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Exceptions – EPC1973

� Article 52 (4) Patentable Inventions
� Methods for the treatment of the human or 

animal body by therapy … shall not be 
regarded as inventions which are susceptible 
of industrial application …

� This provision shall not apply to products, in 
particular substances or compositions, for use 
in any of these methods.
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Exceptions – EPC1973

� Article 54(5) Novelty
� The provisions of paragraphs 1 to 4 shall not 

exclude the patentability of any substance or 
composition, comprised in the state of the art, 
for use in a method referred to in Article 52(4), 
provided that its use for any method referred 
in that paragraph is not comprised in the state 
of the art.
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The « Swiss Type Claim » – G 02/85 

� The intention of Article 52(4) EPC is only to free 
from restrain non-commercial and non-industrial 
medical activities.
� A European patent with claims directed to the use 

may not be granted for the use of a substance or 
composition for the treatment of the human or animal 
body by therapy.

� A European patent may be granted with claims 
directed to the use of a substance or composition 
for the manufacture of a medicament for a specified 
new and inventive therapeutic application.
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“Clinical Trial” Inventions – EPC 1973
� First medical indication

� Compound X for its use in therapy
� Further medical indication

� Use of compound X for the preparation of a 
medicament for its use in the treatment of disease Y

� Use of compound X for the preparation of a 
medicament for its use in the treatment of disease Y 
wherein compound X is administered in a solid oral 
form

� Kit of Parts
� Product comprising compound X and compound W as 

a product of combination for their use, together, 
separately or in sequence in the treatment of disease Y
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Selection of Population
� T 893/90 (Queen's University at Kingston)

� A method of producing a pharmaceutical 
composition for  controlling bleeding in non-
hemophilic mammals characterized by  
forming a mixture of phospholipid vesicles and 
mammalian blood  Factor Xa in a form 
suitable for administration, the phospholipid
and Factor Xa being present in amounts and 
in  proportions just sufficient to arrest 
bleeding, said mixture excluding other 
physiologically-active materials
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New Mode Of Action
� T 836/01 (Yeda R&D)

� Use of human interferon-ß2 for preparing a medicament for  
influencing tumor cell growth and differentiation

� Prior art
� Compositions comprising IL-6 useful for the treatment of cancer 

in stimulating the  patient's immune system (D1).
� Invention

� Identifies a  new clinical situation, namely one in which it could be  
preferable to target the cancer cells themselves, not lymphoid  
cells or the immune system as in document (D1), in order to heal
cancer.

� Since a new clinical frame is not separable from a patient 
suffering under it, it must be  concluded that this new clinical
situation also identifies a new sub-group of subjects being 
treated.
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Dosage Regimen
� T 1020/03 (GENENTECH)

� Any use to which Article 52(4) EPC first sentence 
applies in circumstances where the composition has 
already been suggested for some therapeutic use, 
allows a second medical use claim to the preparation 
of the composition for that second medical use, 
irrespective of in what detail that use was 
specified , subject to the use being novel and 
inventive. 

� For the purposes of novelty also under Article 54(5) 
EPC this depends on whether use for therapy is novel, 
irrespective of the detail with which the therapy i s 
stated in the claim . 
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Alendronate Weekly Dosage
� EP 1 175 904

� Use of alendronate for the preparation of a 
medicament for the treatment of osteoporosis in a 
human in need of such treatment, where said 
medicament is orally administered to said human as 
a unit dosage comprising about 70 mg of the 
alendronate compound … according to a 
continuous schedule having a once-weekly dosing 
interval

� Following the rationale of T1020/03 the mode of 
administration within one dosage form is to be 
considered as technical feature 
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Prescription Type of Invention
� EP 661 969 (NIH)

� Use of taxol for the manufacture of a medicament for 
reducing or eliminating the development of multi-drug 
resistance (mdr) to taxol, wherein taxol is in a solution 
for continuous intravenous infusion over a period of at 
least 96 hours and said solution contains a 
concentration of taxol sufficient to provide a 
continuous dosage rate of between 17.5 mg and 35 
mg of taxol per square meter of patient surface area 
per 24 hours over a dosage period of at least 96 hours 
to reduce or eliminate said mdr taxol resistance
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Exceptions – EPC2000

� Article 53 Exceptions to patentability
� European patents shall not be granted in 

respect of: 

(c) methods for treatment of the human or 
animal body by surgery or therapy and 
diagnostic methods practised on the human or 
animal body; this provision shall not apply to 
products, in particular substances or 
compositions, for use in any of these methods.
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Exceptions – EPC2000
� Article 54 Novelty

(4) Paragraphs 2 and 3 shall not exclude the patentability 
of any substance or composition, comprised in the 
state of the art, for use in a method referred to in 
Article 53(c), provided that its use for any such 
method is not comprised in the state of the art.

(5) Paragraphs 2 and 3 shall also not exclude the 
patentability of any substance or composition referred 
to in paragraph 4 for any specific use in a method 
referred to in Article 53(c), provided that such use is 
not comprised in the state of the art.
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End of the « Swiss Type Claim »
� EPC2000 “Travaux Préparatoires”

� The new Article 54(5) EPC eliminates any 
legal uncertainty on the patentability of further 
medical uses.  It unambiguously permits 
purpose-related product protection for each 
further new medical use of a substance 
already known as medicine.

� This protection is equivalent, as far as the 
further use is concerned, to that offered by the 
“Swiss type claim”.
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“Clinical Trial” Inventions – EPC 2000
� First medical indication

� Compound X for its use in therapy

� Further medical indication
� Compound X for its use in the treatment of disease Y
� Compound X for its use in the treatment of disease Y, 

wherein, compound X is administered in a solid oral 
form

� Kit of Parts
� Product comprising compound X and compound W as 

a product of combination for their use, together, 
separately or in sequence in the treatment of disease Y
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The Nicotinic Acid Story (1)
� US 6,080,428

1. A method for treating hyperlipidemia in a hyperlipidemic
comprising dosing the hyperlipidemic with an effective amount of 
nictotinic acid once per day in the evening or at nigh t, 
wherein said nicotinic acid is combined with at least one 
pharmaceutically acceptable carrier to form an oral solid 
dosage form .

� EP 0 643 965 (application as published)
14. Use of nicotinic acid for the manufacture of a medicament  for 

the  treatment of hyperlipidemia in a hyperlipidemic to produce 
a significant reduction in total and LDL  cholesterol, triglycerides 
and Lp(a) with a significant increase in HDL cholesterol, with little 
or no liver damage, said medicament to be administered once a 
day in the evening or at night .



February 2009 Patents and Clinical Trials 16

The Nicotinic Acid Story (2)
� Decision to refuse

� Determination of the best individual 
treatment schedule … so as to comply with 
the specific needs of a patient … calls first 
and foremost for the exercise by a medical 
practitioner in his profession skill in curing 
… the symptoms of suffering and illness.

� Such activities are typical of the non-
commercial and non-industrial medical 
activities which Article 52(4) EPC intends 
should remain free from restraint.
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The Nicotinic Acid Story (3)
� Appeal T 1319/04

� Whether medicaments for use in methods of treatment 
by therapy where the only novel feature is a dosage 
regime are patentable under Article 53(c) and 54(5) 
EPC2000 is an important point of law.

� If patentability is to be excluded in such 
circumstances, then applicants need to know this for 
certain, so that in case where novel dosage regime
can be practiced using a new physically different 
form of the medicament, information on this is 
included in the application on filing, so that at least for 
this patent protection can be obtained.
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Question to the E.B.A.
� G2/08 – The following questions are referred to 

the Enlarged Board of Appeal for decision: 
1. Where it is already known to use a particular 

medicament to treat a particular illness, can this 
known medicament be patented under the provisions 
of Articles 53(c) and 54(5) EPC 2000 for use in a 
different, new and inventive treatment by therapy of 
the same illness? 

2. If the answer to question 1 is yes, is such patenting 
also possible where the only novel feature of the 
treatment is a new and inventive dosage regime? 

3. Are any special considerations applicable when 
interpreting and applying Articles 53(c) and 54(5) EPC 
2000?
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Comments from the President
� Question 1:

� I believe that this is an appropriate moment to 
(re)consider where to draw the line between this 
exclusion – maintained tel quel in the last revision –
and patentability in this area.

� Question 2:
� Having regard to the fact that Article 54(5) EPC 1973 

still applies to a number of cases, it is respectfully 
requested that the Enlarged Board also considers the 
patenting of “Swiss-type” claims distinguished from 
the prior art solely by the dosage regime used.
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Patenting Clinical Trials Results
� New illness or disease

� Protected by “compound for use” claims

� Same illness or disease but New population
� Protected  by “compound for use” claims

� Same illness or disease, Same population but 
New dosage regimen
� New physical form – protected by “compound for use”

claims
� Same physical form – wait for the decision of the EBA
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