 
restrictions 

Australia 48.1.01-48.1.1 
Canada 48.2.0 1-48.2.0~ 

China 48.3.01,48.3.02 
Europe 48.7.01 
France 48.8.01-48.8.13 
Germany 48.9.01-48.9. 
India 48.4.01-48.4.03 
Italy 48.10.01-48.10.03 
Japan 48.5.01-48.5.08 
Netherlands 48.11.01 
overview 42.26-42.29 ' 
United Kingdom 48.12.' 
United States 48.6.01-4 

United Kingdom 
account ofprofits 47.12. 

47.12.15-47.12.20 
amended patent 

specification 48.12, 
damages 47.12.06-47.1: 
delivery up 47.12.21,47 
destruction 47.12.21, 4i 
injunctions 47.12.02-4i 
innocent infringement 4 
limitation period 48.12.1 
non-registration, effecrol 
partially valid patent, 

infringement of 48 
restored patents 48.12.0' 
restrictions 48.12.01-4S 
statutory provisions 47.1 

United States 
attorneys' fees 47.6.20, ~ 

damages 47.6.06-47.6.1 
injunctions 47.6.01-47. 
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publication of the decision 47.10.11
 
restrictions 48.10.01--48.10.03
 

Japan 
damages 47.5.05--47.5.11 
destruction of infringing 

articles 47.5.02--47.5.04
 
equitable remedies 48.5.02
 
failure to work patented
 

invention 48.5.06-48.5.08 
injunction 47.5.01 
limitation period 48.5.01 
measures for recovery of reputation 47.5.12 
presumption of negligence 48.5.03 
rebuttal ofpresumption of 

damage 48.5.04,48.5.05
 
restrictions 48.5.01--48.5.08
 

Netherlands 
account ofprofits 47.11.07,47.11.08 
additional remedies 47.11.10 
attorney's fees 47.11.09 
cross-border injunctions 47.11.02--47.11.06 
damages 47.11.07,47.11.08 
injunctions 47.11.01 
restrictions 48.11.01 
wilful infringement 47.11.06 

overview 42.18--42.25 
restrictions 

Australia 48.1.01--48.1.11
 
Canada 48.2.01--48.2.05
 
China 48.3.01, 48.3.02
 
Europe 48.7.01
 
France 48.8.01--48.8.13
 
Germany 48.9.01--48.9.04
 
India 48.4.01--48.4.03
 
Italy 48.10.01--48.10.03
 
Japan 48.5.01--48.5.08
 
Netherlands 48.11.01
 
overview 42.26-42.29
 
United Kingdom 48.12.01--48.12.26
 
United States 48.6.01--48.6.12
 

United Kingdom 
account ofprofits 47.12.06,47.12.07, 

47.12.15--47.12.20 
amended patent 

specification 48.12.11--48.12.20 
damages 47.12.06-47.12.14 
deliveryup 47.12.21,47.12.22 
destruction 47.12.21,47.12.22 
injunctions 47.12.02--47.12.05 
innocent infringement 48.12.03--48.12.06 
limitation period 48.12.01,48.12.02 
non-registration, effect of 48.12.25,48.12.26 
partially valid patent, 

infringement of 48.12.21--48.12.24 
restored patents 48.12.07--48.12.10 
restrictions 48.12.01--48.12.26 
statutory provisions 47.12.01 

United States 
attorneys' fees 47.6.20,47.6.21 
damages 47.6.06-47.6.17 
injunctions 47.6.01--47.6.05 

innocent infringement 48.6.04--48.6.08 
interest 47.6.18,47.6.19 
intervening rights 48.6.09--48.6.12 
ITC actions 47.6.22,47.6.23 
limitation period 48.6.01 
marking and notice requirement 48.6.02,48.6.03 
restrictions 48.6.01--48.6.12 

renewal fees 
Australia 16.1.08, 16.1.09 
Canada 16.2.03-16.2.12 
China 16.3.09 
Europe 16.7.02-16.7.05,16.7.07,16.7.08 
France 16.8.02-16.8.05 
Germany 16.9.04-16.9.07 
India 16.4.02 
Italy 16.10.02 
Japan 16.5.02,16.5.03 
Netherlands 16.11.03, 16.11.04 
non-payment 15.05 
requirement 15.04 
United Kingdom 16.12.02 
United States 16.6.03 

research and development collaboration 
Australia 94.1.01-94.1.10 
Canada 94.2.01-94.2.16 
China 94.3.01-94.3.05 
Europe 

competition law 94.7.18-94.7.21
 
confidentiality 94.7.12-94.7.15
 
overview 94.7.01-94.7.04
 
ownership of intellectual
 

property 94.7.05-94.7.09 
payment 94.7.16 
right to use intellectual property 94.7.10,94.7.11 
termination 94.7.17 

France
 
overview 94.8.01,94.8.02
 
research programme 94.8.03
 
usual clauses 94.8.04-94.8.10
 

Germany
 
confidentiality 94.9.15
 
content of rights 94.9.09
 
costs 94.9.10-94.9.14
 
generally 94.9.01
 
ownership 94.9.02-94.9.08
 
revenues 94.9.10-94.9.14
 

India 94.4.01-94.4.04
 
Italy 94.10.01-94.10.09
 
Japan
 

alliances 94.5.16--94.5.20 
assign-back 94.5.07 
employee invention 94.5.11-94.5.15 
estoppels 94.5.08 
foreign filing licence 94.5.09 
grant-back 94.5.07 
joint ownership 94.5.02-94.5.06 
no contest provisions 94.5.08 
remuneration for employee's invention 94.5.10 

Netherlands 94.11.01-94.11.05
 
overview 93.02-93.07
 
United Kingdom 94.12.01-94.12.04
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research and development collaboration (cant.) 
United States 

antitrust 94.6.13 
Bayh-DoleAct 94.6.06,94.6.07 
defences 94.6.12 
funding support 94.6.08-94.6.11 
improvements 94.6.03-94.6.05 
inventorship 94.6.03-94.6.05 
joint reseatch agteements 94.6.08-94.6.11 
overview 94.6.01.94.6.02 
ownetship ofinventions 94.6.03-94.6.05 
safe harbout 94.6.08-94.6.11 

restitutio in integrum 
Europe 16.7.17-16.7.29 

revocation 
Australia 40.1.01-40.1.03
 
Canada 40.2.01-40.2.22
 
China 40.3.01-40.3.15
 
Europe 40.7.01
 
France
 

a1ternarive procedures 40.8.12,40.8.13 
effects of invalidation 40.8.14-40.8.18 
genetally 40.8.01-40.8.06 
standing 40.8.07-40.8.11 

Getmany 40.9.01-40.9.23,57.9.19-57.9.23 
India 

atomic energy cases 40.4.04 
counterclaim 40.4.06 
generally 40.4.0 I 
non-wotking patent 40.4.05 
petition of centtal government 40.4.02 
procedute 40.4.07-40.4.11 
public interest 40.4.03 

Japan 40.5.01-40.5.11 
Netherlands 

accelerated proceedings 40.11.01,40.11.02 
advisory report 40.11.06,40.11.07 
counterclaims 40.11.03 
Dutch patents 40.11.04,40.11.05 
preliminary relief 

proceedings 40.11.08-40.11.1 0
 
overview 36.12-36.15
 
United Kingdom
 

applicant for interpartes 
revocation 40.12.07-40.12.29 

generally 40.12.01 
grounds for exparte 

revocation 40.12.02,40.12.03 
grounds for interpartes 

revocation 40.12.04-40.12.06 
post-grant procedure 40.12.32-40.12.40 
strategy 40.12.30,40.12.31 

United States 40.6.0 I 

secCC[ use 

Australia 28.1.01,28.01.02
 
Canada 28.2.01-28.2.11
 
China 28.3.01-28.3.06
 
Europe 28.7.01
 
France 28.8.0 1,28.8.2
 
Germany 28.9.01
 

India 28.4.01 
Italy 28.10.01-28.10.11 
Japan 28.5.01-28.5.03 
Netherlands 28.11.01,28.11.02 
overview 18.38 
United Kingdom 28.12.01 
United States 28.6.01-28.6.09 

selection patents 
Canada 19.2.21-19.2.25 
India 19.4.09 
Japan 19.5.06 

settlement of litigation 
Australia 63.1.01...{)3.1.03,88.1.01-88.1.09 
Canada 63.2.01...{)3.2.19,88.2.01-88.2.19 
China 63.3.01...{)3.3.04 
competition law 

Australia 88.1.01-88.1.09 
Canada 88.2.01-88.2.19 
China 88.3.01-88.3.03 
Europe 88.7.01-88.7.10 
France 88.8.01-88.8.07 
Germany 88.9.01-88.9.03 
India 88.4.0 I 
Italy 88.10.01-88.10.18 
Japan 88.5.01-88.5.06, 88.5.01-88.5.061 
Netherlands 88.11.0 I 
overview 81.21, 81.22 
United Kingdom 88.12.01 
United States 88.6.01-88.6.17 

Europe 63.7.01 
France 

agreement 63.8.0 I 
licence agreement 63.8.02 
withdrawal ofcase 63.8.03--63.8.07 

Germany 63.9.01"'{)3.9.04 
India 63.4.01 
Italy 63.10.0 1,63.10.02 
Japan 63.5.01-63.5.06 
Netherlands 63.11.0 I 
overview 55.41-55.43 
United IGngdom 63.12.01-63.12.04 
United States 

ANDA action 6.6.24, 63.6.23 
arbitration 63.6.14--63.6.22 
interference proceedings 5.6.34 
mediation 63.6.08--63.6.13 
overview 63.6.01--63.6.06 
without help ofoutside individuals 63.6.07 

skilled addressee 
attributes 

Australia 3.1.05, 3.1.06 
Europe 3.7.02-3.7.05 
Italy 3.10.05-3.10.07 
Netherlands 3.11.05-3.11.07 

Austtalia 
attributes 3.1.05,3.1.06 
generally 3.1.0 1,3.1.02 
international character ofpatent 

evidence 3.1.07-3.1.09 
skilled team 3.1.10-3.1.13 
use in patent proceedings 3.1.03,3.1.04 
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Canada 3.2.01-3.2.12 
China 3.3.01-3.3.06 
common general knowledge 

Europe 3.7.14--3.7.16 
United IGngdom 3.12.07 

Europe 
background 3.7.01 
biotechnology/genetic eIIlI 

field 3.7.06-3.7.09 
characteristics 3.7.02-3.7 
common general knowlcdj 
neighbouring technical fie 
state of the art 3.7.14--3.7 

France 
disclosure 3.8.12 
inventive step 3.8.12 
level ofskill 3.8.11 
overview 3.8.01-3.8.03 
technical field 3.8.04--3.8 

Germany 
art 3.9.07.3.9.08 
importance 3.9.01-3.9.0 
neighbouring fields ofart 

statutory provisions 3.9.C 
India 3.4.01 
Italy 

attributes 3.10.05-3.10.( 
overview 3.10.01-3.10.0 

Japan 
definition 3.5.01-3.5.03 
patent practice 3.5.04--3. 

Netherlands 
attributes 3.11.05-3.1 J.( 

overview 3.11.01-3.11.0 
scope ofprotection 3.11.1 

notional 1.04--1.08 
skilled team 

Australia 3.1.10-3.1.13 
state of the art 

Europe 3.7.14--3.7.16 
United IGngdom 

attributes 3.12.03.3.12.1 
common general knowled 
overview 3.12.01.3.12.0 
tearns 3.12.05.3.12.06 

United States 3.6.01-3.6.0~ 

somatic cell therapy produetB 
United States 72.6.21-72.6 

split trials 
Australia 59.1.01-59.1.06 
Canada 59.2.01-59.2.16 

Markman hearings 59.2.' 
sepatate detetmination of 

invalidity issues 59. 
separate detetmination of 

ofdamages 59.2.09 
China 59.3.01-59.3.03 
Europe 59.7.01 
France 

infringement/validity spli 
liability/quantum splits ~ 
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Canada 3.2.01-3.2.12
 
China 3.3.01-3.3.06
 
common general knowledge
 

Europe 3.7.14-3.7.16 
United Kingdom 3.12.07-3.12.10 

Europe
 
background 3.7.01
 
biotechnology/genetic engineering
 

field 3.7.06-3.7.09 
characteristics 3.7.02-3.7.05 
common general knowledge 3.7.14--3.7.16 
neighbouring technical fields 3.7.10-3.7.13 
state of the art 3.7.14--3.7.16 

France
 
disclosure 3.8.12
 
inventive step 3.8.12
 
level ofskill 3.8.11
 
overview 3.8.01-3.8.03
 
technical field 3.8.04-3.8.10
 

Germany 
art 3.9.07,3.9.08 
importance 3.9.01-3.9.03 
neighbouring fields ofart 3.9.07,3.9.08 
statutory provisions 3.9.04--3.9.06 

India 3.4.01 
Italy
 

attributes 3.10.05-3.10.07
 
overview 3.10.01-3.10.04
 

Japan
 
definition 3.5.01-3.5.03
 
patent practice 3.5.04--3.5.06
 

Netherlands
 
attributes 3.11.05-3.11.07
 
overview 3.11.01-3.11.04
 
scope ofprotection 3.11.08-3.11.10
 

notional 1.04--1.08
 
skilled team
 

Australia 3.1.10-3.1.13
 
state of the art
 

Europe 3.7.14-3.7.16
 
United Kingdom 

attributes 3.12.03, 3.12.04 
common general knowledge 3.12.07-3.12.10 
overview 3.12.01, 3.12.02 
teams 3.12.05,3.12.06 

United States 3.6.01-3.6.05 
somatic cell therapy products 

United States 72.6.21-72.6.24 
split trials 

Australia 59.1.01-59.1.06 
Canada 59.2.01-59.2.16 

Markman hearings 59.2.05-59.2.08 
separate determination ofinfringement and 

invalidity issues 59.2.12-59.2.16 
separate determination of liability 

ofdamages 59.2.09-59.2.11
 
China 59.3.01-59.3.03
 
Europe 59.7.01
 
France
 

infringement/validity splits 59.8.03 
liability/quantum splits 59.8.02 

Markman hearings 59.8.01 
Germany 59.9.01-59.9.04 
India 59.4.01 
Italy 59.10.01-59.10.04 
Japan 59.5.01-59.5.03 
Netherlands 59.11.01,59.11.02 
overview 55.23-55.27 
United Kingdom 59.12.01-59.12.04 
United States 

ANDA cases 59.6.11 
bifurcation 59.6.02-59.6.04 
claim construction hearings 59.6.18-59.6.21 
counterclaims 59.6.12-59.6.16 
damages 59.6.09,59.6.10 
defences 59.6.12-59.6.16 
infringement 59.6.17 
overview 59.6.01 
preliminary injunction hearings 59.6.22 
validity 59.6.17 
wilfulness 59.6.05-59.6.08 

state ofthe an
 
Europe 3.7.14-3.7.16
 

stem cells
 
Netherlands 19.11.27
 
United States 19.6.07,19.6.08
 

Strasbourg Agreement concerning the 
International Patent Classification 1971 

provisions 2.15,2.16 
subject matter see patentable subject matter 
subpoenas 

France 57.8.05 
sufficiency 

Australia 25.1.01,25.1.02 
Canada 25.2.01-25.2.15 
China 25.3.01-25.3.08 
Europe 25.7.01-25.7.30 
France 25.8.01-25.8.06 
full description 25.7.01-25.7.30 
Germany 25.9.01-25.9.14 
India 25.4.01-25.4.05 
Italy 25.10.01-25.10.13 
Netherlands 25.11.01-25.11.17 
requirement 18.28-18.33 
United Kingdom 25.12.01-25.12.26 
United States 25.6.01-25.6.23 

summary judgments
 
Australia 60.1.01-60.1.07
 
Canada 60.2.01-60.2.17
 
China 60.3.01,60.3.02
 
Europe 60.7.01
 
France 60.8.01-60.8.05
 
Germany 60.9.02-60.9.06
 
India 60.4.01-60.4.07
 
Italy 60.10.01,60.10.2
 
Japan 60.5.01
 
Netherlands 60.11.01, 60.11.02
 
overview 55.28-55.34
 
United Kingdom 60.12.07,60.12.08
 
United States 60.6.01-60.6.05
 

supplementary protection certificates
 
China 17.3.01,17.3.02
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supplementary protection certificates (cont.) 
Europe 17.7.04,17.8.01-17.8.26
 

challenging certificate 17.8.20
 
duration 17.8.14, 17.8.15
 
formal requirements 17.8.04-17.8.12
 
paediatric extensions 17.8.21-17.8.26
 
scope ofprotection 17.8.16--17.8.19
 
timing 17.8.13
 

France 13.8.14
 
former legislation 17.9.05-17.9.07
 
practice 17.9.08-17.9.16
 
typesofSPC 17.9.02-17.9.04
 

Germany 13.9.06--13.9.15,17.10.02-17.10.08 
India 17.4.02 
Italy 17.11.01-17.11.09 
Japan 17.5.01 
Netherlands 17.12.03-17.12.11 
purpose 15.10 
United Kingdom 12.12.12, 12.12.13, 

17.13.02-17.13.07 
formal requirements 17.13.03-17.13.05 
paediatric extensions 17.13.07 
timing 17.13.06 

surrender ofpatent 
India 16.4.04 
United Kingdom 16.12.04,16.12.05 

Swiss form medical use claims 
United Kingdom 

interpretation ofpatent claims! 
specifications 4.12.26 

technology transfer arrangements 
Australia
 

block exemptions 83.1.09-83.1.13
 
confidentiality agteements 83.1.02
 
deed ofassignment 83.1.04
 
generally 83.1.0 I
 
joint ventures 83.1.06
 
licensing 83.1.05
 
material transfer agreements 83.1.03
 
spin-out companies 83.1.07
 
technology incubators 83.1.08
 

Canada 83.2.01-83.2.11
 
China 83.3.01-83.3.10
 
France 83.8.01-83.8.05
 
Germany 83.9.01
 
India 83.4.0 I, 83.4.02
 
italy 83.10.01-83.10.03
 
Japan 83.5.01-83.5.10
 
Netherlands 83.11.01-83.11.05
 
overview 81.04, 81.05
 
United Kingdom 83.12.0 I
 
United States 83.6.01-83.6.04
 

term ofpatent see patent term 
third party interventions 

Australia 37.1.01-37.1.09 
Canada 37.2.01-37.2.09 
China 37.3.01-37.3.04 
Europe 37.7.01-37.7.09 
France 37.8.01,37.8.02 
Germany 37.9.01-37.9.07 
India 37.4.01 

Italy 37.10.01 
Japan 37.5.01-37.5.06 
Netherlands 37.11.01 
overview 36.01-36.03 
United Kingdom 37.12.01-37.12.15 
United States 37.6.01-36.6.07 

tie-in!tie-out clauses
 
Australia 84.1.01-84.1.07
 
Canada 84.2.01-84.2.10
 
China 84.3.01-84.3.03
 
Europe 84.7.01-84.7.10
 
France 84.8.01-84.8.07
 
Germany 84.9.01-84.9.03
 
India 84.4.01, 84.4.02
 
Italy 84.10.01-84.10.06
 
Japan 84.5.01-84.5.03
 
Netherlands 84.11.01-84.11.02
 
overview 81.08-81.10
 
United Kingdom 84.12.01
 
United States 84.6.01-84.6.09
 

timing ofamendment
 
Australia 33.1.01-33.1.14
 
Canada 33.2.01-33.2.13
 
China 33.3.0 1,33.3.02
 
Europe 33.7.01-33.7.06
 
France 33.08.01-33.8.11
 
Germany 33.9.01-33.9.11
 
India 33.4.01-33.4.06
 
Italy 33.10.01-33.10.03
 
Japan 33.5.01-33.5.09
 
Netherlands 33.11.01-33.11.06
 
overview 32.02-32.04
 
United Kingdom 33.12.01-33.12.18
 
United States 33.6.0 I, 33.6.02
 

TLT see Trademark Law Treaty (TLT)
 
trade marks
 

Australia 
application process 92.1.09,92.1.10 
deceptive similarity 92.1.17-92.1.21 
defences 92.1.22 
enforcement 92.1.12 
overview 92.1.01 
pharmaceutical trade marks 92.1.11 
registrability issues 92.1.02-92.1.08 
substantially identical 92.1.16 
use as trade mark 92.1.13-92.1.15 

Canada 92.2.01-92.2.51
 
China 92.3.01-92.3.13
 
Europe
 

absolute grounds of refusal 92.7.09-92.7.19 
colours 92.7.15,92.7.16 
customary in current language or in bona fide 

established practices of trade 92.7.18 
defences to infringement 92.7.55,92.7.56 
devoid ofany distinctive character 92.7.12,92.7.13 
harmonization oflaw 92.7.04 
indication, descriptive 92.7.17 
infringement 92.7.50-92.7.54 
invalidity 92.7.44-92.7.47 
overview 92.7.01-92.7.03 
paraUei imports 92.7.57-92.7.78 
registrability 92.7.05-92.7.08 
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revocation 92.7.48,92.7 
shapes 92.7.20--92.7.43 
three-dimensional shape-

marks 92.7.14 
use, distinctive chatacter, 

through 92.7.19 
France 

absolute grounds examin: 
confusion, risk of 92.8.0 
generic drugs 92.8.17-9 
overview 92.8.01-92.8.1 
pharmaceutical trade maJ 

authorization 92.8. 
shapes 92.8.06-92.8.08 
word and figurative mm 

Germany 
assignment 92.9.15 
exclusive rights 92.9.14 
overview 92.9.01,92.9.1 
preconditions for protea 
relative grounds fur reM 

of protection 92.9. 
India 

criminal offences 92.4.0 
overview 92.4.01 
registered trade marks 9: 
term of trade mark 92.4 
unregistered trade marks 

Italy 
absolute grounds fot refu 
acquiescence 92.10.23 
distinctiveness 92.1 0.05 
enforcement 92.1 0.24-' 
infringement 92.10.12
loss ofrights 92.10.19, ~ 

non-use 92.10.21, 92.11 
overview 92.1 0.0 I, 92.1 
registrability 92.10.03, 
relative grounds for refus 
remedies 92.10.24-92.1 
shapes 92.10.08,92.10. 

Japan 
famous trade mark prate 
protection of registered t 

matks 92.5.01,92 
well-known trade mark p 

Netherlands 92.11.01-92 
overview 89.11-89.16 
United Kingdom 

advertising ofmedicines 
Advertising Standards A 
comparative advertising 
misleading advertising C 

overview 92.12.0 I 
threats 92.12.02,92.12 
unfair commercial busiD 

practices 92.12.04 
United States 

chemical names 92.6. I: 
colour 92.6.10 
dilution 92.6.23 
distinctiveness 92.6.07. 
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revocation 92.7.48,92.7.49
 
shapes 92.7.20--92.7.43
 
three-dimensional shape-of-product
 

marks 92.7.14
 
use, distinctive character acquired
 

through 92.7.19
 
France 

absolute grounds examination 92.8.05-92.8.08 
confusion, risk of 92.8.09-92.8.16 
generic drugs 92.8.17-92.8.27 
overview 92.8.01-92.8.04 
pharmaceutical trade mark marketing 

authorization 92.8.28-92.8.30
 
shapes 92.8.06-92.8.08
 
word and figurative marks 92.8.05
 

Germany 
assignment 92.9.15 
exclusive rights 92.9.14 
overview 92.9.01,92.9.02 
preconditions for protection 92.9.03-92.9.06 
relative grounds for refusal 

ofprotection 92.9.11-92.9.13 
India 

criminal offences 92.4.07 
overview 92.4.01 
registered trade marks 92.4.02-92.4.05 
term of trade mark 92.4.06 
unregistered trade marks 92.4.08-92.4.10 

Italy 
absolute grounds for refusal 92.10.07 
acquiescence 92.10.23 
distinctiveness 92.10.05,92.10.06 
enforcement 92.10.24-92.10.26 
infringement 92.10.12-92.10.18 
loss of rights 92.10.19,92.10.20 
non-use 92.10.21, 92.10.22 
overview 92.10.01,92.10.02 
registrability 92.10.03, 92.10.04 
relative grounds for refusal 92.10.10, 92.10.11 
remedies 92.10.24-92.10.26 
shapes 92.10.08, 92.10.09 

Japan 
famous trade mark protection 92.5.09,92.5.10 
protection of registered trade 

marks 92.5.01,92.5.02 
well-known trade mark protection 92.5.06-92.5.08 

Netherlands 92.11.01-92.11.05 
overview 89.11-89.16 
United Kingdom 

advertising ofmedicines 92.12.07
 
Advertising Standards Authority 92.12.06
 
comparative advertising 92.12.05
 
misleading advertising 92.12.05
 
overview 92.12.01
 
threats 92.12.02,92.12.03
 
unfair commercial business-to-consumer
 

practices 92.12.04 
United States 

chemical names 92.6.12 
colour 92.6.10 
dilution 92.6.23 
distinctiveness 92.6.07, 92.6.08 

enforcement 92.6.16-92.6.21 
false advertising 92.6.22 
FDA approval 92.6.14 
generic names 92.6.13 
overview 92.6.01-92.6.03 
pharmaceutical trade marks 92.6.15 
product configuration 92.6.09,92.6.10 
trade dress 92.6.09,92.6.10 

trade secrets see confidential information 
Trademark Law Treaty (TLT) 

provisions 2.27 
traditional knowledge 

Australia 72.1.35-72.1.37 
trial 

see also split trials 
Australia 46.1.11, 46.1.12 
Canada 57.2.38-57.2.44 
France 57.8.14 
Japan 57.5.04-57.5.06 
United Kingdom 57.12.32-57.12.35 
United States 57.6.01,57.6.11-57.6.13 

TRIPS 
acquisition ofIP rights 2.08 
availability ofIP rights 2.06 
basic provisions 2.05 
commencement 2.03 
dispute resolution 2.09 
enforcement 2.07 
general provisions 2.05 
harmonization 2.04 
implementation 2.03 
maintenance ofIP rights 2.08 
National Treatment 
meaning 2.05 
obligations 2.04 
patent term 15.01 
scope ofIP rights 2.06 
use ofIP rights 2.06 

unfair competition 
Australia 92.1.27-92.1.35 
Europe 

comparative 
advertising 92.7.89,92.7.91,92.7.92 

misleading advertising 92.7.89,92.7.90 
overview 92.7.79 
unfair business-to-consumer commercial 

practices 92.7.80--92.7.88
 
Germany 92.9.16-92.9.32
 
India 92.4.15-92.4.22
 
Italy 92.10.27-92.10.29
 
overview 89.11-89.16
 

United Kingdom 
acceleration ofgrant 

procedure 12.12.02-12.12.08 
account ofprofits 47.12.06,47.12.07, 

47.12.15--47.12.20 
agricultural chemicals regulatory approval 

competent authorities 69.12.04 
legislation 69.12.01-69.12.03 

allowable amendments 34.12.01-34.12.23 
amended specification 35.12.01-35.12.07 

) 'If
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United Kingdom (cont.) 

amendment
 
allowable amendments 34.12.01-34.12.23
 
amended specification 35.12.01-35.12.07
 
definitions 33.12.01,33.12.02
 
patents 34.12.19-34.12.23
 
post-grant amendments 33.12.10--33.12.18
 
pre-grant ofpatent 33.12.03-33.12.09,
 

34.12.03-34.12.18
 
appeals 56.12.07-56.12.12
 
applications
 

conversion applications 13.12.12-13.12.14 
divisional applications 13.12.02-13.12.08 
replacement applications 13.12.09-13.12.11 
types 13.12.01-13.12.14 

approval ofgeneric drugs 77.12.01 
assignments
 

estoppel 97.12.09
 
formalities 97.12.02-97.12.06
 
generally 97.12.01
 
registration 97.12.07,97.12.08
 

biodiversity 72.12.01
 
biological regulatory approval 67.12.0 1...Q7.12.04
 
Bolar exemption 52.12.01-52.12.09
 
case management 57.12.14--57.12.18
 
certified patents 77.12.0 I
 
clarity 27.12.01-27.12.03
 
commercialization strategies 95.12.01-95.12.13
 
common general knowledge 3.12.07-3.12.10
 
competition law
 

disclosure to standard setting
 
organizations 86.12.0 I
 

intellectual property rights
 
as exception 82.12.01-82.12.05
 

licences 85.12.01
 
technology transfer arrangements 83.12.01
 
tie-inltie-out clauses 84.12.0 I
 
unjustified infringement
 

proceedings 87.12.01-87.12.04 
compulsory licensing
 

abuse of monopoly 99.12.02-99.12.06
 
Doha declaration 99.12.07
 
generally 99.12.01
 
licences of right 99.12.08-99.12.14
 

confidential information
 
definition ofconfidential information 90.12.05
 
duty ofconfidentiality 90.12.06
 
employee confidentiality 90.12.10-90.12.14
 
overview 90.12.01-90.12.04
 
public interests 90.12.07-90.12.09
 

costs 62.12.07--62.12.09 
court hierarchies
 

Court ofAppeal 56.12.07-56.12.10
 
courts offirst instance 56.12.01-56.12.06
 
Supreme Court 56.12.11,56.12.12
 

Crown use 100.12.04--100.12.07
 
damages 47.12.06--47.12.14
 
data exclusivity
 

comparison with other rights 74.12.01,74.12.02 
generic companies 79.12.01 
innovator companies 78.12.0 I 
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medical devices 80.12.01
 
new chemical entity 75.12.01
 
other periods 76.12.01
 

data exclusivity strategies for generic 
companies 79.12.01 

data exclusivity strategies for innovator 
companies 78.12.01 

declarations ofvalidity 41.12.01,41.12.02 
defences to infringement 

Bolar exemption 52.12.01-52.12.09
 
exhaustion of rights 54.12.01-54.12.07
 
experimental use 51.12.01-51.12.13
 
non-infringement
 

declarations 53.12.01-53.12.12 
prior secret use 50.12.01-50.12.12 

delivery up 47.12.21, 47.12.22 
disclosure 57.12.19-57.12.22 
disclosure of information to patent 

offices 14.12.01, 14.12.02 
disclosure to standard setting 

organizations 86.12.01 
drafting bioscience patents 

basic principles 8.12.01 
biological material 8.12.29,8.12.30 
biotechnological inventions 8.12.02 
claims 8.12.11-8.12.13 
example ofclaims 8.12.14--8.12.28 
exclusions from patentability 8.12.03-8.12.10 
information 8.12.31 
sequence listing 8.12.29, 8.12.30 

drafting pharmaceutical patents 
composition claims 9.12.02-9.12.09 
first medical use claims 9.12.10-9.12.17 
genetally 9.12.01 
information 9.12.28 
second medical use claims 9.12.18-9.12.27 

due diligence 98.12.01 
emetgency use ofpatented invention 100.12.08 
enablement 24.12.01 
entitlement to the invention 31.12.01-31.12.12 

alternative remedies 31.12.08,31.12.09
 
grounds for disputed
 

ownership 31.12.04--31.12.06 
legal framework 31.12.01-31.12.03 
rules governing disputes 31.12.10--31.12.12 
subject matter ofdispute 31.12.07 

equivalents doctrine 44.12.01-44.12.03 
examination 11.12.01,11.12.02 
exhaustion ofrights 54.12.01-54.12.07 
experimental use 

clinical trials 51.12.12
 
exemptions 51.12.01
 
pharmacy use 51.12.13
 
private use 51.12.02
 
scope ofprotection 51.12.03-51.12.11
 

expert evidence 57.12.29-57.12.31 
extensions of term 17.13.01 
file wrapper estoppel 4.12.17,4.12.18 
fraud 30.12.01 
full description 25.12.01-25.12.26 
generic company filing strategies 71.12.01 

genetic modified organisms 
government use or acquisitil 

oflicences 100.12.01
grace periods 22.12.01 
indirect infringement 

claims limited by use 45. 
inducements to infringe , 
joint tottfeasors 45.12.11 
staple commercial produc 
statutory ptovisions 45.1 

inequitable conduct 30.12.1 
infringement proceedings 

burden ofproof 46.12.1H 
defendants 46.12.15-46 
entitlement to bring 

proceedings 46.12.: 
forum 46.12.01-46.12.~ 

split hearings 46.12.04.' 
infringing acts 43.12.01-4: 
injunctions 47.12.02-47.1: 
innocent infringement 48.1 
innovator company strategic 
internal fair basis 24.12.01 
interpretation ofpatent claiJ 

ambiguous patent 4.12.1 
case law 4.12.08 
combinations 4.12.25 
conduct ofpatentee 4.11 
date ofconstruction 4.1. 
definition of terms used b 
dosing regimes 4.12.26 
file wrapper estoppd 4.1 
improver questions 4.12 
numerical ranges 4.12.2: 
overview 4.12.01-4.12.1 
protocol questions 4.12. 
purposive construction ~ 

relevant legislation 4.12. 
Swiss form medical use d 
variants 4.12.11,4.12.1: 

inventive step 
background 23.12.03-1 
commercial success 23.1 
mindset ofskilled man 1 
obviousness 23.12.08-2 
selection patents 23.12. 
statutory provisions 23. 
technical vs commercial 
unforeseen benefits 23.1 
Windsurfing test 23.12.1 

inventorship 
entitlement disputes 5.1 
procedure 5.12.16-5.1: 
who may apply for pater 

licences 85.12.01 
licensing 

assignment oflicences S 
competition law 96.12. 
estoppel 96.12.11 
exclusive"licences 96.12 
exhaustion 96.12.17.91 
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genetic modified organisms 72.12.02.72.12.03 fotmalities 96.12.06-96.12.08 
government use or acquisition know-how 96.12.12 

of licences 100.12.01-100.12.08 non-exclusive licences 96.12.02-96.12.05 
grace periods 22.12.01 overview 96.12.01 
indirect infringement registration 96.12.09.96.12.10 

claims limited by use 45.12.14 royalties 96.12.13,96.12.14
 
inducements to infringe 45.12.15 sole licences 96.12.02-96.12.05
 
jointtortfeasors 45.12.16 termination 96.12.15,96.12.16
 
staple commercial product 45.12.10--45.12.13 limitation period 48.12.01,48.12.02
 
sratutory provisions 45.12.01--45.12.09 litigation
 

inequitable conduct 30.12.01 case management 57.12.14--57.12.18 
inftingement proceedings commencement ofclaims 57.12.08-57.12.10 

burden ofproof 46.12.06--46.12.09 counterclaims 57.12.11-57.12.13 
defendants 46.12.15--46.12.21 defence 57.12.11-57.12.13 
entitlement to bring disclosure 57.12.19-57.12.22 

proceedings 46.12.10--46.12.14 experiments 57.12.23-57.12.26
 
forum 46.12.01--46.12.03 expert evidence 57.12.29-57.12.31
 
split hearings 46.12.04.46.12.05 generally 57.12.01-57.12.05
 

infringing acts 43.12.01--43.12.10 interim applications 57.12.27,57.12.28 
injunctions 47.12.02--47.12.05 practicalities 62.12.01--62.12.09 
innocent infringement 48.12.03--48.12.06 timescales 57.12.06,57.12.07 
innovator company strategies 70.12.01 trial 57.12.32-57.12.35 
internal fair basis 24.12.0 I medical device regulatory approval 
interpreration ofpatent claims/specifications competent authorities 68.12.03 

ambiguous patent 4.12.19--4.12.22 legislation 68.12.01.68.12.02
 
case law 4.12.08 process ofapproval 68.12.04
 
combinations 4.12.25 misrepresentation 30.12.01
 
conductofpatentee 4.12.17.4.12.18 non-infringement
 
date ofconstruction 4.12.15 declarations 53.12.01-53.12.12
 
definition of terms used in patent 4.12.16 act or product 53.12.03, 53.12.04
 
dosing regimes 4.12.26 applicability 53.12.07.53.12.08
 
file wrapper estoppel 4.12.17,4.12.18 full written particulars 53.12.05, 53.12.06
 
improvetquestions 4.12.11,4.12.12 generally 53.12.01
 
numerical ranges 4.12.23.4.12.24 legislation 53.12.02
 
overview 4.12.01--4.12.03 licensees 53.12.09
 
protocol questions 4.12.II.4.12.12 strategy 53.12.12
 
purposive construction 4.12.09--4.12.14 streamlined procedure 53.12.II
 
relevant legislation 4.12.04--4.12.07 validity 53.12.10
 
Swiss form medical use claims 4.12.26 novelty
 
variants 4.12.II,4.12.12 definition ofnovelty 21.12.01,21.12.02
 

inventive step disclosure 21.12.12-21.12.14 
background 23.12.03-23.12.07 enablement 21.12.15-21.12.18 
commercial success 23.12.18.23.12.19 made available to the public 21.12.07-21.12.11 
mindset ofskilled man 23.12.15.23.12.16 prior publication 21.12.08.21.12.09 
obviousness 23.12.08-23.12.19 prioruse 21.12.1O,21.12.II 
selection patents 23.12.17 state of the art 21.12.03-21.12.06 
statutory provisions 23.12.01,23.12.02 opposition proceedings 38.12.01 
technical vs commercial obviousness 23.12.14 ownership 
unforeseen benefits 23.12.13 assignment 6.12.03 
Windsurfing test 23.12.08-23.12.19 bypassing employee compensation 

inventorship scheme 6.12.17-6.12.19 
entitlement disputes 5.12.04--5.12.15 co-ownership 6.12.20--6.12.25 
procedure 5.12.16-5.12.21 compensation ofemployees 6.12.09-6.12.14 
who may apply for patent 5.12.01-5.12.03 employee inventions 6.12.04-6.12.19 

licences 85.12.01 licences 6.12.03 
licensing normal duties 6.12.06,6.12.08 

assignment oflicences 96.12.19 proprietor 6.12.01,6.12.02 
competition law 96.12.20 special obligation 6.12.08 
estoppel 96.12.11 parallel importing 54.12.01-54.12.07 
exclusive'licences 96.12.02-96.12.05 passing off n.12.08-n.12.II 
exhaustion 96.12.17. 96.12.18 patent term 16.12.01 

1111 rt~I1t'ltLU~ 
1161 I' , 

:1 

r:1 

.••~ 



~

Index 

United Kingdom (cont.) applicant for interpartes 

patentable subject matter revocation 40.12.07--40.12.29 
aesthetic works 19.12.05 generally 40.12.01 
biotechnological inventions 19.12.17, 19.12.18 grounds for exparte revocation 40.12.02,40.12.03 
business methods 19.12.06-19.12.09 grounds for inter partes 

computer programs 19.12.06-19.12.09 revocation 40.12.04--40.12.06 
discoveries 19.12.04 post-grant procedure 40.12.32--40.12.40 
excluded inventions 19.12.03 strategy 40.12.30,40.12.31 
immoral inventions 19.12.11-19.12.13 secret use 28.12.01 
medical use 19.12.14-19.12.16 settlement of litigation 63.12.01-63.12.04 
presentation of information 19.12.10-19.12.13 skilled addressee 
requirementofpatentability 19.12.01,19.12.02 attributes 3.12.03, 3.12.04 
scientific theories 19.12.04 common general knowledge 3.12.07-3.12.10 
treatment methods 19.12.14-19.12.16 overview 3.12.01,3.12.02 

pharmaceutical regulatoty approval 66.12.01--66.12.12 teams 3.12.05,3.12.06 
plant breeders' rights slowing down grant procedure 12.12.09-12.12.11 

compulsory licences 91.12.12 splittrials 59.12.01-59.12.04 
exceptions 91.12.11 streamlined procedure 60.12.10,60.12.11 
infringement 91.12.09,91.12.10 striking out 60.12.02-60.12.06 
obtaining rights 91.12.02 sufficiency 25.12.01-25.12.26 
overview 91.12.01 summary judgments 60.12.07,60.12.08 
priority 91.12.06 supplementary protection certificates 12.12.12, 
qualification for protection 91.12.03-91.12.05 12.12.13, 17.13.02-17.13.07 
rights conferred 91.12.07,91.12.08 formal requirements 17.13.03-17.13.05 

practicalities of litigation 62.12.01-62.12.09 paediatric extensions 17.13.07 
preliminary injunctions 58.12.01-58.12.13 timing 17.13.06 
preliminary issues 60.12.09 surrenderofpatent 16.12.04,16.12.05 
prior secret use 50.12.01-50.12.12 Swiss form medical use claims 
priority dates 20.12.01-20.12.04 interpretation ofpatent claims/specifications 4.12.26 
procedure from filing to grant technology transfer arrangements 83.12.01 

filing application 10.12.01-10.12.05 third party interventions 37.12.01-37.12.15 
preliminary examination 10.12.06, 10.12.07 tie-in/tie-out clauses 84.12.01 
publication 10.12.13, 10.12.14 timingofamendment 33.12.01-33.12.18 
searches 10.12.08-10.12.12 trade marks 
substantive examination 10.12.15-10.12.21 advertising ofmedicines 92.12.07 

prosecution strategies 12.12.01-12.12.13 Advertising Standards Authority 92.12.06
 
purposive construction 4.12.09--4.12.14 comparative advertising 92.12.05
 
re-examination 39.12.01 misleading advertising 92.12.05
 
regulatory bodies 65.12.02 overview 92.12.01
 
regulatory legislation 65.12.01 threats 92.12.02,92.12.03
 
remedies for infringement unfair commercial business-to-consumer
 

account ofprofits 47.12.06,47.12.07, practices 92.12.04 
47.12.15--47.12.20 trial 57.12.32-57.12.35
 

amended patent specification 48.12.11--48.12.20 unity of invention 29.12.01-29.12.13
 
damages 47.12.06--47.12.14 criteria for determining lack
 
delivery up 47.12.21,47.12.22 of unity 29.12.07-29.12.09
 
destruction 47.12.21,47.12.22 dependent claims 29.12.05
 
injunctions 47.12.02--47.12.05 generally 29.12.01
 
innocent infringement 48.12.03--48.12.06 genetic inventions 29.12.10,29.12.11
 
limitation period 48.12.01,48.12.02 intermediate products 29.12.06
 
non-registration, effect of 48.12.25,48.12.26 plurality of independent
 
partially valid patent, infringement claims 29.12.02-29.12.04
 

of 48.12.21--48.12.24 search and examination
 
restored patents 48.12.07--48.12.10 procedure 29.12.12,29.12.13
 
restrictions 48.12.01--48.12.26 unjustified infringement
 
statutory provisions 47.12.01 proceedings 87.12.01-87.12.04
 

renewal fees 16.12.01,16.12.02 utility 26.12.01-26.12.07
 
research and development written description 25.12.01-25.12.26
 

collaboration 94.12.01-94.12.04 United States
 
restoration application 16.12.03 accelerated examination 11.6.05,11.6.06
 
restored patents 48.12.07--48.12.10 agricultural chemicals regulatory approval
 
revocation FDC Act 69.6.02-69.6.06
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FlFRA 69.6.07--Q9.6.1C 
overview 69.6.01 

allowable amendments 34. 
amendment 

allowable amendments : 
certificates ofcorrection 
disclaimers 35.6.04 
re-examination 35.6.13
reissue applications 35.6 
timing 33.6.01, 33.6.02 

anti-counterfeiting initiatiVl 
appeals 

interference proceedings 
applications 

continuation application 
continuation-on-pan aPl 
continuing applications 
divisional applications 1 
non-provisional utility '1J 
original applications 13. 
overview 13.6.01 
provisional applications 
reissue applications 13.6 
requests for continued eJaJ 

types 13.6.01-13.6.14 
approval ofgeneric drugs 

approval 77.6.09-77.6. 
Orange Book listing 77. 
overview 77.6.01-77.6.1 
therapeutic equivalence 

assignments 
generally 97.6.01-97.6.' 
recording assignments 9 
witnessing assignments 

bioengineered foods 72.6.1 
bioinformatics 19.6.23--15 
biological regulatoty appto' 

biological product appro 
follow-on biologics 67./ 
overview 67.6.01 

Bolar exemption 52.6.01
business methods 19.6.15
calculation of20 year term 
case management 57.6.02· 
certificates ofcorrection 3~ 

certified patents 77.6.01-: 
clarity 27.6.01-27.6.08 
cloning 19.6.07,19.6.08 
commercialization strategi' 

180-dayexclusivity 95.1 
biologics 95.6.16 
clearance search 95.6.21 
drafting patent claims 9 
due diligence 95.6.20 
FDA approval process ~ 

generic biologics 95.6.1 
new chemical entity excl 
new clinical studyexclw 
non-patent exdwivity p 

drugs 95.6.10-95 
Orange Book practice ~ 

orphan drugs 95.6.13 
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FIFRA 69.6.07-69.6.10 
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