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German patent law, sect. 24, sect. 85, para. 1

a) The question whether the licence seeker tried in vain and for a reasonable period of

time to obtain the patent holder’s consent to use the invention under reasonable con-

ditions customary in the trade shall be appreciated according to the circumstances of

any and each individual case.

b) There might be public interest in the grant of a compulsory licence for a pharmaceuti-

cal active ingredient even if only a relatively small group of patients is concerned. This

applies in particular in those cases where such group would be exposed to specifically

important hazards should the drug in question be no longer available.



c) A hesitating attitude of the licence seeker shall be taken into account when weighing

the interests as necessary under sect. 85, para. 1 of the German patent law PatG. But

such an attitude does not readily argue against the reality of public interest.

d) Ruling of an interim injunction pursuant to sect. 85, para. 1 of the PatG does not re-

quire any additional codified prerequisites as set out under sect. 935 or section 940 of

the German code of civil procedure (ZPO).

Federal Court of Justice (BGH), judgment dated July 11, 2017 – X ZB 2/17 – Federal Patent
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Following oral procedure on July 11, 2017, the Xth division for civil matters of the Federal

Court of Justice hold by Senior Judge Prof. Dr. Meier-Beck, Judges Gröning, Dr. Bacher, and

Dr. Deichfuß, as well as Judge Dr. Kober-Dehm:

The appeal filed on August 31, 2016 against the judgment issued by the 3rd divi-

sion (revocation division) of the Federal Patent Court is rejected at the expense

of the appellee.

Jure et de jure
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The facts:

1 The petitioners have been distributing the drug Isentress, containing the active

ingredient Raltegravir and used for the treatment of infections caused by the humane

immune deficiency virus (HIV) in Germany since 2008.

2 The respondent is the patent holder of the European patent 1 422 218 (patent

in suit) granted with effect for the Federal Republic of Germany, applied for on August

8, 2002 and relating to an antiviral drug. Information pertaining to the grant of the

patent was published on March 21, 2012. Following appeal, the European Patent Of-

fice maintained the patent in suit in an amended version. The appeal filed by the ap-

pellant against this decision is still pending.

3 In its letter dated June 3, 2014, the respondent invoked against an affiliated

company of the petitioners that Isentress would fall under the extent of protection of

the Japanese patent 5 207 392 which is part of the family of the patent in suit. Subse-

quent negotiations about a worldwide licence agreement remained without success.

4 In its pleading dated August 17, 2015, the respondent sued the petitioners be-

fore the Düsseldorf county court [Landgericht] (4c O 48/15) for breach of the patent

in suit, in order to obtain, prohibitory injunction, among others. The county court sus-

pended the lawsuit until a decision to be issued about the appeal pending before the

European Patent Office. The immediate appeal lodged against such suspension by the

respondent remained without success.
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5 In its petition dated January 5, 2016, the petitioner under 1 claimed the grant of

a compulsory licence for the respondent’s patent in suit. The petitioners under 2 und

3 joined the action later on. No decision has been issued so far with respect to the

action in the first instance.

6 In their pleading dated June 7, 2016, the petitioners required the court to issue

an interim injunction authorising them to use the proprietary invention on a provi-

sional basis.

7 Following obtaining an expert opinion, the patent court rejected the petitioners’

main claim which was not limited to specific pharmaceutical dosage forms. Upon their

subsidiary request, the court authorised the petitioners on a provisional basis to mar-

ket Isentress for the treatment of HIV infected patients and AIDS patients in the four

pharmaceutical dosage forms already on the market and specified in more detail in

the judgment so challenged. The respondent files notice of appeal against this deci-

sion, an appeal which the petitioners oppose.
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Grounds for the decision:

8 The admissible remedy at law shall remain without success.

9 I. Substantially, the patent court motivated its decision as follows:

10. The group company acting on behalf of the petitioners had made any efforts

within a reasonable period of time in order to obtain consent for the use of the inven-

tion under reasonable conditions customary in the trade. The fact that it had only

offered a unique payment which, in the opinion of the respondent, was inadequate

and too low, would not call into question the seriousness of its efforts. It is true that

the validity of the patent in suit is to be assumed in the compulsory licence procedure.

But during negotiations about the acquisition of a licence via legal transaction, a li-

cence seeker must be entitled to take into consideration his / her own expectancies as

to the future validity.

11 The petitioners had credibly shown that public interest commands the grant of

the compulsory licence. In this respect, the question whether or not Raltegravir, as

compared to the other two active ingredients currently available from the group of

integrase inhibitors (Elvitegravir and Dolutegravir) shall not be considered as more

advantageous in any respect need not be resolved. In the day-to-day practical HIV /

AID therapy, there would be no such thing as a general preference of specific active

ingredients. Instead, the concept of an individual-based therapy suggested by the

published guidelines is being implemented and where a combination of active ingre-

dients from several groups is used for every patient, depending on the individual set-

tings. In this view, it is true that not every HIV or AIDS patient is reliant on the possibil-

ity to be treated with Raltegravir at any time. But there are patient groups in need
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12 of Raltegravir in order to ensure the safety and quality of their treatment. This would

apply in particular to sucking babies, to children under the age of twelve and to preg-

nant women, but also to individuals who, due to inherent infection hazards, are in

need of prophylactical treatment and to patients already treated with Isentress and

who might experience significant side effects and pharmacological interaction when

being switched to another drug, and in particular to long-term treated patients who,

following several therapy switches, could have been saved only by Raltegravir which is

available since 2007 as the unique integrase inhibitor on the market.

12 Only public interest in this case should be taken into account with respect to the

issue of urgency. Therefore, the question whether or not the petitioners had waited

for an unreasonable period of time before filing their claim for the grant of an interim

injunction would be insignificant.

13 II. This appreciation withstands review in the course of the appeal procedure.

14 1. The patent court rightly considered as credibly shown the fact that the peti-

tioners had made any reasonable efforts within a reasonable period of time in order

to obtain consent for their use of the invention under reasonable conditions custom-

ary in the trade.

15 a) In this respect, the patent court correctly did not only base its decision on the

fact that the petitioners had, in the course of the compulsory licence procedure, stat-

ed their willingness to pay reasonable licence fees.

16 aa) Pursuant to the jurisdiction of the Federal Court of Justice pertaining to sect.

24, para. 1 of the German patent law PatG in its version applicable until October 31,

1998, the requirement then applicable under which the licence seeker offers to pay

reasonable compensation, was a prerequisite of such procedure which could be

caught up on in the course of such procedure.



- 7 -

17 In order to comply with these obligations, it shall be sufficient for the licence

seeker to declare his / her willingness to pay a reasonable licence fee as a basic prin-

ciple. One cannot require him / her to state the exact or approximate amount which

the court shall later on deem appropriate (Federal Court of Justice BGH, judgment

dated December 1995 – X ZR 26/92, BGHZ 131, 247, 250 = landmark ruling (GRUR)

1996, 190, 191 f. – Interferon-gamma).

18 bb) Pursuant to the version of sect. 24, para. 1 n° 1 of the PatG, in force since

November 1, 1998, applicable to the dispute, however, it is necessary that the licence

seeker had made any efforts, in vain, within a reasonable period of time to obtain the

patent holder’s consent to use the invention under reasonable conditions customary

in the trade.

19 It is true that this prerequisite does not necessarily need to be fulfilled, either,

at the time of filing an action for the grant of a compulsory licence already; by virtue

of general principles, it shall instead be sufficient for the fulfilment of this prerequisite

if this is done at the end of the oral procedure. This prerequisite however pursuant to

which such efforts must have extended via a reasonable period of time requires that it

shall not be sufficient, if the licence seeker declares his / her willingness to pay rea-

sonable licence fees in the course of the procedure only, to a certain extent as a last-

minute decision. Instead, he / she must have made reasonable endeavours over some

period of time in a way adequate with regard to the specific situation in order to

come to an agreement with the patent holder as to the licence. The question relating

to the length of such period and the type of actions necessary to this end shall be ap-

preciated in any individual case.

20 b) Rightly, the patent court has come to the conclusion that the prior to the pro-

cess-related attitude of the company acting on behalf of the petitioners (still) com-

plies with the requirements set out under sect. 24, para. 1, n° 1 of the PatG with re-

spect to the specificities of the present dispute.
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But, the two proposals made by the petitioners offering each a unique payment far

below the compensation expectancies of the respondents were not actually qualified for an

agreement to be entered into prior to the definitive closure of the appeal procedure. Never-

theless, the patent court rightly did not consider the attitude of the petitioner as mere nego-

tiations in pretence. In the event of a dispute, the diverging expectancies of the parties as to

the total amount of the licence fees to be paid cannot be considered as inappropriate in the

present dispute because the question whether the patent in suit shall prove legally valid

could not be appreciated with certainty even following the decision of the opposition divi-

sion.

The proposal made by the respondent stipulated that the licence holder withdraws any

and all appeal items against the patent in suit. Therefore, the proposed licence agreement

should concomitantly serve to settle the dispute as to the legal validity of the patent in suit.

Given this initial situation, it was not inappropriate for the petitioners to incorporate their

expectancies as to the outcome of the appeal procedure or a potential subsequent revoca-

tion proceedings into their target price. It is true that their success chances might have been

reduced to some extent due to the partial maintain of the patent in suit by the opposition

division. But this decision did not preclude a more favourable appreciation by the technical

board of appeal. The idea that the standpoint of the petitioners is not unwinnable was con-

firmed later on by the decision of the High Court of Justice of England and Wales – which

was also challenged – and which had rejected an action for breach based upon the patent in

suit for a lack of patentability and insufficient disclosure of the invention (Arnold J, [2016]

EWHC 2889 (Pat), marginalia 355).



- 9 -

Given this initial position which is based upon permanent legal validity of the patent in

dispute, the petitioners had no obligation to make any further concessions to the price tar-

gets of the respondents and to abandon any opportunity to continue to challenge the legal

validity of the property right by the entering into of a licence agreement providing for the

terms and conditions offered. It is true that the parties could have taken into account this

aspect by agreeing a licence fee the computation of which would be based upon the as-

sumption of permanent legal validity while still offering the petitioners the option to contin-

ue to challenge such legal validity. However, the proposals made by the respondents do not

seem to provide for any willingness to enter in such a type of agreement.

c) The grant of the sought-after compulsory licence is not opposed either to the fact

that the petitioners had, in the main proceeding, announced a claim under which the

amount of the licence fees should be limited to a specific unique payment, subsidiarily to a

licence rate which was clearly below the expectancies of the respondents.

aa) Contrary to the opinion of the petitioners, this fact, however, is irrelevant for the

simple reason that they can amend their claims until the end of the oral procedure in the

main proceeding.

Basically, an interim injunction pursuant to sect. 85, para. 1 of the PatG does not seem

suitable where it is to be expected that the action seeking the grant of a compulsory licence

will remain without success. The mere possibility that the chances of success of the action

might be improved by an amended action fundamentally does not suit to justify any grant of

interim injunction.
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bb) Furthermore, the respondent rightly assumes that success must be denied to an

action seeking the grant of a compulsory licence where the petitioner states that he / she is

seeking a licence only under the prerequisite that the licence fee to be determined by the

court does not exceed a given maximum amount and the court does not consider such

amount as sufficiently high.

By virtue of sect. 24, para. 6, phrase 4 of the PatG, the patent holder is entitled to

compensation from the holder of a compulsory licence which shall be appropriate given the

circumstances of the case and take into account the economic value of the compulsory li-

cence. The amount of such compensation shall be determined by the court when granting

the compulsory licence. In this respect, it would be reasonable to align oneself with the li-

cence fee which would be agreed in a licence agreement under the circumstances of each

particular case. In this respect, it should be taken into account that the risk of a revocation or

a declaration of invalidity following the grant of a compulsory licence remains with the pa-

tent holder. Therefore, the licence fees must not be appreciated pursuant to the same crite-

ria as those applicable to a contract where the licensee undertakes to refrain from any fur-

ther challenges against the patent and thus must expect that his / her obligation to pay li-

cence fees shall subsist until the end of the term of the property right. Basically, the fact that

the licence seeker shall still be given the option to disengage himself / herself from his / her

obligation to pay for subsequent periods of time owing to a successful challenge of the legal

validity of the patent must always be taken into consideration by a reasonable rise of the

licence fees. In general, the amount of the licence fees shall therefore be determined pursu-

ant to the same criteria as the compensation for a non-exclusive, contractual licence for a

patent the legal validity of which must be considered as ensured.

cc) Based upon the initial claims made in the petition and the claims made in the

course of the procedure pertaining to the grant of interim injunction, however, the claims of

the petitioners are subject to no concern under this aspect.
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In their petition, the petitioners let submitted the amount of the licence fee to the

discretionary power of the court. In their statement of claim, they argued that the economic

interest of the respondents could be fully satisfied by an appropriate licence fee to be de-

termined by the court. In the course of the oral procedure relating to their application for

the grant of interim injunction, they moreover explained that the current licence proposals

did not constitute a maximum limit of an amount for the potential payment of a compulsory

licence; they were prepared to take over a licence under reasonable conditions customary in

the trade.

These statements show clearly and sufficiently that the grant of a compulsory licence is

not sought for the sole event that the licence fee so determined does not exceed a specific

limit.

The sincerity of these statements is not called into question by the announcement

made before the patent court during the oral debate that an amended claim would be intro-

duced as a main claim providing for a limited amount of licence fees in the event the patent

court would intend to determine the amount of the licence rate in the course of the present

proceeding already. This announcement does not seem to state that the petitioners are not

willing to pays more important amounts, should their main claim so announced remain

without success.

dd) The amended claims announced by the petitioners for the main proceeding do not

entail a diverging appreciation.

It is true that the wording of such claims does not readily show whether or not the

petitioners seek a compulsory licence even in the event that the licence fee determined by

the patent court exceeds the maximum limit stated in the petition. But given this initial posi-

tion, it would be up to the patent court to see for clarification.
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This clarification was made by the petitioners in the course of the oral procedure be-

fore the division, stating that in any case their aggregate claims do not seek the grant of a

compulsory licence in a specific amount only. Consequently, the patent court is not prevent-

ed from granting the compulsory licence while determining a licence fee it would consider

appropriate, even where such licence fee exceeds a maximum amount stated by the peti-

tioners. As the case may be, the petitioners are not prevented from seeking determination

of a lower licence fee by any remedy at law.

2. The patent court rightly considered that public interest commanding the grant of a

compulsory licence in the event of dispute was credibly shown.

a) The issue whether or not public interest requires the grant of a compulsory licence

depends on the circumstances of each specific case.

The legal concept used in sect. 24, para. 1, n° 2 of “public interest” cannot be para-

phrased in general. The question whether or not there is pubic interest requiring the grant of

a compulsory licence must instead be answered balancing any and all circumstances pertain-

ing to each specific case and the parties involved. In this respect, one should take into con-

sideration the legal system conceding an exclusive right to the patent holder the exercise of

which he / she is fundamentally entitled to determine alone. Therefore, public interest can

only be applicable where specific circumstances prevail over the unrestricted recognition of

the exclusive right and the interest of the patent holder because needs of community com-

mand the execution of the patent by the licence seeker (BGH, judgment dated December 5,

1995 – X ZR 26/92, BGHZ 131, 247, 251 ff = GRUR 1996, 190, 192 – Interferon-gamma).
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When applying these principles, the reality of imperative public interest for the grant

of a compulsory licence can be affirmed where a drug for treating a serious illness features

therapeutic properties which the active ingredients available on the market do not offer at

all or not in the same way or where its use helps to avoid undesired side effects which

should be accepted when administering other therapeutics (BGHZ 131, 247, 256 f = GRUR

1996, 190, 193 = Interferon-gamma). A compulsory licence, however, can fundamentally not

be granted where it is possible to satisfy public interest by means of other, essentially equiv-

alent replacement preparations (BGHZ 131, 247, 254 = GRUR 1996, 190, 193 – Interferon-

gamma).

b) In the light of the preceding judgment, the patent court rightly affirmed the reality

of public interest in continuous availability of Raltegravir for treating suckling babies and

children until the age of 12.

aa) According to the conclusions made by the patent court, Raltegravir is the sole inte-

grase inhibitor eligible in Germany for suckling babies in the age of four weeks up to three

months to undergo combined therapy involving two nucleoside reverse transcriptase inhibi-

tors.

An alternative to Raltegravir conceivable for this patient group could at best be the

non-nucleoside reverse transcriptase inhibitor Nevirapin. But due to its hepatoxicity, the

latter is considered not harmless and is not recommended by the guidelines of the US-

Department of Health and Human Services for first line therapy schemes. Further alterna-

tives qualifying for children from the age of two years might by protease inhibitors, such as

Lopinavir. But these inhibitors require the use of a booster which entails significant pharma-

cological interaction hazards.
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What is more, treatment attempts with alternative therapies in suckling babies and

children involve specific risks because due to still immature immune system and their still

growing lymph system, the virus load typically increases rapidly such that there is a relatively

significant death risk and little time for therapy switches.

bb) The appeal shows no precise evidence that might justify any doubts as to the com-

pleteness of correctness of these statements.

Contrary to the opinion of the appeal, the appreciation of the patent court is not called

into question by the fact that the guidelines of the Paediatric European Network for Treat-

ment of AIDS (PENTA) do not generally recommend Raltegravir for the year 2015 but mark it

only for rare cases as the drug of first choice.

The patent court has taken this aspect into account. Its conclusion that there is never-

theless public interest in the availability of Raltegravir for the patient group in question is

neither contradictory nor to be rejected for any other reason.

The rather reluctant PENTA recommendations as to Raltegravir are justified by a still

insufficient amount of data. The reason why, in specific cases, the use of the active ingredi-

ent could still be an option, is in particular the toxicity of other active ingredients. The patent

court, too, attached essential importance to this aspect. In addition, it rightly considered of

specific importance the recommendations and approvals applicable in particular to Germa-

ny, as the sought-after compulsory licence relates to use acts relevant exclusively to Germa-

ny.
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cc) Public interest in the availability of Raltegravir should not be negated because the

patient group in question is rather small and only a small percentage of the patients con-

cerned is currently being treated with Raltegravir.

Public interest may be given even where a relatively small group of patients only is

concerned. This applies in particular where this group would be exposed to significant risks

in the event the drug in question were no longer available. The fulfilment of these prerequi-

sites was fully confirmed by the patent court in the dispute as to suckling babies and children

up to the age of 12 years.

The patent court had no obligation to resolve the issue differing from the above and

dealing with the question whether or not the smaller number of the members of this patient

group should be taken into account via a restriction of the content of such compulsory li-

cence, because it had confirmed the reality of public interest even with respect to other pa-

tient groups which could not be practically delimited by abstract criteria.

c) The patent court also quite rightly confirmed the reality of public interest in contin-

uous availability of Raltegravir for treating pregnant women.

aa) According to the findings of the patent court, Raltegravir is currently considered

and recommended as preferred therapy for pregnant women.

The particular advantage of Raltegravir is its quick degradation of the virus load which

minimises the risks of HIV transfer to the child. Any active ingredients conceivable as poten-

tial alternatives are not explicitly recommended for a use during pregnancy. In the view of

the higher risks of side effects in particular in pregnant women, the use of such drugs would
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involve significant hazards. What is more, teratogenic effects where observed with the active

ingredient Efavirenz.

bb) Contrary to the conception of the appeal, these findings are not disputed by the

explanations given by the judicial expert according to which, under the current German

guidelines, a protease inhibitor or a non-nucleoside reverse transcriptase inhibitor qualify as

an alternative to Raltegravir and the German-Austrian guidelines, published for the last time

in 2014, do not contain any unrestricted recommendation of Raltegravir due to the still small

data base at that time.

The judicial expert, the appreciation of whom the patent court agrees with in this

point, qualified Raltegravir as the preferred treatment for pregnant women in practical life,

irrespective of these circumstances. The objection raised by the appeal according to which it

would not be clear on which sound information this conclusion was based, does not justify

any precise doubt with respect to their correctness.

Contrary to the conception of the appeal, the patent court did not suppose that any

other active ingredient would have more significant side effects in particular in pregnant

women. Instead, it considered these substances as representing high risks in general for

pregnant women due to the general heavier hazards these are exposed to. There is no pre-

cise evidence apparent that might justify any doubts as to the correctness of this conclusion.

d) The same applies to the prophylactic treatment of patients in the case of imminent

infection risks, e. g. due to an involuntary cannula pinprick in healthcare staff.

aaa) According to the findings of the patent court, Raltegravir is currently recommend-

ed in Germany for this patient group as the sole active ingredient to serve as combined
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treatment. By contrast to this, a recommendation made by the American International Anti-

viral Society in favour of Dolutegravir is not based upon clinical compatibility studies.

bb) These findings are not challenged by the fact that the current guidelines of the

Center for Disease Control (TWeV35) recommend a combined treatment using Dolutegravir

and Darunavir as well as Ritonavir as alternatives.

These recommendations state that there would be no sufficient knowledge allowing to

recommend specific drugs as being particularly effective for post-exposure prophylaxis.

Therefore, recommendations contained in the guidelines were based upon experience made

during the treatment of HIV infected patients (TWeV35 p. 30).

This conforms to the findings of the patent court according to which the recommenda-

tions made in American guidelines were not based upon clinical studies and does not argue

against but, on the contrary, in favour of the correctness of these findings.

cc) The fact that the judicial expert recommended a treatment with Dolutegravir or

Darunagravir in a professional magazine (HIV&More 4/2008, p. 26, TWeV36), does not entail

a diverging appreciation.

As the reply to the appeal has correctly shown by means of the same publication

(HIV&More 4/2016, p. 12, RW6), this recommendation refers to the special configuration

where the index patient representing the risk of infection presents a multi-resistant HIV virus

and is treated with Raltegravir. The judicial expert motivated his treatment proposal with

the consideration that the recommended active ingredient combination should possibly still

be effective even in the presence of resistance mutations occurred under Raltegravir. The
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fact that, given this configuration, he did not give any recommendations in favour of Ralte-

gravir, seems to be logic, but does not justify any doubt as to his appreciation according to

which this active ingredient would be particularly appropriate in cases without the stated

complications.

e) The patent court rightly confirmed the reality of public interest even with respect to

those patients who would be obliged to switch their treatment should Raltegravir be no

longer available.

aa) According to the conclusions of the patent court, a therapy switch always involves

the risk of new side or pharmacological interaction or even failure of the treatment. What is

more, there are risks that a switch back to Raltegravir could no longer be possible for medi-

cal reasons in the event of any failure and that additional alternatives be available to a lim-

ited extent only.

bb) This conclusion supports the decision made by the patent court that there is public

interest in continuous availability of Raltegravir for patients already treated with this drug.

This is not contradicted by the fact that the patent court did not come to any conclu-

sions as to the issue under which precise circumstances and with which likelihood serious

side effects or even therapy failure could be expected. The patent court correctly affirmed

public interest, if only because every patient would be exposed to a corresponding risk if

obliged to switch his / her therapy for legal reasons. It is true that this risk might not be very

important. Nevertheless, one cannot consider it as insignificant.
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In this respect, one important aspect is that the drug marketed by the petitioners al-

ready had been approved several years ago when the patent was granted and that it is used

to a large extent as stated in the parties’ arguments, coinciding in this point. Secondly, the

consequences of therapy failure can be very serious. Given this initial situation, the best in-

terest of the patients already successfully treated with Raltegravir, i. e. their chance to con-

tinue their treatment, is of particular importance. For these patients, the question is not to

be provided with a new alternative treatment which constitutes more or less favourable

prospects of better therapeutic success but to switch from a treatment that might have been

realised successfully for years already and thus to be obliged to take all risks pertaining to

such switch.

In the light of these facts there is no need to ascertain whether the specific issues stat-

ed by the patent court and relating to the switch from Raltegravir to Dolutegravir or

Elvitegravir or even pertaining to the adherence problems caused by side effects could justi-

fy the reality of public interest. Even where this should be negated, the general risks of a

therapy switch alone justify significant public interest in the continuous availability of Ralte-

gravir.

f) This applies accordingly to patients having been treated for years and who, following

several therapy switches due to occurring resistance mutations, could be saved only owing

to treatment with Raltegravir.

According to the findings of the patent court, at least a switch to Dolutegravir might be

conceivable for such patients in the meantime. But this patient group is very heavily exposed

to the risks inherent to a therapy switch. In view of this, there is significant public interest to

enable this group to continue treatment with Raltegravir.
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g) On these grounds, the patent court rightly came to the conclusion that public inter-

est commands the grant of a compulsory licence to the extent awarded.

It is true that, on the basis of the findings of the patent court, it is to be expected that

even for the patient groups having significant interest in the continuous availability of Ralte-

gravir, many specific cases might be treated with alternative therapy methods offering rela-

tively important success prospects. But this is in opposition to the non-negligible risk of seri-

ous side effects or pharmacological interaction or therapy failure for all groups concerned.

This risk strikes all patients of the groups in question because it will at best be predictable to

a limited extent for which individuals such risk will materialise. Such uncertainty constitutes

for the individuals involved a stress situation which is all the more heavy, according to the

current state of knowledge as, they will depend on lifelong treatment and failure of treat-

ment may involve serious consequences and even death.

This risk does not seem to be acceptable, especially because Raltegravir had already

been approved for several years at the time of grant of the patent and has been distributed

to a large extent now. Both for patients who are already being treated successfully and for

those patients for whom Raltegravir constitutes the preferred treatment option, the issue is

not to obtain a new alternative therapy the benefit of which cannot be appreciated definite-

ly but to continue to be able to avail of a therapeutic option which has been established and

used for many years.

In the light of the foregoing, public interest in continuous availability of Raltegravir

prevails to such an extent that the interest of the respondent in a decision solely in favour of

the use of the property invention to the extent awarded by the patent court has to stand

back.
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In this way, the respondent is actually deprived of its chance to increase sales with

the drugs falling under the patent und distributed by the respondent, due to the dis-

continuation of the competition from the petitioners. Nevertheless, this consequence

does not seem to be unreasonable when considering the heavy risks encountered by

an indefinite multitude of patients, especially as the respondent is willing to grant a

licence and its legitimate financial interest can sufficiently be taken into account by

awarding a reasonable licence fee,

76 h) The patent court rightly did not restrict the permission granted to specific

patient groups.

77 As the patent court did not ignore, either, one cannot preclude that there are

patients for whom reasonable alternatives to a treatment with Raltegravir are availa-

ble. But according to the findings of the patent court, it is impossible to predict in

advance and based upon abstract criteria for patients already treated with Raltegravir

whether the inherent risk of virus failure or of side effects and pharmacological inter-

action constituted by loophole drugs conceivable will actually be materialised in spe-

cific cases. Moreover, even a first treatment without Raltegravir already involves simi-

lar risks for the other patient groups concerned.

78 In the light of the foregoing, the restriction to a permission of distribution for

the treatment of pregnant women, suckling babies, and children under the age of

twelve as well as patients in imperative need of Isentress, in order to achieve a virus

load of less than 50 RNA copies per millilitre or where any and all therapeutic alterna-

tives are contraindicated, as suggested by the respondents in the course of the oral

debate, are not conceivable. In this context, it is not relevant whether the patient

group for which there is public interest in a continuous availability of Raltegravir,
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is comprehensibly paraphrased by such abstract criteria. Even if this question could

be answered in the affirmative, the criteria stating that a specific virus load cannot be

achieved by other means or that any and all alternative therapies are contraindicated,

would in any case be inappropriate for a practicable demarcation as these require an

individually based medical prognosis for patients suspected of being infected and in

each specific case. The consequence of this would, on the one hand, be that the dis-

pute to determine whether or not the petitioners are qualified to distribute Isentress,

would be diverted into a subsequent breach dispute for an indefinite number of indi-

vidual cases. On the other hand, a non-estimable number of patients would be ex-

posed to an addition risk, should the treating physician establishing a therapeutic

proposal have to fear that any action might be introduced against him / her for com-

plicity of a patent breach in the event of any misapplication.

79 3. The patent court rightly considered that it had been credibly demonstrated

that a rapid grant of the permission is imperative as an urgent matter in the public

interest.

80 a) The grounds stated above implying public interest in the grant of a compulso-

ry licence concomitantly involve the imperative and urgent necessity to grant the

permission in the present dispute.

81 In this context, too, the fact that Raltegravir has been available on the market

for many years and is largely distributed and that a therapy switch for an indefinite

multitude of individuals concerned would involve serious risks, is of essential im-

portance. This fact justifies, on the one hand, an important probability that the peti-

tioners claiming the grant of a compulsory licence will be successful in the main pro-

ceeding. Moreover, this situation reveals that the grant of interim injunction is imper-

atively necessary, also on the basis of balancing its consequences.
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82 Should the petition for the grant of interim injunction be rejected but the legal

action as to the main claim reveal grounded later on, an indefinite number of patients

would be exposed to the risks to undergo a therapy switch or an alternative first

therapy, coming along with any and all risks as described hereinabove and potentially

with serious consequences. Where the petitioners were allowed to use the patent on

a provisional basis but their legal action should later on turn out unsubstantiated, the

respondents might lose financial benefits. In the particular situation of the present

dispute, this consequence shall be considered as significantly less heavy because the

legitimate financial interest of the respondents can sufficiently be taken into account

by an adequate licence fee.

83 b) The patent court correctly did not attach essential importance to the fact

that the circumstances constituting the basis of the petitioners’ claim for the grant of

interim injunction had been an issue for some time prior to their filing of such claim

already.

84 aa) But the attitude of the petitioner might be of importance for appreciating

the question whether or not a provisional ruling by means of interim injunction is

necessary.

85 This does not only apply to configurations where, due to specific provision, such

as sect. 12, para. 2 of the German law against unfair competition UWG, an explana-

tion of the grounds for an interim injunction are basically not required, but to the

aggregate application domain of sect. 935 and sect. 940 of the German Code of Civil

Procedure ZPO (cf. in this respect Mayer in BeckOK ZPO, 24th edition, sect. 935, mar-

ginalia 16; Drescher in MünchKomm-ZPO, 5th edition, sect. 935, marginalia 18;

Vollkommer in Zöller, ZPO, 31th edition, sect. 940, marginalia 4; Feddersen in Teplitz-

ky, Wettbewerbsrechtliche Ansprüche und Verfahren, 11th edition, chapt. 54, margi-

nalia 24; Singer in Ahrens, Wettbewerbsverfahrensrecht, 8th edition, chap. 45,
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marginalia 58; KG, MDR 2009, 888; Hamm appeal court for civil matters OLG Hamm,

NJR-RR 2016, 1112 marginalia 33; Nuremburg appeal court for civil matters OLG Nu-

remberg, NRJ-RR 2014 1452 marginalia 35; Stuttgart appeal court for civil matters

OLG Stuttgart, NJW-RR 2016, 932 marginalia 74; without response in BGH, decision

dated December 7, 2006 – IX ZR 253/03, marginalia 4). This is based upon the concep-

tion that hesitant filing of claims or proceeding management might suggest that the

petitioner’s interest in a provisional solution is not strong enough to justify the grant

of interim injunction.

86 However, as the patent court correctly set out, these principles cannot be used

without restrictions for a decision pursuant to sect. 85 of the German PatG.

87 According to sect. 935 and sect. 934 of the ZPO, interim injunction may only be

ruled where otherwise the realisation of the right of a party would be impeded or

otherwise significantly or where a party might be exposed to unreasonable prejudice.

According to sect. 85, para. 1 of the German PatG, however, an interim injunction can

be issued where immediate grant of the permission is imperative due to public inter-

est. In general, the attitude of the licence seeker himself / herself is of significantly

less relevance in the context of the question whether or not there is sufficient public

interest, than the question whether his / her proper interest might be at risk. This

does not generally preclude the possibility to take into account a hesitant attitude of

the licence seeker when balancing the parties’ interests as stipulated under sect. 85,

para. 1 of the German PatG. But here, one cannot readily presume that such an atti-

tude negates the reality of public interest. Specific circumstances that might suggest a

diverging appreciation in the present dispute were neither demonstrated nor were

they evident.
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88 cc) Contrary to the opinion of the appeal, the grant of interim injunction by vir-

tue of sect. 85, para. 1 of the German PatG does not additionally require the fulfil-

ment of the prerequisites normalised under sect. 935 or sect. 940 of the ZPO.

89 It is true that, besides sect. 99, al. 1 of the German PatG, the provisions of the

German Code of Civil Procedure shall basically be applied to accordingly in proceed-

ings before the patent court. But as far as the prerequisites for the grant of interim

injunction are concerned, sect. 85, para. 1 of the German PatG provides for a special

provision which shall be considered as final due to its purpose and objectives.

90 (1) As the patent court did not ignore, either, the provisional permission to use

an invention does not, however, involve an essential interference with the legal posi-

tion of the patent holder which would only be legitimate where comprehensive bal-

ancing of interests shows that clearly prevailing interests of third parties shall in spe-

cific cases prevail over the interest of the beneficiary in untroubled exercise of his /

her exclusive rights. As a comparative reference, however, sect. 85, para. 1 PatG –

thereby diverging from sect. 935 and sect. 940 of the ZPO – does not provide for the

interests of the licence seeker, but public interest. Thereby, and contrary to the opin-

ion of the appeal, the prerequisites for the grant of interim injunction are not attenu-

ated, but modified such that a decision in favour of the licence seeker is conceivable

only in exceptional cases.

91 (2) Cumulative application of sect. 935 and sect. 940 of the ZPO would contra-

dict the purpose of sect. 24 and sect. 85 of the German PatG.

92 The prevailing issue, both under sect. 24 as well as under sect. 85 of the Ger-

man PatG is whether or not the permission of the use falls under the public interest.

It is true that, contrary to the event of an order given by the government of the Fed-

eral Republic of Germany under sect. 13 of the PatG, enforcement of such an interest

is up to the private licence seeker. Nevertheless, the latter does not benefit from any
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rights of a grant of a compulsory licence and of provisional use in his / her own inter-

est, but for the purpose of realisation of public interest. Logically, neither sect. 24 nor

sect. 85 of the German PatG prescribes that the licence seeker must have an interest

of his / her own in the grant of such licence or the permission on a provisional basis. It

is true that in general, a licence seeker will not invoke such rights for altruistic rea-

sons. But where this occurs nevertheless in specific cases, it would be contrary to the

purpose demonstrated to reject such a claim for lack of personal interest. Therefore,

the question whether or not the licence seeker had an interest of his / her own, can

basically not be of any importance.

93 dd) Contrary to the opinion of the appeal, the attitude of the petitioners does

not entail rejection of their claim for an attitude of abuse of legal rights.

94 Nevertheless, several facts suggest that the petitioners would have had the rea-

sonable opportunity to file their legal action for the grant of a licence and their claim

for the grant of interim injunction at a clearly earlier point of time. But the course of

the first-instance proceeding resulting from the files does not show the means of de-

fence of the respondents or the means of the patent court for its findings were essen-

tially hampered due to the late filing.

95 It is true that the president of the patent court had rejected a petition of the

respondent for postponement of the hearing for the oral procedure scheduled two

and a half months in advance. But such period of time seems to be appropriate in the

light of the fundamental urgency of an interim injunction procedure to enable ade-

quate defence, especially as the respondent was aware of the claims of the main pro-

ceeding for a long time and the relevant issues are similar to a large extent. Moreover

and irrespective of sect. 294, para. 2 of the German ZPO, the patent court had com-

missioned a written expert opinion for preparation purposes of the hearing, had

heard



- 27 -

the judicial expert in the oral proceeding and given the opportunity to both parties to

question him. In the light of the foregoing, it seems to be unreasonable to pretend

that the respondent would have been in a position to avail of additional means of

defence where the claim had been filed earlier.

96 c) Contrary to the opinion of the appeal, the grant of interim injunction is not

opposed by the fact that the respondent cannot enforce its prohibitory injunction by

judicial means due to the suspension of the dispute for breach until the decision of

the European Patent Office on the appeal.

97 It is true that this situation of the proceeding does actually not enable the peti-

tioners to continue to distribute Isentress. But where the legal position of the re-

spondent is accurate, this involves its continuation of a patent breach, due to which

the petitioners shall have to anticipate extensive penalties. In the light of the forego-

ing one cannot deny that the claim of the petitioners, i. e. to provide for a sound legal

basis for their continued marketing of their drugs, is a matter of urgency.
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99 III. The award of costs is based upon sect. 122, para. 4, and sect, 121, para. 2 of

the German PatG as well as upon sect. 97, para. 1 of the German ZPO.

Meier-Beck Gröning Bacher

Deichfuß Kober-Dehm
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Federal Patent Court, decision dated August 31, 2016 – 3 LiQ 1/16 (EP) –


