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Dear members of the Technical Board of Appeal 
this letter is for the preparation of the hearing on T1045/16-3.3.04  (EP1962578) 12 November 2020
A) Organisatorial issues 
We will not need translation into English, since we will speak in English. Opposition 2 will be represented by Dr. Christoph Then, assisted by Dr. Ruth Tippe. 
Being aware of the pandemic situation, we would be happy to get some information if the hearing will allow for participation of the public. 
B) General comments and requests 
We maintain our request to reject the appeal and to revoke the patent in its entirety. We also maintain all arguments which we introduced into the procedure by previous communications. 
We do not share the Board’s view on the applicability of Rule 28 (2) and Article 53 (a), but at this stage, we do not bring forward new arguments in writing. 
C) Comments in regard to the letter from the Board dated 4 August 2020 
(1) Under Article 83, the Board raises the questions if the material of the invention was made available to the public as requested by patent law. This question has to be answered negatively.
The EPC (Rule 31) demands to deposit biological material at a "international depositary authority" (IDA) if  an invention involves the use of or concerns biological material which is not available to the public and which cannot be described in the European patent application in such a manner as to enable the invention to be carried out by a person skilled in the art. 
To answer the question if the material of the invention was made available to the public and will be maintained available as requested by patent law, one has to compare terms and conditions of the Budapest Treaty (see https://www.wipo.int/treaties/en/registration/budapest) to those of the US National Plant Germplasm System (see for example „Managing Global Genetic Resources“, National Academy Press, 1991, https://www.ncbi.nlm.nih.gov/books/n/nap1583/pdf/) 
According to the Budapest Treaty , the deposit at IDA shall make sure that the material is avaiblable and viable during the whole period of time while the patent is valid. To achieve the adequate availability, a set of Regulations is published in the Annex of the Treaty (“Regulations Under the Budapest Treaty on the International Recognition of the Deposit of Microorganisms for the Purposes of Patent Procedure”) with Rules for the deposition, storage, viability test, the furnishing of samples, the termination, limitation or discontinuance of the deposit. These measures all necessary to safeguard the availability of the biological material over the minimum period of 30 years as specified by the Treaty. 
However, these rules and regulations are not adequately provided by the US National Plant Germplasm System. For example, on page 76 of the document  as cited above (‘Managing Global Genetic Resources’) it is stated: “No procedure ensures that samples returned from regeneration have the same genetic composition as those that were sent out. New techniques, such as the comparison of gene frequencies before and after regeneration using restriction fragment length polymorphisms, or older technologies such as electrophoretic analysis of seed proteins, could provide some measure of assurance. The common practice is to assume that seed for regeneration has been grown correctly and protected from genetic change or contamination.”
Therefore, the problem of maintining the biological characteristics is acknowledged by the management of the US National Plant Germplasm System, but no measures are put in place to ensure genetic and phenotypic identity. Instead it is only assumend that no genetic changes will occur during regeneration. 
To add to this finding, the patent holder, in document 21 (Reitsma et al., 2014) provides some description about measures taken by US National Plant Germplasm System, to prevent cross pollination. However, again, the document does not describe any measures to make sure the seeds after regeneration still have the same genetic conditions as described in the patent. In addition, the document, besides cross pollination, does not consider any other causes that can render genetic traits to be altered or lost, which for example are mentioned in the letter of company Bayer (Opponent 1) dated 17 November 2016. 
In any case, even if the US National Plant Germplasm System may be in a position to prevent the loss of genetic features, it does not have any obligation to the  entitled parties of the Budapest Treaty for deposition, storage, furnishing of samples, or the potential termination, limitation or discontinuance of the deposit
However, the EPC requests mandatory accessibility and availability over the full period of time as provided by the Budapest treaty. This obligation can not be replaced by a deposition at a gene bank which just may enable accessibility and availability, but is not obliged to to do so within the IDA system. Accepting such a deposit, without any guarantee that the availability of the deposit is safeguarded in same way as under the Budapest Treaty, would undermine crucial elements of patent law. 
Therefore the patent does not fulfill the requirements of Article 83 and has to be revoked. 
(2) Under Article 53 (b) the Board raises discussion if claims 3 (as well as claim 4 and 5) are directed to plant varieties as defined in Rule 26 (4). This question has to be answered positively.
Rule 26 (4) of the EPC reads: 

"Plant variety" means any plant grouping within a single botanical taxon of the lowest known rank, which grouping, irrespective of whether the conditions for the grant of a plant variety right are fully met, can be: 
(a) defined by the expression of the characteristics that results from a given genotype or combination of genotypes,
(b) distinguished from any other plant grouping by the expression of at least one of the said characteristics, and
(c) considered as a unit with regard to its suitability for being propagated unchanged.“
Claim 3 of the patent reads: „Plant according to any one of the preceding claims, wherein said plant is an inbred plant or hybrid plant.“ Claim 4 and 5 are referring claim 3. 
Inbreeding is a technique used in selective breeding to produce hybrid seeds. Inbreeding results in plants which are homozygoteous in respect to a specific genetic conditions and helps to ascertain the type of gene action affecting a trait. Therefore, the definition of Rule 26 (4) is met. 
In plant breeding, inbred lines are used as stocks for the creation of hybrid lines to make use of the effects of heterosis. The cross between two different inbred lines produces an F1 hybrid plants that are heterozygous. However typically, the F1 generation is phenotypically homogeneous, producing offspring that are all similar to each other. For example, the hybrid of crosses between different genotypes is often much more vigorous than its parents. This hybrid vigour, or heterosis, can be manifested in many ways, including increased rate of growth, greater uniformity, earlier flowering, and increased yield, the last being of greatest importance in agriculture. 
To achieve the goals of hybrid breeding, both the inbred line and the hybrid, are typically defined by a combination of genetic elements which establish a specific genotype to enable the desired phenotype. Therefore, both, the inbred line and the hybrid are fulfilling the definition as provided by Rule 26 (4). These findings are supported by the description in the patent: 
As described in the patent, on page 5, “the term "hybrid" means any offspring of a cross between two genetically unlike individuals, including but not limited to the cross between two inbred lines.” 

It is evident, the patent holder is aware of the usage of inbred lines to produce hybrid seeds. Claim 1 seems to be directed to all plants derived from more general hybridisation, introgression and crossings. Therefore, what is left for claim 3, only can be understood as crosses between inbred lines.
On page 18 /19 of the patent it is explained that crossing of two homozygous inbred lines indeed will result in a hybrid variety: 

“In general, a method of introducing a desired trait into a hybrid melon variety comprises the steps off (…) 
(g) crossing at least one of said backcross progeny or selfed plants with another inbred melon parent plant to generate a hybrid melon variety with the desired trait and all of the morphological and physiological characteristics of hybrid melon variety when grown in the same environmental conditions.” 
The hybrid plant as claimed in the patent is further exemplified on page 20 of the patent:

“The closterovirus-resistant inbred melon lines described herein can be used in additional crossings to create closterovirus-resistant hybrid plants. For example, a first closterovirus-resistant inbred melon plant of the invention can be crossed with a second inbred melon plant possessing commercially desirable traits such as, but not limited to, disease resistance, insect resistance, desirable fruit characteristics, etc. This second inbred melon line may or may not be closterovirus-resistant.” 

It follows that not only the inbred plants are fulfilling the definition of Rule 26(4), also hybrid plants as named in claim 3, resulting from the crossing of inbred plants, are excluded by Article 53 (b). 
Therefore, claims 3, 4 and claim 5 in conflict with Art. 53 (b). Since none of the auxiliary requests can overcome this problem, the patent has to be revoked. 
With kind regards 
Dr. Christoph Then 
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