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• Case and background under Dutch law

• Comparison international law

• Practical implications contracts



Introduction

• Patent: exclusive right to perform certain acts

• Limited in territory.

• Certain activitities exempted:

• General “research exemption” 

• “Bolar” exception

• No full harmonisation



Case 

• Company A has a patent on a peptide, as RA 
therapeutic

• Company B has a patent on an assay

• Company C develops new medicine: 

• Phase I/II trial with peptide

• use of assay



Questions

1. Is Company C infringing: 

- Patent A (peptides)

- Patent B (assay)

2. Would answer be different if C would outsource
the research outside The Netherlands?



Research Exemption

Article 53.3 of the Dutch Patent Act

Het uitsluitend recht strekt zich niet uit tot 
handelingen, uitsluitend dienende tot onderzoek 
van het geoctrooieerde, daaronder begrepen het 
door toepassing van de geoctrooieerde 
werkwijze rechtstreeks verkregen voortbrengsel

The Netherlands



Research Exemption

• Biosimilarity studies not included

• Research finding further medical indication
allowed

The Netherlands



“Bolar “ 
The Netherlands

• Directive 2004/27/EC: implementation “EU Bolar”

• Why is it called Bolar? 

• Implemented in The Netherlands on February 1, 

2007, Article 53.4 Dutch Patent Act



Tekst Bolar

Het uitvoeren van de noodzakelijke studies, tests 
en proeven met het oog op de toepassing van 
artikel 10, eerste tot en met vierde lid, van Richtlijn 
2001/83/EG […] of artikel 13, eerste tot en met het 
vijfde lid van Richtlijn 2001/82/EG […](PbEG L 311) 
en de daaruit voortvloeiende praktische vereisten 
worden niet beschouwd als een inbreuk op 
octrooien met betrekking tot geneesmiddelen voor 
menselijk gebruik, respectievelijk geneesmiddelen 
voor diergeneeskundig gebruik.



Bolar conclusie

• Very narrow: bridging studies and “consequential
practical requirements”

• In NL not a safe harbour for innovative drugs



Case

• Company A has a patent on a peptide

• Company B has a patent on an assay

• Company C develops new medicine: 

• Phase I/II trial with peptide

• use of assay



Case answer (I) 

• Activities of Company C under patent A are 
exempted if:

• Mere scientific (“zuiver wetenschappelijk”) 
research on peptide; or

• Research to discover a second medical
use; or

• Bridging studies for generics

Conclusion:

Company C is probably infringing patent A

The Netherlands



Case answer (II)

Activities of Company C under patent of Company 

B are exempted if:

• Mere scientific research on the patented

assay; or

• Research to discover a second or further

medical use of the patented product; or

• Bridging studies for generics

Conclusion: Company C is probably infringing patent 

B. Use of Research tool  not exempted in NL.  

The Netherlands



Risks of patent infringement

•Injunction

•Damages / lost profits

•Disclosure of contract partners

•Legal fees of winning party

•Reputation

•If injuncted: investor contract/CRO contract



On the move…

C DECIDES TO OUTSOURCE RESEARCH 

ACTIVITIES: 

WOULD IT BE DIFFERENT OUTSIDE THE 

NETHERLANDS?



No Harmonisation

• Patent law not fully harmonized

• Case law on Research Exemption different in 
each country

• Also, Bolar exemption implemented differently

• Important implications:



Comparison: Research/Bolar

Country Specific exemptions (after EC Directive 2004/28/EC) General  Scope

UK 

(section 

60(5) of the 

Patents Acts 

1977)

(i) an act done in conducting a study, test or trial which is necessary for and

conducted with a view to the application of paragraphs 1 to 5 of Article 13 of

Directive 2001/82/EC or paragraphs 1 to 5 of Article 10 of Directive 2001/83/EC, or

(ii) any other act which is required for the purpose of the application of

those paragraphs

Only clinical trials 

for generic

products are 

exempted

France 

Article 

L.613.5 CPI 

(IP Code)

(b) acts done for experimental purposes relating to the subject matter of the

patented invention;

(d) the studies and trials necessary in order to obtain a marketing authorisation for

a medicinal product in any Member State of the European Community or any

Member State of the European Economic Area, as well as any acts necessary for

their performance”

Not limited to 

generic products

Germany 
paragraph 
2b to 
section 11 of
the German
patent act

“Theeffect of a patent shall not extend to (…)

2. Acts done for experimental purposes relating to the subject matter of the

patented invention (…)

2b. Studies and trials and the consequential practical requirements necessary for

obtaining an authorisation according to the Drug Law for the marketing in the

European Union or an authorisation according to the Drug Law for the marketing

in the Member States of the European Union or in third countries”

Not limited to 

generic products; 

not limited to EU



Comparison: Research/Bolar II
Country Specific exemptions General  Scope

Italy Industrial

Property Code

(art. 68 (1) a):

EC Directive 2004/28/EC: “Whatever the subject of the invention is,

the exclusive right granted by the patent does not extend to:

a) acts performed privately and for non-commercial purposes, or for

experimental purposes even if aimed at obtaining, in any country, an

authorization to market a finished dosage form and at accomplishing

the consequential practical requirements, including the preparation

and the use of the active pharmaceutical ingredients which are

strictly necessary

Not limited to generic

products; not limited to EU

United States Hatch/Waxman Act Not limited to generic

products

The 

Netherlands

Het uitvoeren van de noodzakelijke studies, tests en proeven met het
oog op de toepassing van artikel 10, eerste tot en met vierde lid, van
Richtlijn 2001/83/EG […] of artikel 13, eerste tot en met het vijfde lid 
van Richtlijn 2001/82/EG […](PbEG L 311) en de daaruit 
voortvloeiende praktische vereisten worden niet beschouwd als een 
inbreuk op octrooien met betrekking tot geneesmiddelen voor 
menselijk gebruik, respectievelijk geneesmiddelen voor 
diergeneeskundig gebruik.

Clinical trials covered but

only limited scope, limited

to generic products

Belgium The exclusive rights deriving from a patent do not extend to acts on 

and/or with the patented invention for scientific purposes



Case: Conclusion

Country Company C exempted under

Patent A

Company C exempted

under Patent B

Netherlands No No

UK No No

France Yes No

Germany Yes No

Italy Yes No

United States Yes No



Is it that simple….?

• Contributory infringement:

[The patent] shall also confer on its proprietor the right to prevent 
all third parties not having his consent from supplying […], with 
means, relating to an essential element of that invention, for 
putting it into effect therein [...].
3. Persons performing the acts referred to in Article 27 (a) to (c) 
shall not be considered to be parties entitled to exploit the 
invention within the meaning of paragraph 1.

Article 27
(b) acts done for experimental purposes relating to the 
subject-matter of the patented invention;



Risks in supply/delivery

• When supplying/delivering peptide by third
party e.g. in Italy

• Contributory infringement

=> Avoid contractual supply/delivery in 
country of research

=> Liability for infringement by supplier
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