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FEDERAL COURT OF JUSTICE 

IN THE NAME OF THE PEOPLE 
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X ZR 77/12 

Pronounced on: 
18 March 2014 
Anderer 
Judicial Secretary as 
Clerk of the court 
registry 

in the patent nullity proceedings 

Proteintrennung/ 
Protein separation 

 

Patent Act Sec. 81 

An action for nullity of a patent shall not be deemed to be an abuse of rights merely because 
the plaintiff for nullity has not joined an earlier action brought by a party claiming infringement 
of the patent in suit together with him as a joint litigant or intervener, but has first awaited the 
outcome of these proceedings. 

EPC Art. 54; Patent Act Sec. 3 

a) Disclosed by prior publication may also be that which is not expressly mentioned in the 
patent claim and in the description, but which, from the point of view of the skilled 
person, is self-evident for the implementation of the teaching for which protection is 
sought and therefore does not require special disclosure, but is "read in". However, the 
inclusion of what is self-evident does not allow the disclosure to be supplemented by 
the skilled person's knowledge, but merely serves to fully determine the meaning, i.e. 
that technical information which the skilled reader takes from the source against the 
background of his skilled knowledge (confirmation of Federal Court of Justice, judgment 
of 16 December 2008 X ZR 89/07, BGHZ 179, 168 = GRUR 2009, 382 - Olanzapin). 

b) If it is apparent to a skilled person from the description of a process for the production 
of a protein concentrate suitable for therapeutic use that further process steps are 
required in order to bring about therapeutic usability, a measure which at the priority 
date was the means generally used in practice to achieve this goal is covered by the 
disclosure content of the publication. 

Federal Court of Justice, judgment of 18 March 2014 - X ZR 77/12 – 
Federal Patent Court 
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The X. Civil Senate of the Federal Court of Justice, following the oral hearing on 

18 March 2014, attended by the presiding judge Prof. Dr. Meier-Beck, the judges 

Gröning, Dr. Bacher and Dr. Deichfuß as well as the judge Dr. Kober-Dehm 

ruled that: 

On appeal by the plaintiffs, the judgment of the 3rd Senate (Nullity 

Senate) of the Federal Patent Court pronounced on 27 March 2012, is 

amended. 

European patent 359 593 is declared null with effect for the Federal 

Republic of Germany. 

The defendant shall bear the costs of the legal dispute. 

 

By operation of law 
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Facts of the case: 

1  The defendant is the proprietor of European patent 359 593 (patent in 

suit), which was granted with effect for the Federal Republic of Germany, was 

applied for on 8 February 1989, claiming a priority of 7 June 1988, in the 

language of the proceedings, French, and relates to the chromatographic 

separation of plasma proteins, in particular factor VIII, von-Willebrand factor, 

fibronectin and fibrinogen. Patent claim 1, to which eleven further patent claims 

refer back, was given the following version in previous nullity proceedings by 

judgment of the Federal Court of Justice of 13 July 2010 (Xa ZR 10/07, juris, 

hereinafter: Appeal Judgment) (amendments to the version which the patent 

had received in opposition proceedings are highlighted): 

"1. A method for separating the proteins factor VIII, fibrinogen, 

fibronectin and von Willebrand factor from human or animal 

plasma and for preparing concentrates of these proteins for 

therapeutic use, characterized in that it comprises the 

following steps:  

- One uses as starting material the cryoprecipitate 

fraction of plasma consisting essentially of 

fibrinogen, fibronectin, von Willebrand factor and 

factor VIII;  

- the cryoprecipitate, returned to aqueous solution, is 

subjected to a single separation by chromatography 

on an anion-exchange resin of comparatively 

moderate ionic character, the matrix of which is a gel 

of the macroreticular vinyl polymer type, capable of 

retaining the complex of factor VIII and von 

Willebrand factor due to its porosity and hydrophobic 

properties;  

- the various proteins are recovered selectively by 

successively increasing the ionic strength of the 

elution buffer  

- and a factor VIII solution obtained is freeze-dried."  

2  Plaintiffs 1 and 2, who have been legally convicted of infringement of the 
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patent in suit, and plaintiff 3, who is the managing director of plaintiff 1 and a 

member of the board of directors of the plaintiff in the first nullity action, and who 

has been convicted at first instance, have argued that the subject matter of the 

patent in suit goes beyond the content of the documents originally filed and is 

not patentable. The defendant defended the patent in suit primarily as amended 

and, in the alternative, in eleven amended versions.  

3  The Patent Court dismissed the action. The plaintiffs' appeal is directed 

against this, and they continue to seek a declaration of nullity of the patent in 

suit, but now base their claim only on the ground of nullity due to lack of 

patentability. The defendant opposes the appeal and defends the patent in suit 

alternatively with its claims already filed in the first instance and seven further 

auxiliary claims. 
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Grounds of the decision: 

4  The admissible appeal leads to the declaration of nullity of the patent in 

suit.  

5  I. The Patent Court rightly considered the plaintiff's appeal to be 

admissible. 

6  1. The Patent Court essentially justified its decision in this respect as 

follows:  

7  Contrary to the opinion of the defendant, the plaintiffs were not obliged to 

join the action in the first nullity proceedings as intervenors or intervening 

parties. The admissibility of the action was also not called into question by the 

corporate links of the plaintiffs to the plaintiff in the first proceedings. A mere 

group affiliation does not result in an extension of legal force. There are no 

indications that the present plaintiffs acted on behalf of and in the exclusive 

interest of the former plaintiff. 

8  2. This holds up to review in the appeal proceedings.  

9  a) As the Patent Court correctly pointed out and as the defendant 

does not fail to recognize, the res judicata effect of the judgment in the first nullity 

proceedings does not extend to the plaintiffs in the present lawsuit. They are 

neither identical with the plaintiff of the first proceedings nor their legal 

successors.  

10  b) Furthermore, the Patent Court correctly came to the conclusion 

that each of the plaintiffs involved in the two nullity proceedings has its own 

economic and legal interest in the declaration of nullity of the patent in suit and 

therefore cannot be regarded as a straw man of the former plaintiff.  

11  c) Contrary to the view of the defendant, the third plaintiff does not 

lack the legal protection required after the expiry of the patent in suit even if 

another defendant in the infringement dispute has undertaken vis-à-vis him to 

release him internally from responsibility for the infringement of the patent in 

suit.  
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12  Even if such an agreement exists, it has no effect on the responsibility of 

the third plaintiff in relation to the defendant. The resulting possibility of a legal 

claim against the third plaintiff for acts of infringement in which he participated 

also constitutes a sufficient legal interest in an action for nullity if the plaintiff 

does not have to bear the economic consequences of a conviction in the 

infringement action.  

13  d) Contrary to the opinion of the plaintiff, the action brought in the 

present lawsuit cannot be regarded as an abuse of rights.  

14  It can be left open whether and under what conditions it can be regarded 

as abuse of rights if several persons against whom legal action is taken for 

infringement of a patent attack the property right with separate and staggered 

actions for nullity. The fact that one of the parties concerned first waits for a 

decision on the nullity action filed by another and only applies for a declaration 

of nullity of the patent after the (partial) rejection of this action has become final 

is in any case not sufficient to substantiate such an accusation. 

15  aa) The defendant in a patent infringement dispute is not compelled to 

attack the patent on which the infringement action is based with a nullity action. 

In principle, he is free to decide whether and at what point in time to file such an 

action.  

16  If he decides to file an action for nullity at a relatively late stage, this may 

result in a stay of the infringement action pursuant to Sec. 148 Code of Civil 

Procedure only being ordered under narrow conditions (see Federal Court of 

Justice, order of 28 September 2011 - X ZR 68/10, GRUR 2012, 93 marginal 

no. 5 f. - Klimaschrank; order of 17 July 2012 - X ZR 77/11, GRUR 2012, 1072 

marginal no. 2 - Verdichtungsvorrichtung). This increases the risk of a final 

conviction which, in the event of a subsequent declaration of nullity of the patent, 

can only be challenged by means of an action for restitution pursuant to Sec. 

580 No. 6 Code of Civil Procedure. 

17  However, such action has no influence on the admissibility of the action 

for nullity. No time limit is provided for the filing of such an action in Sec. 81 et 

seq. Patent Act do not provide for a time limit for filing such an action. Nor does 
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the law provide for the setting of a time limit by the patent proprietor. In view of 

this, it would be contrary to the statutory conception to regard an action for nullity 

as abusive merely because the plaintiff for nullity has not reacted promptly to an 

infringement action filed against him.  

18  bb) In the event that several persons are jointly held liable for 

infringement of the patent, nothing else can apply in principle.  

19  For this constellation, too, the law does not provide for the possibility of 

setting a time limit for other persons within which an action for nullity must be 

filed at the latest. In view of this, the fact that one of the defendants in the 

infringement action applies for a declaration of nullity of the patent may likewise 

not without further ado result in the other defendants losing their right to file an 

action if they do not join this step promptly.  

20  The fact that the infringement action is brought against several 

defendants jointly cannot in principle lead to a different assessment. Pursuant 

to Sec. 61 Code of Civil Procedure, the action of one party to the dispute is 

neither to the advantage nor to the disadvantage of the others. For this reason, 

too, the decision of one defendant to attack the patent with an action for nullity 

may not, in principle, have the effect of limiting the possibility of action opened 

up in Sec. 81 Patent Act for the other co-defendants.  

21  cc) The fact that the patent proprietor may thus be exposed to a high 

cost risk because he must expect to be sued again for nullity after a successful 

outcome of the first nullity proceedings cannot in itself lead to the affirmation of 

an abuse of rights.  

22  The cost risk in question is inherent in the statutory provision in Sec. 81 

et seq. Patent Act. During the term of the patent, anyone is in principle entitled 

to file an action for nullity. The fact that a successful nullity action has an effect 

in favor of the general public, while a dismissal of the action only has legal effect 

vis-à-vis the respective plaintiff, is a consequence of this statutory provision and 

is therefore generally acceptable to the patent proprietor, who was granted legal 

powers vis-à-vis the general public with the grant of the property right.  

23  dd) Whether in individual cases an abuse of rights can be assumed if 
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several potential nullity plaintiffs coordinate their attacks against the patent in 

such a way that the legal dispute is dragged out as much as possible and the 

patent proprietor is burdened with unreasonable financial risks does not need 

to be decided in the case in dispute. 

24  In the case in dispute, the financial risks threatening the defendant from 

the second nullity action are already reasonable because, in any case, the third 

plaintiff could not reasonably be expected to join the first nullity action. The 

infringement action against him was filed more than four years after the first 

infringement action. At that time, the first nullity action was already pending in 

the Court of Appeal. In this situation, he could not be expected to intervene in 

proceedings over which he had relatively little influence.  

25  The additional costs resulting from the fact that the second nullity action 

was also brought by the first and second plaintiffs are not so high in comparison 

to the total costs of the proceedings that their participation in the new litigation 

could be regarded as an abuse of rights, especially since joining the first 

proceedings would also have led to additional costs.  

26  II. The patent in suit concerns the chromatographic separation of four 

proteins, namely factor VIII, von Willebrand factor (vWF), fibronectin and 

fibrinogen, from human or animal blood plasma.  

27  1. The above proteins are important for blood clotting. In hemophilia 

A, factor VIII is not available in sufficient quantities. To treat the disease, this 

protein must be administered. For this purpose, it must be present in a highly 

purified form, i.e. free of many other blood components that would trigger 

undesirable side effects. In contrast, the presence of von Willebrand factor is 

advantageous. It forms a protective aggregate (associate) with factor VIII, which 

prevents factor VIII from being rapidly degraded in the organism and thus 

becoming ineffective. 

28  2. In the state of the art, various methods for the preparation of Factor 

VIII concentrates were known. The most widely used method mentioned in the 

patent specification in dispute is precipitation at low temperature, which can be 

combined with the addition of precipitating agents. The purity of such 
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concentrates is often on the order of 1 IU/mg (i.e., for every milligram of all 

proteins contained in the concentrate, there is the amount of the desired protein 

contained in one milliliter of normal blood plasma), according to the statements 

in the patent in suit, and generally does not exceed the limit of 10 to 20 IU/mg. 

Other options mentioned are steric exclusion chromatography and molecular 

filtration, which yield a low-yield product whose specific activity does not exceed 

30 IU/mg and which requires the addition of albumin as a stabilizer, lowering the 

specific activity to about 3 to 5 IU/mg. A more recent method purifies factor VIII 

using antibodies immobilized on a chromatographic support. This technique is 

powerful, he said, but requires the use of drastic solutions. Therefore, 

ultrafiltration is required, which is detrimental to the biological activity of factor 

VIII. It would also require the addition of a stabilizer, which would reduce the 

specific activity of factor VIII from 1000 to 3000 IU/mg to 3 to 5 IU/mg. 

Furthermore, ion exchange chromatography is also used. However, these 

techniques are suitable only for laboratory-scale applications because of the 

complexity of the operations and the low yields.  

29  Mention is also made of the process according to the European patent 

application (K6a) republished under number 343 275, in which the starting 

material obtained by precipitation at low temperature is treated with heparin and 

aluminum hydroxide and subjected to gel permeation chromatography on an ion 

exchange resin of the hydrophilic type such as the Fraktogel-DEAE type. This 

process is characterized, according to the statements in the patent in suit, by a 

special preliminary stage which, in particular, dispenses with the ethanol 

treatment. 

30  Against this background, the patent in suit concerns the technical 

problem of developing a method for obtaining concentrates of the proteins 

mentioned at the beginning, which is applicable on an industrial scale and 

provides highly pure products with a high activity, in particular free of antibodies 

of animal origin.  

31  3. To solve this problem, claim 1 of the patent in suit, as amended, 

proposes a method, the features of which the Federal Court of Justice has 

already structured in the first nullity proceedings as follows:  
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1. The method serves  

a) to separate the proteins factor VIII, fibrinogen, fibronectin 

and von Willebrand factor from human or animal plasma 

and  

b) to prepare concentrates of these proteins for therapeutic 

use.  

2. The starting material used is a plasma fraction which has 

been  

a) has been precipitated at low temperature (cryoprecipitate),  

b) consists essentially of fibrinogen, fibronectin, von 

Willebrand factor and factor VIII  

c) and has been returned to aqueous solution. 

3. The starting material is subjected to a single (unique) 

separation by chromatography on an anion exchange resin 

of comparatively moderate ionic character,  

a) whose matrix is a gel of the macroreticular vinyl polymer 

type,  

b) which, due to its porosity and hydrophobic properties, is 

capable of retaining the complex of factor VIII and von 

Willebrand factor.  

4. The different proteins are selectively recovered by 

successively increasing the ionic strength of the elution 

buffer.  

5. A factor VIII solution obtained is freeze-dried.  

32  III. The Patent Court essentially stated the following on the merits of 

the claim:  

33  The application for the patent in suit and the claiming of priority of an 

earlier French application were valid. The defendant had proved with the 

documents submitted by it (HL12 to HL15) that it was identical with the applicant 
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of both processes.  

34  The subject matter of patent claim 1 was new. The plaintiffs' submission 

gave no reason to deviate from the decision of the Federal Court of Justice in 

the first nullity proceedings, according to which feature 5 was not clearly and 

directly disclosed in the European patent application K6a published after the 

priority date. The plaintiffs had to concede that the skilled person was guided by 

the requirements of the German Pharmacopoeia. However, the German 

Pharmacopoeia allows a deviation from the manufacturing methods described 

therein. 

35  The subject matter of patent claim 1 was also based on inventive step. 

The method protected therein had also not been suggested to the skilled 

person, a chemist or biochemist with a doctorate and several years of 

professional experience in the field of isolation of plasma proteins, by the 

citations K20 (Hynes et al., Blood 34 (1969), 601-609) and K32 (US patent 

specification 4 508 709), which were filed for the first time in the present nullity 

proceedings.  

36  IV. This assessment does not withstand appellate review in one 

crucial respect.  

37  1. The subject matter of patent claim 1 as amended is not new.  

38  a) The assessment of whether the subject matter of a patent has 

been made novelty-damaging by a prior publication requires the determination 

of the overall content of the prior publication. Decisive is which technical 

information is disclosed to the skilled person. The concept of disclosure is not 

different from the one used in patent law. Therefore, it is not to be determined 

in which form the skilled person can implement a given general teaching with 

the help of his technical knowledge or how he can modify this teaching if 

necessary, but exclusively what can be directly and unambiguously inferred 

from the writing from the point of view of a skilled person (cf. only Federal Court 

of Justice, judgment of 16 December 2008 - X ZR 89/07, BGHZ 179, 168 = 

GRUR 2009, 382 marginal no. 25 - Olanzapin).  

39  However, what is disclosed according to this does not only include what 
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is expressly mentioned in the wording of the publication. In contrast to the 

determination of the literal meaning of a patent claim, the meaning of the 

publication is decisive, i.e. the technical information that the skilled reader takes 

from the respective source against the background of his technical knowledge 

(BGHZ 179, 168 = GRUR 2009, 382 marginal no. 26 - Olanzapin). This also 

includes modifications and additions which, according to the overall context of 

the text, are so obvious to the skilled person that they are readily apparent to 

him on attentive reading which pays less attention to the words than to their 

discernible meaning, so that he reads them along, as it were, even if he is not 

aware of them (Federal Court of Justice, order of 17 January 1995 X ZB 15/93, 

BGHZ 128, 270, 276 f. = GRUR 1995, 330, 332 - Elektrische Steckverbindung). 

The consideration of such circumstances does not aim at supplementing the 

disclosure by technical knowledge, but at the comprehension of the technical 

information, which the skilled person obtains by means of a writing, in its 

entirety. Modifications and further developments of this information are just as 

little part of what is disclosed as those conclusions which the skilled person may 

draw from the technical information received by virtue of his technical 

knowledge (BGHZ 179, 168 = GRUR 2009, 382 marginal no. 26 - Olanzapin).  

40  b) As the Federal Court of Justice already explained in the first nullity 

proceedings, it was apparent to a skilled person upon reading K6a that further 

process steps are required for a Factor VIII concentrate produced according to 

the process described therein to be suitable for therapeutic use (Appeal 

judgment, marginal no. 62). The objections raised by the defendant against this 

do not lead to a different assessment.  

41  Contrary to the view of the defendant, it was not left open in K6a whether 

the factor VIII preparation prepared according to the method disclosed there is 

to be used for therapeutic purposes or exclusively for use in the laboratory. 

Rather, in connection with the presentation of known procedures, reference is 

made to problems which may arise when preparations prepared in this way are 

administered to patients (K6a Column 1 lines 19 to 22). It is sufficiently clear 

from this that the preparation produced according to the method disclosed in 

K6a is in any case also intended to be usable for therapeutic purposes. At the 

same time, it was clear to the skilled person that further process steps were 
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required. 

42  From the explanations quoted by the defendant in K6a regarding the 

example 4 described there, according to which the collected fractions are diluted 

with a buffer consisting of sodium citrate, glycine, lysine and calcium chloride, 

adjusted to a pH value of 6.9 to 7.1, filtered and finally subjected to sterile 

filtration (K6a column 4 lines 43 to 52), nothing different results. It is true that it 

can be inferred from the term "final" used in this context that the concentrate 

described in K6a is no longer changed in its material composition after the steps 

mentioned. However, the conclusion cannot be drawn from this that between 

the completion of the concentrate and its administration to the patient there must 

be no further process step which leaves the composition of the contents of the 

concentrate unaffected but enables its therapeutic use.  

43  c) The Federal Court of Justice did not consider the process step of 

freeze-drying to be directly and unambiguously disclosed in K6a in the first 

nullity proceedings because, from a technical point of view, there were several 

possibilities for making the preparation usable for therapeutic purposes 

(judgment on appeal, para. 62). In this regard, it referred in particular to 

European application 238 701 (K10 Column 2 lines 27 to 39), cited several times 

in K6a, in which it is stated that the liquid preparation can be filled into ampoules 

in the usual manner and used therapeutically after completion of further 

intermediate steps (Appeal judgment, para. 61).  

44  This assessment is not called into question by the plaintiffs' submissions 

on the legal significance of the pharmacopoeia. 

45  According to the plaintiffs' arguments, the fact that the German and 

Austrian pharmacopoeias list Factor VIII preparations only in freeze-dried form 

does mean that a drug in a different form can only be approved if it is proven 

that the different manufacturing method leads to the same results. For the 

question of the disclosure content of publication K6a from the point of view of 

the skilled person, this would only be of significance if no processes had been 

considered as suitable alternatives in the state of the art, the skilled person, who 

was aware of the necessity of a further process step, would therefore 

necessarily have equated this with the measure of freeze-drying. This 
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prerequisite is lacking if alternative measures are shown in other publications, 

the admissibility of which cannot in any case be denied without further ado.  

46  d) However, the assessment underlying the decision in the first nullity 

proceedings that K10 constitutes such a publication is based on the premise 

that filling as a liquid in ampoules represents an alternative to freeze-drying, 

which is the only measure listed in the Pharmacopoeia.  

47  This premise proves to be incorrect on the basis of the party submissions 

in the present legal dispute.  

48  aa) According to the plaintiffs' submission, a Factor VIII preparation is 

only freeze-dried in the state of the art process after it has already been filled 

into ampoules. The defendant has not questioned this. It has merely argued that 

such a procedure is not disclosed in either K6a or K10. It does not follow from 

this that there were common procedures on the priority date in which the 

concentrate was already freeze-dried before being filled into ampoules. Other 

circumstances which could speak for the existence of such an alternative are 

neither presented nor otherwise evident.  

49  bb) Taking this additional circumstance into account, the freeze-drying 

is disclosed by K6a.  

50  (1) If the filling into ampoules described in K10 and a freeze-drying 

are not mutually exclusive and a freeze-drying was the means generally used 

in practice at the time of priority in order to ensure the therapeutic applicability 

not only in the short term, this step belongs to the measures whose necessity 

was readily apparent to the skilled person upon reading K6a. 

51  (2) Contrary to the view of the defendant, it is irrelevant in this context 

that, according to the knowledge on the priority date, a prompt therapeutic use 

was also possible without freeze-drying.  

52  K6a emphasizes as an advantage of the process disclosed there that it 

enables the production of a highly pure antihemophilic factor in high yields and 

with a previously unattained specific activity (K6a Column 2 lines 12 to 16). It is 

clear from this that the preparation produced by the disclosed process is 
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intended to be suitable not only for special applications, but also for therapeutic 

use on a larger scale. This requires that the preparation can be kept storable for 

a period of time that is generally considered necessary for therapeutic purposes. 

According to the plaintiffs' submission, which is not disputed by the defendant 

in this respect, freeze-drying was used exclusively for preparations approved as 

medicinal products in order to guarantee this purpose of use on the priority date. 

53  As far as the defendant has pointed out other measures, these have not 

been used for preparations available on the market. This also applies to the 

liquid preparation Octaliquid, which the first plaintiff attempted to develop only 

in the 1990s according to its submission, which is not in dispute, and which 

proved to be unmarketable. Whether Octaliquid was approved for the market in 

the 1990s is irrelevant, because this approval would in any case have been 

granted after the priority date.  

54  To the extent that the defendant furthermore denies the plaintiffs' 

arguments in a blanket manner, its submission is not suitable to establish doubts 

as to the correctness of the plaintiffs' arguments. The plaintiffs have explained 

in detail which preparations were available for general therapeutic use on the 

priority date. In view of this, it was up to the defendant to show evidence that, 

from the point of view of the skilled person, other methods could be considered 

for practical use. The alternatives pointed out by her do not meet this 

requirement. That there were other available preparations on the market is 

neither concretely presented nor otherwise evident.  

55  (3) Against this background, it is irrelevant that on the priority date 

other methods - in particular permanent freezing without drying - were known 

which could theoretically also have been used.  

56  As already explained, it could be inferred from K6a that the preparation 

disclosed there is also intended to be therapeutically applicable on a larger 

scale. If it was readily apparent to the skilled person that further process steps 

were required and that these steps - irrespective of the existence and number 

of possible intermediate steps - in practice always included freeze-drying, this 

knowledge was also part of the information content which was apparent to the 

skilled person from the meaning of K6a. 
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57  (4) The other publications cited by the defendant do not lead to a 

different assessment.  

58  It cannot be inferred from the statements in K10 that the liquid preparation 

can be filled into ampoules in the usual manner and used therapeutically that 

freeze-drying is also dispensable for therapeutic use on a larger scale. Rather, 

it can be inferred from the reference to customary procedures that the measures 

customary for the respective application are to be taken. For the skilled person, 

these included freeze-drying on the priority date, insofar as the preparation is to 

be used for therapeutic applications other than in the near future.  

59  From publications in which the freeze-drying step is mentioned only as 

optional, nothing deviating results. It can only be inferred from these statements 

that freeze-drying is not necessary for every application. However, there is no 

indication in any of these citations that freeze-drying could also be dispensable 

for therapeutic use as a drug available on the market.  

60  cc) Contrary to the view of the defendant, a different understanding 

did not result for the skilled person from K6a because freeze-drying, according 

to the state of knowledge on the priority date, would have necessarily required 

the addition of albumin or a comparable protein as a stabilizer. 

61  It cannot be inferred from the explanations in K6a that further substances 

have to be added to the concentrate disclosed there before its therapeutic 

application. K6a describes in detail which substances are to be added to the 

solutions and buffers used and which processing steps the starting material is 

to undergo to obtain the desired concentrate. In addition, the process step of 

sterile filtration described in embodiment example 4 (K6a Column 4 lines 43 to 

52) is, as already mentioned, expressly described as final. From this, from the 

skilled person’s point of view, the conclusion was drawn that the concentrate 

described in K6a is not to be changed in its material composition even if it is 

freeze-dried for the purpose of therapeutic use.  

62  The fact that albumin is added before freeze-drying in the process 

disclosed in German published application 34 32 083 (K15) does not lead to a 

different assessment against this background. For the skilled person, it was not 
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apparent from K15 or other citations that the addition of albumin or comparable 

proteins prior to freeze-drying was absolutely essential. In the publication by 

Hynes et al. (Citrate Stabilization of Chromatographically Purified Factor VIII, 

Blood 34 (1969), 601 to 609, K20), citrate is named as a suitable stabilizer (K20 

p. 607 below), which is also used in K6a. In view of this, the skilled person had 

no reason to assume that the concentrate disclosed in K6a was not suitable for 

therapeutic use in the form of a freeze-dried preparation without the addition of 

albumin.  

63  (2) With regard to the versions of the patent in suit defended by the 

auxiliary requests, no deviating assessment results.  

64  a) According to auxiliary request 1, feature group 3 is to be 

supplemented by an additional feature 3 c, according to which the resin has 

DEAE-type groups on the vinyl polymer.  

65  This feature is also disclosed in K6a, as the defendant does not dispute. 

As the Federal Court of Justice explained in more detail in the first nullity 

proceedings, the exchanger resin designated there as Fractogel-DEAE exhibits 

all the features of feature group 3 (judgment on appeal, recitals 48 to 51). 

Nothing else applies to the additional feature provided by auxiliary request 1. 

Fractogel-DEAE consists of a vinyl polymer to which functional groups from the 

material DEAE (diethylaminoethyl) are applied.  

66  b) According to auxiliary request 2, characteristic 2 b is to be 

supplemented to the effect that plasma not selected according to blood group is 

used as the original material.  

67  This additional feature is also disclosed in K6a. It is not explicitly 

mentioned there. However, from the reference in K6a that commercially 

available cryoprecipitate is used, it follows directly and unambiguously for the 

skilled person that the process disclosed there can in any case also be carried 

out with plasma that has not been selected according to blood group. It can be 

left open whether, as the plaintiff has stated without contradiction, only this type 

of plasma was considered "commercially available" from the point of view of 

skilled persons on the priority date. Even if both types were available on the 
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market, it was clear from the reference to commercial practice contained in K6a 

that the process disclosed there was not subject to any restrictions in this 

respect.  

68  c) According to auxiliary request 3, the words "or animal" should be 

omitted from characteristic 1 a.  

69  Even with the resulting limitation to methods for processing human 

plasma, the subject matter of patent claim 1 is fully disclosed by K6a. It is true 

that K6a does not explicitly mention whether the plasma used is of human or 

animal origin. However, the reference that commercially available 

cryoprecipitate can be used clearly and directly discloses that any product 

commonly available on the market can be used as starting material. On the 

priority date, this also included human plasma. 

70  d) According to auxiliary claims 4 and 4a, feature 4 is to be 

supplemented to the effect that the ionic strength is increased a first time, 

whereby a large - according to auxiliary claim 4a the largest - part of the von 

Willebrand factor is desorbed, and then increased a second time.  

71  This addition also does not lead to a different assessment. It can be left 

open whether the additional feature is disclosed in the originally filed documents 

as belonging to the invention. In any case, it is anticipated by K6a. 

72  In one of the embodiments described in the specification of the patent in 

suit, the first increase in ionic strength is achieved by increasing the 

concentration of sodium chloride from 0.11 M to 0.15 M. The concentration of 

sodium chloride is then increased to 0.25 M in the subsequent step. This results 

in elution of most of the von-Willebrand factor and fibronectin (para. 43); in the 

subsequent step, the concentration is increased to the final value of 0.25 M 

(para. 44). In another example involving the recovery of a concentrate of von-

Willebrand factor, the sodium chloride concentration is also increased from 0.11 

M to 0.15 M to elute the fraction containing the von-Willebrand factor (para. 65).  

73  This procedure is also disclosed in K6a. In the embodiment described 

there, the sodium chloride concentration in the wash step preceding the elution 

is 110 mM (Column. 3 line 57), i.e., 0.11 M. Then, two elution steps are carried 
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out with a concentration of 160 mM and 250 mM (Column 4 lines 20 and 27). 

This corresponds essentially to the procedure according to the patent in suit.  

74  The fact that in K6a it is not explicitly mentioned which components are 

obtained in the first elution step is irrelevant. According to the description in the 

patent in suit, increasing the sodium chloride concentration from 0.11 M to 0.15 

M results in most of the von Willebrand factor being washed out. Accordingly, 

nothing else can apply to the increase from 0.11 M to 0.16 M disclosed in K6a.  

75  e) According to auxiliary claims 5 and 5a, patent claim 1 in the 

version of auxiliary claim 4 is to be supplemented additionally in that the 

fibronectin and a large or the largest part of the von Willebrand factor are 

desorbed during the first increase of the ionic strength.  

76  This also does not lead to a different assessment.  

77  As already pointed out in connection with auxiliary claim 4, increasing the 

sodium chloride concentration from 0.11 M to 0.15 M leads to the elution of 

fibronection as well as the major part of von Willebrand factor. The same must 

then apply to the increase from 0.11 M to 0.16 M disclosed in K6a.  

78  f) According to auxiliary claims 6 and 6a, patent claim 1 as amended 

in auxiliary claims 4 and 4a, respectively, is to be supplemented to the effect 

that prior to the first increase in ionic strength, the column is washed at an ionic 

strength at which fibrinogen is washed out.  

79  This amendment also does not lead to a different assessment.  

80  In one of the embodiments described in the specification of the patent in 

suit, the column is washed with a solution whose sodium chloride concentration 

is 0.1 M before the first elution step. This is followed by equilibration with a buffer 

having a sodium chloride concentration of 0.11 M (para. 39). This essentially 

washes out fibrinogen (par. 42). 

81  This procedure is also disclosed in K6a. In the embodiment described 

there, the column is first washed with a solution having a sodium chloride 

concentration of 100 mM and then with a buffer having a sodium chloride 

concentration of 110 mM (K6a Column 3 lines 52 to 57). The fact that it is not 
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disclosed which components are thereby washed out is irrelevant for the 

reasons already explained in connection with auxiliary claim 4.  

82  g) According to auxiliary claims 7 and 7a, the features provided for in 

auxiliary claims 5 and 6 or 5a and 6a are to be combined.  

83  This does not lead to a different assessment because all these features 

in K6a are also disclosed in their combination.  

84  h) According to auxiliary request 8, patent claim 1 in the version of 

auxiliary request 7 is to be supplemented in feature 4 to the effect that the 

obtained concentrate of factor VIII has a specific activity of more than 100 IU/mg.  

85  This is also not capable of leading to a different assessment. 

86  According to the description of the patent in suit, the property in question 

of the factor VIII concentrate is achieved by carrying out a process having the 

features listed in the applicable version of claim 1. Such a process is also 

disclosed in K6a. The fact that it is not disclosed there what specific activity the 

factor VIII concentrate obtained has is irrelevant.  

87  i) According to auxiliary claims 9 and 9a, patent claim 1 in the 

version of auxiliary claim 4 and 4a, respectively, is to be supplemented to the 

effect that the factor VIII is eluted with the second increase of the ionic strength. 

88  This also does not lead to a different assessment.  

89  As already explained, the sodium chloride concentration is increased to 

0.25 M in the second step both in the embodiment example described in the 

patent in suit and in the embodiment example disclosed in K6a. Thus, the 

method according to K6a, as well as the method according to the patent in suit, 

leads to the elution of factor VIII in the second increase step.  

90  j) According to auxiliary claim 10, patent claim 1 in the version of 

auxiliary claim 7 is to be supplemented to the effect that the obtained 

concentrate of factor VIII is free of human blood group antibodies or contains 

only minute amounts thereof.  

91  This, too, merely claims a result which is obtained by a process having 
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the features of the applicable version of patent claim 1 and which, although not 

disclosed in K6a, nevertheless occurs because of the correspondence of the 

process steps.  

92  k) According to auxiliary claim 11, an additional feature is to be 

inserted between feature groups 2 and 3, according to which the starting 

material is subjected to a virus inactivation treatment by solvent detergent in the 

presence of Tween® TNBP.  

93  This process step is also disclosed in K6a, as the defendant does not fail 

to recognize (Column 2 lines 44 to 47).  

94  l) According to auxiliary request 12, feature 5 is to be supplemented 

to the effect that the freeze-drying is carried out without addition of a stabilizer 

with protein character.  

95  Also with this addition, the subject matter of the patent in suit is disclosed 

by K6a. 

96  As already stated above (1 d cc), there is no indication in K6a that 

albumin or other proteins are added as a stabilizer to the Factor VIII concentrate 

disclosed there prior to freeze-drying.  

97  In view of this, it can be left open whether auxiliary request 12, which was 

filed for the first time in the oral proceedings before the Senate, is admissible in 

procedural terms and whether the version of patent claim 1 defended with it 

complies with the requirement of clarity laid down in Art. 84 EPC.  

98  m) According to auxiliary request 13, patent claim 1 in the version of 

auxiliary request 12 is to be amended so that the words "with protein character" 

are omitted.  

99  This amendment also does not lead to a different assessment.  

100  It can be left open whether the subject matter of the patent in suit is 

additionally restricted by this amendment compared to the version defended by 

auxiliary request 12. Even if it were excluded according to the version defended 

by auxiliary request 13 to add any further substance to the Factor VIII solution 
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disclosed in the patent in suit before freeze-drying, the subject matter of the 

patent in suit would be fully disclosed in K6a.  

101  As has already been stated above, it can be inferred from the 

explanations in K6a that the Factor VIII concentrate disclosed there can be 

freeze-dried without changing the material composition. Thus, the teaching 

defended by auxiliary claim 13 is fully anticipated. 

102  V. The decision on costs is based on Sec. 121(2) Patent Act and Sec. 

91(1) Code of Civil Procedure. 

 

Meier-Beck    Gröning    Bacher 
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