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FEDERAL COURT OF JUSTICE 
IN THE NAME OF THE PEOPLE 

JUDGMENT 

 
X ZR 124/15 

Pronounced on: 
27 September 2016 
Anderer 
Judicial secretary as 
clerk of the Court 
registry  

          
in the matter 

 

Rezeptortyrosinkinase II/ 
Receptor tyrosine kinase II 

EPC Art. 52(1) d; Patent Act Sec. 1(3) No. 4, Sec. 9 sent. 2 No.3 

a) A data sequence will only be regarded as a product directly obtained by 
means of a patented process if it exhibits genuinely technical characteristics 
imparted to it by that process, and may thus by its nature constitute the 
suitable subject-matter of a product patent  (in accordance with Federal Court 
of Justice, judgment of 21 August 2012 – X ZR 33/10, BGHZ 194, 272 – 
MPEG-2 Video signal encoding). 

 

b) The presentation of a test finding obtained by means of a patented process, 
and the knowledge derived therefrom, does not in itself as the reproduction of 
information constitute a product capable of enjoying the protection according 
to Sec. 9 sent. 2, No. 3. Patent Act. 

 

Federal Court of Justice, Judgment of 27 September 2016 – X ZR 124/15 –  
Higher Regional Court Munich 
Regional Court Munich I 

ECLI:DE:BGH:2016:270916UXZR124.15.0  
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The X. Civil Senate of the Federal Court of Justice, following the oral hearing on 27 
September 2016, attended by the presiding judge Prof. Dr. Meier-Beck, judges 
Gröning and Hoffmann and judges Schuster and Dr. Kober-Dehm,  

ruled that: 

The appeal against the judgment of the 6th Civil Senate of the Higher Regional 
Court of Munich of 22 October 2015 is dismissed at the expense of the 
Plaintiff. 

 

By operation of law 

 

Facts of the case: 

1   The Plaintiff, which operates a diagnostics laboratory, asserts claims 

relating to infringement of European Patent 959 132 (patent in suit), which 

was granted with effect for the Federal Republic of Germany. It is a subsidiary 

of I. Inc., which is the holder of an exclusive licence to the patent in suit and 

has authorized the Plaintiff to assert claims for injunctive relief in court and 

has ceded to the latter its claims for information, accounting and damages.  

2   The patent in suit, owned by T. Inc., was filed internationally on 13 

October 1997, claiming a Japanese priority of 18 October 1996, and relates, 

inter alia, to a nucleic acid encoding a receptor protein kinase and a method 

for the detection of the claimed nucleic acid  

3  In response to a nullity proceeding filed by the  Defendant to 1, the 

Federal Patent Court declared the patent in suit in its Judgment of 9 July 2013 

(3 Ni 37/11 (EP), juris) among other things in the extent of Claims 1 and 2 null, 

and changed the wording of Claim 7 as follows, to create new Claims 1 and 2: 

“1.  Process for the detection of a nucleic acid molecule of a tandem 
duplication mutant which encodes human FMS-like tyrosine kinase 3 
(FLT3), where the nucleic acid molecule has a nucleotide sequence 
corresponding to a tandem duplication mutation in the nucleotide 
sequence of exon 11 or exons 11 to 12 of FLT3 without reading frame 
shift, which can be amplified by primers of SEQ ID NO: 26 and SEQ ID 
NO: 27 and is detectable as length mutation, comprising the following 
steps:  
(a) performing of a gene amplification reaction with a nucleic acid 

sample from a human, where a nucleic acid fragment, which 
comprises exon 11 or exons 11 to 12 of the FMS-like tyrosine 
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kinase 3 (FLT3) gene and has a tandem duplication mutation in the 
juxtamembrane, is amplified, which can be found in the FLT3 gene; 

(b) detection of the presence of the tandem duplication mutation in the 
nucleic acid fragment from step (a). 

2. Process for the detection of a nucleic acid molecule with a nucleic acid 
sequence corresponding to a tandem duplication mutation in the 
nucleotide sequence of exon 11 or exons 11 to 12 of human FLT3 
without reading frame shift, which can be amplified by primers of SEQ 
ID NO:26 and SEQ ID NO: 27 and is detectable as length mutation, 
comprising the steps: 
(a) performing of a gene amplification reaction with a nucleic acid 

sample from a human, where a nucleic acid fragment, which 
comprises exon 11 or exons 11 to 12 of FMS-like tyrosine kinase 3 
(FLT3) genes and has a tandem duplication mutation in the 
juxtamembrane, is amplified, which can be found in the FLT3 gene; 

(b) detection of the presence of the tandem duplication mutation in the 
nucleic acid fragment from step (a).” 

 

4   Both parties filed an appeal against the decision of the Federal Patent 

Court.  In its Judgment of 19 January 2016 (X ZR 141/13, GRUR 2016, 475 – 

Receptor tyrosine kinase) the Senate amended the judgment of the Federal 

Patent Court on the appeal of the nullity proceeding’s Defendant and 

dismissed the further appeal of the nullity proceeding’s Plaintiff. Claims 1, 2 

and 7 now have the following wording (changes of Claims 1 and 2 in relation 

to the wording as granted and changes of Claim 7 in relation to the wording 

according to the Judgment of the Federal Patent Court are underlined): 

“1.  Nucleic acid molecule of a tandem duplication mutant, which encodes 
the human FMS-like tyrosine kinase 3 (FLT3), where the nucleic acid 
molecule has a nucleotide sequence corresponding to:  

(a) a tandem duplication mutation in the amino acid sequence of the 
juxtamembrane of FLT3, or 

(b) a tandem duplication mutation in the nucleotide sequence of exon 
11 or exons 11 to 12 of FLT3 without reading frame shift.  

2.  Nucleic acid molecule with a nucleic acid sequence corresponding to: 

 (a) a tandem duplication mutation in the amino acid sequence of the 
juxtamembrane of FLT3, or 
 (b) a tandem duplication mutation in the nucleotide sequence of exon 
11 or exons 11 to 12 of FLT3 without reading frame shift.  

 
7.  Process for the detection of the nucleic acid molecule in accordance 
with Claim 1 or of the nucleic acid molecule in accordance with Claim 2, 
comprising the following steps:  
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(a) performing of a gene amplification reaction with a nucleic acid sample 
from a human, where a nucleic acid fragment, which comprises exon 
11 or exons 11 to 12 of the FMS-like tyrosine kinase 3 (FLT3) gene and 
has a tandem duplication mutation in the juxtamembrane, is amplified, 
which can be found in the FLT3 gene; 

(b) detection of the presence of the tandem duplication mutation in the 
nucleic acid fragment from step (a).” 

5  The Defendants to 1 and 3, the directors of which are the Defendants 

to 4, 5, 6 and 7, offer various genetic testing, including, among other things, a 

test for the FLT3 gene. The Defendant to 3 processes the incoming samples 

in such a way that the cells are prepared and all nucleic acids contained in the 

samples are extracted. The nucleic acids prepared in this way are then 

forwarded to the Defendant to 2 based in the Czech Republic, the directors of 

which are likewise the Defendants to 4, 5, 6 and 7. There, with the assistance 

of staff members from the Defendants to 1 and 3, the nucleic acids are tested 

for length mutation in a section in the FLT3 gene (FLT3-LM) and the mutation 

load is determined. After completion of testing, the  Defendant to 2 sends 

copies of the test report directly to the client which commissioned the test and 

submitted the relevant sample, as well as to the Defendants to 1 and 3.  

6  The Regional Court dismissed the action for injunctive relief, 

information and accounting and for determination of liability for damages, 

which the Plaintiff based on Claims 1 and 2 in the wording of the Judgment of 

the Federal Patent Court of 9 July 2013 (Regional Court Munich I, GRUR-RR 

2015, 93). The appeal of the Plaintiff was unsuccessful. With the appeal 

allowed by the Court of Appeal the Plaintiff pursues its appeal requests 

beyond the support provided in § 9 sent. 2 No.3 Patent Act. The Defendants 

contest the appeal. 

 

Grounds of the decision: 

 

7  The admissible Appeal is unfounded. 

8  I.  As explained in the Senat’s Judgment of 19 January 2016 

(GRUR 2016, 475 Rn. 8 ff. – Receptor tyrosine kinase), the patent in suit 
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relates to the technical problem of making a FLT3 gene encoding nucleic acid 

available, which due to genetic mutations can be used as a marker in the 

diagnosis of leukaemic  diseases, as well as to a process for the detection of 

this nucleic acid. 

9  In order to solve this problem, the patent in suit proposes in Claims 1 

and 2 respectively, in the wording of that Judgment, a corresponding nucleic 

acid molecule, and in Claim 7 a process for the detection of one of the nucleic 

acid molecules claimed in Claims 1 and 2, the features and steps of which the 

Senate has broken down as follows: 

  7.1 The process serves for the detection of 

   7.1.1 the nucleic acid molecule according to Claim 1 or 
  7.1.2 the nucleic acid molecule according to Claim 2 

7.2 The process comprises the following steps: 

7.2.a performing of a gene amplification reaction with a nucleic 
acid sample from a human, where a nucleic acid 
fragment is amplified, which 

    7.2.a.1 can be found in the FLT3 gene, 

 7.2.a.2 comprises exon 11 or exons 11 to 12 of the 
FMS-like  tyrosine kinase 3 (FLT3) gene and 

 7.2.a.3 has a tandem duplication mutation in the 
 juxtamembrane. 

7.2.b detection of the presence of the tandem duplication 
mutation in the nucleic acid fragment from step (a).  

 

10  Accordingly a nucleic acid fragment of a nucleic acid sample from a 

human is first amplified. In a second step the presence of the tandem 

duplication mutation in the nucleic acid fragment is detected, in which case 

Claim 7 does not establish how this detection is to be carried out. It is instead 

left to the skilled person how this detection is to be developed. The patent in 

suit explains, however, that the presence of the tandem duplication mutation 

used as a leukaemia indicator can be inferred in the amino acid sequence of 

FLT3, if the elongation of the fragment is determined, which results from the 

insertion of the nucleotide sequence correspondingly duplicated with the 
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mutation (Federal Court of Justice, GRUR 2016, 475 Rn. 22 ff. – Receptor 

tyrosine kinase). 

 

11  II. The court of appeal essentially gave the following reasons – 

insofar as it is of interest for the appeal proceedings – for its decision: 

 

12  The criteria for a claim against the Defendant in accordance to the 

principles of derivative product protection according to Sec. 9 sent. 2 No. 3 

Patent Act were not met. The Defendant to 2 makes use of the subject matter 

of patent claim 7 in a literal sense. However, the detection process disclosed 

in Claim 7 and performed by the Defendant to 2 is not a process covered 

within the scope of Sec. 9 sent. 2 No. 3 Patent Act. A product is neither 

created, nor is its nature changed. The sample prepared domestically by 

Defendants to 1 and 3, the ‘starting product’ of the DNA analysis, is not 

changed by the procedure. Neither the fixation of the specific gene segment 

for diagnostic purposes by the primer in accordance with the Claim, nor the 

gene amplification associated with this marking, leads to a change in the 

nucleic acid molecule as such. Even the fact that the marked segment does 

not naturally occur as such does not justify the assumption that this is 

produced in the sense of undergoing a manufacturing process. The detection 

process is thus a viable measuring process by way of a work procedure. 

 

13  Regardless of this, the result of the process according to the invention 

is furthermore not a product in the meaning of Sec. 9 sent. 2 No. 3 Patent Act. 

Admittedly, products do not necessarily have to be physical in nature. It is, 

however, required that the results of the process can be used as intended as 

often as necessary. This is not the case with the result of the process 

according to the patent, which consists in the information as to whether or not 

a tandem duplication mutation is present in the tested amplified nucleic acid 

molecule. The possibility that the information obtained by the process 
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according to the invention could be utilised repeatedly, such as in the 

treatment of a patient or in pharmaceutical research, does not justify the 

information being regarded in accordance with the principles of the case law 

of the Federal Court of Justice (Federal Court of Justice, Judgment of 21 

August 2012 – X ZR 33/10, BGHZ 194, 272 – MPEG-2 Video signal encoding) 

as a product produced directly by the patented process in the meaning of Sec. 

9 sent. 2 No. 3 Patent Act. According to the Act, reproduction of such 

information is excluded from patent protection. This exclusion from patent 

protection may not be circumvented by the extension of such protection to a 

product produced directly by the patented process. 

 

14  Finally, it was also not necessary to apply Sec. 9 sent. 2 no. 3 Patent 

Act, beyond its direct scope of application, by way of analogy to the findings 

obtained by the patented process, because, as the plaintiff argues, the 

concerns of young and sensitive technologies such as biotechnology should 

be taken into account by a corresponding extension of patent protection. The 

necessary regulatory gap is missing. The regulation of Sec. 9(3) PatG 

indicates that the legislator has seen a need for derivative product protection 

beyond the scope of Sec. 9 sent. 2 no. 3 Patent Act. Since this is an exception, 

a further extension of the derivative product protection to other fields of 

technology by way of analogy cannot be considered. 

 

15  III. This assessment stands up to review under the law of revision. 

 

16  The Court of Appeal has rightly come to the conclusion that the Plaintiff 

is not entitled to assert claims for injunctive relief, information and accounting 

and determination of liability for damages in accordance with Sec. 9 sent. 2 no. 

3 Patent Act. The defendants did not import any direct process product for the 

purpose of marketing or use, which is covered by the patent proprietor’s right 

to prohibit under Sec. 9 sent. 2 no. 3 Patent Act, by means of the test results 



- 8 - 

 

obtained in the Czech Republic and referred to in the claims. Indeed, the fact 

that process Claims 1 and 2, which formed the basis of the Appeal judgment, 

were amended by the Senate’s Judgment of 19 January 2016 in relation to 

the Patent Court Judgment, could lead to no other conclusion. The extension 

in Claim 7, which now concerns the process according to the invention, 

relates exclusively to the characterisation of the nucleic acid sequence of the 

nucleic acid molecule to be detected by the process step, but does not 

change anything about the process steps which are to be performed 

according to the invention or the character of the process results. These 

consist in a biochemical finding, the ascertainment of which results in 

knowledge, the reproduction of which in the test reports sent to Germany does 

not meet the criteria for derivative product protection. 

 

17  1. According to Sec.  9 sent. 2 no. 3 Patent Act, products which are 

produced directly by a process which is the subject-matter of a patent are 

protected as if they had been placed under patent protection by a product 

patent. Consequently, this protection according to Sec. 9 sent. 2 no. 3 Patent 

Act only applies if the protected and used process either results in a product 

or leads to a change in the external or internal nature of a product, so that a 

result is achieved which could in turn constitute a viable subject-matter of a 

product patent. It is irrelevant whether the subject-matter of such a product 

patent is itself patentable, or in particular whether the material features satisfy 

the criteria for novelty and the inventive step. Thus, the scope of Sec. 9 sent. 

2 no. 3 Patent Act does not cover the results of mere work procedures, which 

do not in themselves create new products but simply work on a product 

without making changes to it, such as when the product is for example tested, 

measured or conveyed (Benkard/Scharen, PatG, 11th ed., Sec.  9 margin 53 

f.; Busse/Keukenschrijver, PatG, 8th ed., Sec. 9 margin 102; 

Schulte/Rinken/Kühnen, PatG, 9th ed., Sec. 9 margin 86 f.; Mes, PatG, 4th ed., 

Sec. 9 margin 65; idem, GRUR 2009, 305, 307; OLG (Higher Regional Court) 

Düsseldorf, InstGE 12, 258 Rn. 7). 
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18  2. Accordingly, the test reports or contents thereof acquired by the  

Defendant to 2 in the Czech Republic and sent to the client and also to the 

Defendants to 1 and 3 are not products in the meaning of Sec. 9 sentence 2 

no. 3 Patent Act. 

19  a) The process according to Claim 7 serves to detect in a nucleic 

acid molecule, in accordance with Claim 1 or Claim 2, a tandem duplication 

mutation which, according to the technical teaching of the patent in suit, 

serves as an indicator for a leukaemic disease, where according to the 

invention the detection of a length mutation suffices. The result of the process 

is thus a biochemical finding, the ascertainment of which conveys, to the 

expert, information which provides him with knowledge concerning the 

absence or presence of a specific mutation, namely the tandem duplication 

mutation which serves as a leukaemia indicator. Only this knowledge, as well 

as where necessary the carrier information or a part thereof, is sent to 

Germany by the actions impugned as patent-infringing.  By virtue of the fact 

that, according to Art. 52(1) d EPC and Sec. 1(3) no. 4 Patent Act, the 

presentation of information is excluded from patent protection, they do not 

therefore constitute a subject-matter to which a product patent (1) could be 

directed. 

20  b) The Appeal relies unsuccessfully on the fact that, in accordance 

with the case law of the Federal Court of Justice, a (video-) data sequence 

obtained by means of a protected process may be regarded as a product 

produced directly by a patented process, even if it does not qualify as a 

physical subject-matter, but first occurs as such through its association with a 

data carrier (BHGZ 194, 272, Rn. 21 f. – MPEG-2 Video signal encoding). 

21  aa) The prerequisite for such protection of data as a process product 

is, on the one hand, that the result of the patented process can be made 

perceptible in a customary form and in this way can be used as often as 

desired in accordance with its intended purpose, just like a physical object 

(BGHZ 194, 272, Rn. 23 – MPEG-2 Video signal encoding). On the other 

hand, the data sequence, which in this situation represents the process result 

must also by its nature be capable of being considered as the viable subject-
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matter of a product patent. This is however only possible when it exhibits 

genuinely technical characteristics imparted to it by the process. This was the 

case with the video data which in accordance with the invention were encoded 

for data compression in a specific manner (BGHZ 194, 272, Rn. 20 – MPEG-2 

Video signal encoding) and were essentially also eligible for product 

protection, not because of the encoded (video-) information but because of 

data structure thereof, and thus a technical feature (cf. Arnold, FS 80 Jahre 

Patentgerichtsbarkeit in Düsseldorf [Commemorative Publication: 80th 

Anniversary of Patent Jurisdiction in Düsseldorf] pp. 15, 20: Nature of the 

‘packaging’ of information content). 

 

22  This differentiation guarantees on the one hand that the statutory 

exemption, according to which the presentation of information is not eligible 

for patent protection, is not circumvented. On the other hand, it ensures that 

only the use of inventions, and thus of teaching involving a technical act, is 

covered. This includes exclusive assignment of the use of technical processes 

to the entitled person as well as exclusive assignment of the manufacture or 

sale of products, the technical provision of which is under protection either as 

such (in a product patent) or else as the direct result of a patented process. 

However, acts which do not involve any technical teaching, but only take 

advantage of such acts, lie outside the protection of patent law. They can only 

be covered as a consequence of a patent-infringing act, if necessary by a 

claim for damages. 

 

23  Accordingly, even before the statutory establishment of derivative 

product protection the Supreme Court of the German Reich justified its 

recognition of a material ‘represented’ by a process of manufacture of a 

material by chemical means by declaring that the material produced by means 

of the process did not lie outside the subject-matter of the invention, but rather 

formed the conclusion characterising the process in patent law;  the process 

thus included the material manufactured by means of the same as belonging 
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to the subject-matter of the invention (Supreme Court of the German Reich, 

Judgment of 14 March 1888 – I 389/87, RGZ 22, 8, 17 – Methylene blue). The 

otherwise appropriate suggestion in the Appeal that derivative product 

protection was justified precisely for products not eligible at the time for 

product protection (material protection) as such, is furthermore irrelevant. For 

regardless of this, derivative product protection for the technical result of a 

technical process necessarily comprising this result has been granted (for this 

see also Verhauwen, FS 80 Jahre Patentgerichtsbarkeit in Düsseldorf 

[Commemorative Publication: 80th Anniversary of Patent Jurisdiction in 

Düsseldorf], pp. 543, 544, 552) . 

 

24  bb) The transmitted data sequence in dispute does not satisfy the 

described criteria. It is not characterised by a special (technical) type of 

presentation and furthermore does not otherwise exhibit any genuinely 

technical characteristics, which would have been imparted to it by the process 

according to the invention, but is only characterised in that the information 

represented by the data contains the knowledge gained in accordance with 

the invention. Transmission of the data sequence does draw an advantage 

from use of the process (occurring outside the scope of the Patent Act) 

according to the invention but does not, however, constitute use of the 

technical teaching of the invention. What is more, the transmission of test 

results depends exclusively on information content not eligible for patent 

protection, the importance of which regularly amounts to nothing more than 

once-only transmission for the purpose of a medical diagnosis. 

 

25  c) Finally, the fact that, according to the gene amplification reaction 

provided in feature 7.2.a a nucleic acid fragment is amplified, and thus a 

fragment is created which does not naturally occur as such, also leads to no 

other evaluation. Furthermore, the criteria for a claim against the Defendants 

in accordance with Sec. 9 sent. 2 no. 3 Patent Act would not have been 

satisfied if the amplified fragment of the tested sample had been regarded as 
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a product of the process according to the invention. For in the dispute the 

appropriately processed sample containing the fragment in question was not 

imported into the country. 

 

26  3. The Senate does not need to decide whether, in the opinion of 

the Plaintiff, there exists a legal policy need for the patent protection of results, 

in particular of genetic analysis and in vitro diagnostic procedures. The 

existing statutory regulation does not in any case offer any opportunity for 

judicial extension of protection beyond that provided in Sec. 9 sent. 2 no. 3 

Patent Act. Moreover, it appears uncertain whether such an extension of 

patent protection to knowledge gained by analytical processes would not 

necessarily go beyond an exclusive right to technical teaching. 

 

27  IV. The decision on costs is based on Sec. 97(1) ZPO [Code of Civil 

Procedure]. 

 

Meier-Beck     Gröning   Hoffmann 

   Schuster    Kober-Dehm 

 

Previous instances: 
Regional Court Munich I, Decision of 20 11 2014 – 7 O 13161/14 – 
Higher Regional Court Munich, Decision of 22 10 2015 – 6 U 4891/14 – 


