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FORMAL ADJUDICATION

1.
All of complaints for the Defendant Pharmacia Inc. and the Defendant Pharmacia Actiebolag are dismissed.

2.
The Plaintiff's demands for the Defendant are dismissed.  

3.
The Plaintiff shall be responsible for court costs.

FACTS AND REASONS

I. Demand

1. The Defendants shall not refrain from importing, manufacturing, and selling the Articles as defined in the attached Schedule of Property. 

2. The Defendant Pharmacia Ltd. shall destroy the above-mentioned Articles of which it retains exclusive possession.

3. The Defendant must pay to the Plaintiff 103,460,000 yen and money calculated at annual interest of 5% thereof from April 1, 2000 (Heisei 12) to the time of the completion of payment.

II. Summary of Case

The Plaintiff who has the exclusive license of the patent right as mentioned below demands the injunction of the manufacture, etc. and the payment of compensation for damages from the Defendants for the reason that the Defendants' acts of manufacturing and selling the Articles as defined in the attached Schedule of Property (hereinafter referred to as "Defendant's product") have infringed the above exclusive license.  On the other hand, the Defendant Pharmacia Ltd. contests the infringement to request for the dismissal of the demand, and the other Defendants contests the international jurisdiction to request for the dismissal of the complaint.

1. Premised Fact (No disputes between the parties concerned)

(1) Parties Concerned 

The Plaintiff is a stock corporation manufacturing and selling pharmaceuticals in its business.

The Defendant Pharmacia Inc. is a corporation mainly manufacturing and selling pharmaceuticals in its business, which has been established based on the law of Delaware, U.S.A.. 

The Defendant Pharmacia Actiebolag is a corporation mainly manufacturing and selling pharmaceuticals in its business, which has been established based on the state law of Sweden.

The Defendant Pharmacia Ltd. is a stock corporation importing, manufacturing and selling pharmaceuticals in its business.

(2)
Exclusive License of Plaintiff 

The Plaintiff was granted for the establishment of the exclusive license (hereinafter referred to as "the present exclusive license") for all range of the following patent right which the non-litigant, R-TECH UENO, INC. possesses (hereinafter, the said patent right is referred to as "the present patent right", and the invention of Claims 1 and 11 as "the present invention"), and the establishment was registered.

A:  Title of the Invention: Ocular Hypotensive Agent

B:  Filing Date: September 14, 1988 (Showa 63)

C:  Date of Registration: July 27, 1994 (Heisei 6)

D:  Registration No.: Patent No. 1858208

E:  Claims: As described in Claims 1 and 11 of the copy of the attached "Corrected Specification of Patent " (hereinafter, said specification is referred to as "the present specification").

(3)
Acts of the Defendant Pharmacia Ltd.

The Defendant Pharmacia Ltd. has acquired an approval for manufacturing and importing of the Defendant's product in Japan since March 1999 (Heisei 11) and began to sell it from May 1999 (Heisei 11) in accordance with the said approval.

(4)
Defendant's Product

A chemical structure of "Latanoprost" which is an active ingredient of the Defendant's product is as represented by the formula as defined in the attached Schedule of Property.

2.
Issues

(1)
Should it be interpreted that "Latanoprost" which is the active ingredient of the Defendant's product falls under the Prostaglandins according to Claims 1 and 11 of the present invention?

(The Plaintiff's Assertion)

 "Latanoprost" is the same as "13,14-dihydro-15-keto-17-phenyl-18,19,20-trinor-PGF2(-isopropyl ester" (hereinafter referred to as "15-keto-Latanoprost", having the chemical structure represented by the formula described in the attached table 2 for comparison of formulas) which is the Prostaglandins according to Claims 1 and 11 of the present invention in terms of 1) a chemical structure, 2) effects, and 3) a mechanism of action. Therefore, an ocular hypotensive agent or a medicament for treating glaucoma comprising "Latanoprost" as its active ingredient will satisfy constituent features of the present invention. 

A:  Sameness of Chemical Structure

Firstly, "15-keto-Latanoprost" is the compound included in the Prostaglandins according to Claims 1 and 11 of the present invention.

"Latanoprost", i.e. "13,14-dihydro-17-phenyl-18,19,20-trinor-PGF2(-isopropyl ester", which is the active ingredient of the Defendant' product, has the chemical structure represented by the structural formula as defined in the attached Schedule of Property.

In comparison of both compounds, they are almost the same in terms of basic skeletons of the compounds.  They are different only in that "15-keto-Latanoprost" has a modification of "=O" (a keto group) at its 15-position, while "Latanoprost" has a modification of "-OH" (a hydroxyl group) at its 15-position.  Both compounds are very similar in the chemical structures, indicating that they should be almost the same compounds.  

In addition, since they have a relationship that an oxidation of the hydroxyl group (-OH) results in the keto group (=O) and a reduction of the keto group (=O) results in the hydroxyl group (-OH), it is very easy to obtain "Latanoprost" by reducing "15-keto-Latanoprost". Thus, the both compounds have close relationship in terms of the synthesis.

B:  Sameness of Effect

The Defendant himself has admitted that the ocular hypotensive agent or the medicament for treating glaucoma comprising "15-keto-Latanoprost" which is the Prostaglandins of the present invention as its active ingredient and the Defendant's product comprising "Latanoprost" as its active ingredient has the same pharmacological effects as pharmaceutical preparations.  In another word, in the patent gazette concerning the Defendant' product (Exhibit B-4) and the patent publication thereof (Exhibit A-13), the Defendant Pharmacia Actiebolag refers to "15-keto-Latanoprost" which is the Prostaglandins of the present invention as one of the most preferred compounds as well as "Latanoprost", and admits that medicaments comprising each of the above compounds as the active ingredient have the same effects not only in terms of the main effect but also in terms of the side effect as "the medicaments for the treatment" of glaucoma or intraocular hypertension.

Furthermore, it has been found that an administration of the "15-keto-Latanoprost" causes the almost the same ocular hypotensive effect as that caused by administration of the "Latanoprost", clearly showing that there are no significant differences in the main effect exerted by the both compounds (Exhibits A-11 and 12; and Exhibits A-34, 36 and 44 showing that experimental results of Exhibit A-11 and 12 are reliable and considerations made in Exhibit A-11 and 12 are reasonable).

C:  Sameness of Mechanism of Action

"15-Keto-Latanoprost", when administered into primate eyes, is metabolized at its ester group during penetrating into the cornea, resulting in the generation of "13,14-dihydro-15-keto-17-phenyl-18,19,20-trinor-PGF2(" (hereinafter referred to as "15-keto-Latanoprost-acid", having the chemical structure of the formula described in the attached table 4 showing comparison of formulus) in the aqueous humor.  Since it is clear that "15-keto-Latanoprost" shows the ocular hypotensive effect when administered at the clinical dosage (Exhibit A-12; Exhibit A-35 showing that the experiment result of Exhibit A-12 is reasonable and reliable), it can be said that the ocular hypotensive effect is caused by "15-keto-Latanoprost-acid", eventually.  When "15-keto-Latanoprost" is administered, "15-keto-Latanoprost-acid" which accounts for almost 100% of metabolites in the aqueous humor contributes to 100 % of the intraocular hypotension.

On the other hand, it has been demonstrated that "Latanoprost", when administered into primate eyes, is metabolized at its ester group during penetrating into the cornea, resulting in the generation of a small amount of "15-keto-Latanoprost-acid" in addition to "13,14-dihydro-17-phenyl-18,19,20-trinor-PGF2(" (hereinafter referred to as "Latanoprost-acid", having the chemical structure represented by the formula described in the attached table 3 for comparison of the formulus) in the aqueous humor (Exhibits A-11, 15, 16 and 21; Exhibit A-35 showing that the experimental result of Exhibits A-11, 15, 16 and 21 is reliable and consideration thereof is reasonable).  Furthermore, when "15-keto-Latanoprost-acid" and "Latanoprost-acid were perfused in the anterior chamber of cynomolgus monkeys for 1 hour at the concentration almost equal to that of "15-keto-Latanoprost-acid" generated by administration of the clinical dosage of "Latanoprost" to observe the ocular hypotensive effect, a significant intraocular hypotension was observed in the former but not observed in the latter (Exhibit A-22 and 32; and Exhibit A-40, 43 and 44 showing these experimental results of Exhibit A-22 and 32 are reliable and the discussions thereof are reasonable).  Thus, when the clinical dosage of "Latanoprost" is administered, a slight amount (about 1%) of "15-keto-Latanoprost-acid" is generated and sufficiently contributes to the intraocular hypotension. On the other hand, "Latanoprost-acid" contributes to the intraocular hypotension only in the approximately same level although it accounts for the most (about 99%) of metabolites. 

Similarly, Exhibit A-17 and 18 clearly demonstrate that "15-keto-Latanoprost-acid" shows the ocular hypotensive effect when administered directly to the eyes.  Furthermore, Exhibit A-23 and 24 clearly demonstrate that even a extremely slight amount of "15-keto-Latanoprost-acid" shows a significant ocular hypotensive, and "15-keto-Latanoprost-acid" is largely involved in the effect of the Defendant's product even if the amount of the generated "15-keto-Latanoprost-acid" is slight (Exhibit A-25 showing that the above conclusions are correct).

Thus, since the intraocular hypotension is caused by "15-keto-Latanoprost-acid", it can be recognized that the ocular hypotensive agent or the medicament for treating the glaucoma of the present invention or the Defendant's product exerts the effect via substantially the same mechanism of action.

(Defendant Pharmacia Ltd's Assertion)

A:  Firstly, "15-keto-Latanoprost" does not fall within "the Prostaglandins" of the present invention since it is not described in the present specification with any specific technical-support.

B:  Claims 1 and 11 in the present specification describe the ocular hypotensive agent and the medicament for treating glaucoma comprising "13,14-dihydro-15-keto-prostaglandin A, B, C, D, F (except for 13,14-dihydro-15-keto-prostaglandin F) and J".  The keto group (=O) at the 15-position is the most important characteristic factor of the present invention.  On the other hand, the 15-position of "Latanoprost" is not the keto group (=O) but the hydroxyl group (-OH).  Substances which are different in this respect essentially differ from one another. Thus, there is no room for the interpretation that "Latanoprost" satisfies the constituent features of the present invention.

C:  The plaintiff asserts that Defendant's product satisfies the constituent features of the present invention since "15-keto-Latanoprost-acid" is generated via the metabolism in vivo, based on the assumption that the ocular hypotensive effect of the present invention is caused by "15-keto-Latanoprost-acid" which is the compound metabolized at the ester group of "15-keto-Latanoprost".

However, the above Plaintiff's assertion is not appropriate as follows.

Firstly, it is a mistake to judge whether the Defendant's product satisfies the constituent features of the present invention or not, depending on whether the compound to which the active ingredient is topically administered to be changed in vivo is the same as the compound of the present invention or not. 

In addition, when the Defendant's product is administered to human eyes, "Latanoprost" is changed to an active form known as "PhXA85" ("Latanoprost-acid") in the human eyes to exert the pharmaceutical effect, not changed to "15-keto-Latanoprost-acid" to exert the pharmaceutical effect. There is no data showing that "Latanoprost" is changed to the actually noteworthy level of "15-keto-Latanoprost-acid" in the human eyes.

Even if "Latanoprost" is changed to "15-keto-Latanoprost-acid" in the human eyes, the amount of the "15-keto-Latanoprost-acid" is negligible, and it does not contribute to the pharmaceutical effect at all.  Since a slight of a special enzyme (15-hydroxy-prostaglandin-dehydrogenase) required for "Latanoprost" to change into "15-keto-Latanoprost-acid" exists in the body (lungs and kidneys) other than the eyes, there is a possibility that a part of "Latanoprost" is changed into "15-keto-Latanoprost-acid" in the process whrein "Latanoprost" is circulating in the body as it is or as "Latanoprost-acid" after topical administration.  However, even if "15-keto-Latanoprost-acid"returns to the eyes after circulating in the body, it can not exert the pharmacological effect since the amount of it is slight and it is diluted with the blood of the systematic body.  Even if a slight amount of "15-keto-Latanoprost-acid" exists, it slightly dilutes the pharmaceutical effects of the main metabolite "Latanoprost-acid", and the actual effect of it is substantially equal to zero.  Therefore, there is no basis for the Plaintiff's assertion that "Latanoprost" changes to "15-keto-Latanoprost-acid" in the body and exerts the pharmaceutical effect of intraocular hypotension.

All of the experimental results of the Plaintiff (Exhibit A-11, 12, 21-24, and 32) are not reliable.  The experiments of Exhibit A-17 and 18 have nothing to do with the present case.

(2)
Is the "Latanoprost" which is the active ingredient of the Defendant's product equivalent to "15-keto-Latanoprost" which is the prostaglandins according to Claims 1 and 11 of the present invention?

(Plaintiff's Assertion)

Since "Latanoprost" is the compound equivalent to "15-keto-Latanoprost" as shown below, the Defendant's product having "Latanoprost" as its active ingredient falls within the technical scope of Claims 1 and 11 of the present invention.

A:  Essential Part

The essential part of the present invention is to have selected exclusively "13,14-dihydro" form.  That is, the present specification describes that (1) as shown in a description that "Among PGs, for example, PGAs, PGDs, PGEs, PGFs are known to possess ocular hypotensive potency.  For example, there is described in Japanese Patent Application KOKAI No. 1418/1984 that PGF2( has a high ocular hypotensive activity, and 15-keto- PGF2( has also it though very little"(Line 8-4 from the bottom, right column, page 20 of the present specification), "15-keto-PGF2(" has been already known to have the ocular hypotensive effect though week at the time of the application of the present specification. (2) on the other hand, these known prostaglandins including "15-keto-PGF2(" "are accompanied with transient ocular hypertensive response, and still pronounced conjunctival and iridal hyperemia, and further side effects such as lacrimation, eye mucus, lid closure and the like are observed. Accordingly, there are some problems when PGs are used as remedies for glaucoma or ocular hypotensive agents." (Line 1-4, left column, page 21 of the present specification), and (3) it has been found in the present invention that"13,14-dihydro-15-keto-Prostaglandins" do not have these problems."

As can be seen from these descriptions, "15-keto-Prostaglandins" have been already known to have the ocular hypotensive effect, and in order to improve the pharmacological effect of the known prostaglandins including "15-keto-prostaglandins", "13,14-dihydro" form which is a metabolite having a single bond between the 13- and 14-positions has been selected to complete the invention.  Therefore, the essential part of the present invention is to have selected "13,14-dihydro" form.

"Latanoprost" differs from "15-keto-Latanoprost" in that the "Latanoprost" does not have the keto group (=O) but the hydroxyl group (-OH) at its 15-position, but such a difference has nothing to do with the essential part.

B:  Possibility of Substitution

There is no significant difference between the ocular hypotensive effects caused by administration of the clinical dosage of "Latanoprost" which is the active ingredient of the Defendant's product and "15-keto-Latanoprost" which is the Prostaglandins of the present invention. In addition, there is no difference between the Prostaglandins of the present invention and latanoprost in that the Defendant's product reduces the side effects such as conjunctival hyperemia without transient intraocular hypertension and has the ocular hypotensive effect, as mentioned in the Plaintiff's assertion of the above (1) B and C.

Furthermore, since "Latanoprost" and "15-keto-Latanoprost" are the compounds having different modifications of the 15-position (the former has the hydroxyl group "-OH", and the latter has the keto group "=O"), and an oxidation of the former yields the latter (a reduction of the latter yields the former), they have a close relationship in terms of the chemical reaction, as described in the Plaintiff's assertion of the above (1) A. 

Therefore, it is possible to substitute "15-keto-Latanoprost" which is the active ingredient of the ocular hypotensive agent or medicament for treating glaucoma of the present invention with "Latanoprost" which is the active ingredient of the Defendant's product.

C:  Easiness of Substitution

It is well known that "-OH" (the hydroxyl group) at the 15-position of the Prostaglandins is metabolized and changed to "=O" (the keto group) in vivo. 

In addition, Exhibit A-14 reports that, when "17-phenyl-18,19,20-trinor-PGF2(" is subcutaneously and intravenously administered to females, two metabolites of "Latanoprost-acid" and "15-keto-Latanoprost-acid" are observed, and reduction (hydroxylation) of the keto group at the 15-position of "15-keto-Latanoprost-acid" results in a somewhat of an increase of biological activities. 

Furthermore, as described in the present specification, it was known that "PGF2(" having the double bond at the 13- and 14-positions and the hydroxyl group (-OH) at the 15-position has the high ocular hypotensive effect, and "15-keto-GF2(" having the double bond at the 13- and 14-positions and the keto group (=O) at the 15-position also has the ocular hypotensive effect though very little.

On the premise of such known facts, if a person skilled in the art would see the specification related to "the medicament for treating glaucoma" containing the compounds including "15-keto-Latanoprost" which is the Prostaglandins of the present invention as the active ingredient, it would be easy for him to understand that "Latanoprost" substituted with "-OH" at the 15-position would exert similar pharmacutical effects.  Actually, the Pharmacia Actiebolag has accomplished the only changing to "-OH" at the 15-position  in "13,14-dihydro-15-keto" form by utilizing the disclosure of the present invention after the publication of Europe patent application corresponding to the present invention, in the process of obtaining the patent that he possess. 

(Defendant Pharmacia Ltd.'s Refutation)

It can not be recognized that "Latanoprost" is equivalent to the Prostaglandins of Claims in the present specification.  The Defendant's product having "Latanoprost" as its active ingredient does not fall within the technical scope of Claims 1 and 11 in the present invention.

A:  Essential Part of the Present Invention

The present specification describes that, "Prostaglandin F2(" has the high ocular hypotensive effect, "15-keto-PGF2(" has the similar ocular hypotensive effect though very little, and "Prostaglandin A", "Prostaglandin B", and "Prostaglandin C" are effective to the treatment of glaucoma, as a prior art before the priority date of the present application.  Furthermore, the present specification describes that there is a problem in using such prostaglandins as a medicament for treating glaucoma or an ocular hypotensive agent since they have side effects, therefore, focusing on and utilizing of "13,14-dihydro-15-keto-Prostaglandins" which was known as a metabolite in humans and animals is the characteristic constituent for solving the problems.  That is, among the constituents of the present invention described in "Claims" of the present specification, comprising the Prostaglandins selected from the group consisting of "13,14-dihydro-15-keto-Prostaglandin A, B, C, D, F (except for 13,14-dihydro-15-keto-Prostaglandin F), and J" is the characteristic part for solving the problems peculiar to the present invention, i.e. the essential part.

On the other hand, "Latanoprost" is different from the Prostaglandins described in "Claims" that "Latanoprost" is the novel compound that has been developed by adapting the approach of utilizing "17-phenylated" compound, and does not have the keto group (=O) but the hydroxyl group (-OH) at the 15-position which is the same group that naturally occurring prostaglandins have. 

B:  Possibility of Substitution and Easiness in Substitution

Comparing "Latanoprost" with "15-keto-Latanoprost" which is modified with the keto group at the 15-position, the former has a significantly high ocular hypotensive effect than the latter.  This conclusion has been supported by the declaration of Prof. Stjernchantz who has been involved in the development of the Defendant's product, etc. (Exhibit B-5 and 6, and Exhibit A-15).  Exhibits A-11 and 12 which are contrary to this conclusion are not sufficient to reliable.  In addition, comparing the former with the latter, the former has larger side effect of hyperemia than the latter, whereas "Latanoprost" has higher ocular hypotensive effect, which make it possible to reduce the dosage of "Latanoprost" so that there is actually no problem of the side effects at such a dosage.  This is as shown in Exhibit B-5 and 6. 

The Plaintiff asserts that the ground of the easiness in substitution is that the Defendant Pharmacia Actiebolag described the compounds including "Latanoprost" as Claims in the above patent application after the corresponding application of the present patent was published.  However, since there is no description or suggestion in the present patent that the 15-position may be the hydroxyl group (-OH), it cannot be recognized to be easy to substitute the keto group (=O) with the hydroxyl group (-OH).

The Defendant Pharmacia Actiebolag has been conferred with Patent No. 272141 relating to "Latanoprost".  It is not only because that "Latanoprost" is used as an ophthalmological composition, but also that it has the novelty and inventive step by itself, showing   that it is not easy for those skilled in the art to accomplish "Latanoprost" which is one of the "13,14-dihydro-15-hydroxy-Prostaglandins" based on the present invention which discloses only "13,14-dihydro-15-keto-Prostaglandins".

And, the Plaintiff's experiments (Exhibits A-21, 23, and 24) are unreliable or meaningless (Exhibit A-22).

Therefore, the possibility of substitution and easiness of substitution can not be admitted.

(3) How much is the amount of damages?

(Plaintiff's Assertion)

The sales of the Defendant's product till the end of March 2000 (Heisei 12) amount to 7,664,000,000 yen on the basis of the NHI Drug Price Standard.  The selling price (the shipping price) of the Defendant's product by the Defendant Pharmacia Ltd. is approximately 90 percents of the NHI Drug Price Standard.  Therefore, the total sales revenue by the Defendant Pharmacia Ltd. is calculated at 6,897,600,000 yen.


7,664,000,000 ( 0.9 = 6,897,600,000

In addition, since the license fee rate generally used on the new products is no more than 15 percents, the money calculated by multiplying the above sales by 15 percents corresponds to the amount of license fee. Said corresponding license fee which the Plaintiff, the exclusive licensee of the present patent right, shall receive in this period is calculated at 1,034,640,000 yen.


6,897,600,000 ( 0.15 = 1,034,640,000

Since the Defendants jointly have been selling the Defendant's product and have infringed the exclusive license that the Plaintiff possesses, the Plaintiff possesses the right to demand compensation for damages of the corresponding license fee against the Defendants, under Article 102 Section 3 of the Japanese Patent Law.  The Plaintiff will charge 103,464,000 yen as a part of payment thereof. 

(Defendant's Refutation)

The Defendant contests against the Plaintiff's assertion.

(4) Does the lawsuit against the defendants excluding the defendant Pharmacia Ltd. come under an international jurisdiction?:

(Plaintiff's Assertion)

As will be described below, the present lawsuit should be acknowledged to come under the international jurisdiction of Japan.

A:  The present lawsuit constitutes the demands for injunction and compensation for damages due to the infringement of the exclusive license and relates to an unlawful act.  Each of the defendant Pharmacia Inc. who plays a leading role in the sales activities and the defendant Pharmacia Actiebolag who has developed the products of defendants is playing an important role in the act for the defendant Pharmacia Ltd. to infringe the exclusive license in Japan.  Thus, the acts of these two defendants may be regarded as joint unlawful acts (the former part, paragraph 1 of Article 719, Civil Code) to infringe the exclusive license, or as solicitations or abets (paragraph 2, the same Article thereof), indicating that the present lawsuit against these two defendants comes under the jurisdiction of Japan which is "a place where the unlawful acts is executed" under the Item 9, Article 5, Code of Civil Procedure.  Thus, this lawsuit should be acknowledged to come under the international jurisdiction of Japan, unless there are any special circumstances contrary thereto.

B:  And, there are no special circumstances which should deny the international jurisdiction of Japan in the present lawsuit. 

(a) Pharmacia & Upjohn Group to which the defendant Pharmacia Ltd. belongs constitutes multi-national enterprises having their headquarters located in America and Sweden and developing the business of manufacturing and sales of pharmaceutical products in a worldwide scale.  The defendant Pharmacia Inc. and defendant Pharmacia Actiebolag which work as the Group headquarters declares consistent policies of the research & development and sales activities of the Group and ask the defendant Pharmacia Ltd. to follow the policy.  The defendant Pharmacia Ltd. is a 100% subsidiary of the defendant Pharmacia Inc.

Only the defendant Pharmacia Inc. and the defendant Pharmacia Actiebolag have been involved in obtaining the Japanese patent rights which are important in carrying out the sales within Japan, but the defendant Pharmacia Ltd has not involved, and there is no fact that these patent rights has been assigned to the defendant Pharmacia Ltd. or the exclusive license of these patent rights has been granted for the defendant Pharmacia Ltd., indicating that the two defendants mentioned above have obtianed and held such patent rights merely as the means for the defendants themselves to carry out the sale activities or to have the defendant Pharmacia Ltd. carry out the sales activities under their own intention.

(b) The defendant Pharmacia Inc. has carried out the substantial sales activities in Japan, for example, as he has distributed to Japanese doctors a lot of literatures in the Japanese language under its own firm name, which report that the defendant's product has the excellent pharmaceutical effects, and  the sales activities of the defendant's products by the defendant Pharmacia Ltd. in Japan may be regarded as the activities by the defendant Pharmacia Inc.  In such a sense, it can be regarded that the defendant Pharmacia Ltd. is substantially a branch or a sales office of the defendant Pharmacia Inc. in Japan.

(c) The defendant Pharmacia Actiebolag has developed and synthesized  "Latanoprost" which is the active ingredient of the defendant's products, indicating that the defendant Pharmacia Actiebolag has promoted the manufacturing and selling of the defendant's products as the leader.  Most of materials submitted for the approval of the import of the defendant's products were prepared under the involvement of the defendant Pharmacia Actiebolag.  Furthermore, researchers of the defendant Pharmacia Actiebolag has continuously provided supports in various aspects of the sales activities of the defendant's products.  Thus, the defendant Pharmacia Actiebolag has continuously conducted the sales activities of the defendant's products by employing the defendant Pharmacia Ltd. at his beck and call. 

The defendant Pharmacia Actiebolag has filed a number of lawsuits of patent infringements in Japan. This is the sales activities for expansion of the market share by the injunction of sales of competitive merchandise, under the pretext of the lawsuits.  Thus, the defendant Pharmacia Actiebolag has continuously conducted the sales activities of not only the defendant's product but also general pharmaceutical products and medical appliances, directly or indirectly or in various forms.

(d) Furthermore, in the present lawsuit, ( it is not peculiar in other countries that a parent company which is a multi-national enterprise like the defendant Pharmacia Inc. or the defendant Pharmacia Actiebolag is sued due to an unlawful act related with its subsidiary, and the filing of the lawsuit in Japan is not beyond an anticipation of the two defendants mentioned above; and ( since the present lawsuit relates to the infringement of the Japanese patent, methods of proofs are concentrated in Japan; and ( as the two defendants mentioned above are multi-national enterprises executing their activities in a worldwide level and actually have the subsidiary in Japan, they would not be compelled to shoulder an excessive burden when they are sued in Japan.  ( On the other hand, since the plaintiff is the Japanese firm operating mainly in Japan, he will have no choice but to give up the filing of the lawsuit against the two defendants mentioned above if the international jurisdiction in Japan is denied.

(Assertion of the defendants excluding the defendant Pharmacia Ltd.)

Both of the defendant Pharmacia Inc. and the defendant Pharmacia Actiebolag are foreign enterprises which do not have any business office in Japan, and have not continuously conducted the sales activities in Japan.  Therefore, the international jurisdiction for the present lawsuit against these defendants should be denied.

III. Judgement on the Issues

1.Issue (1) (whether a literal infringement has been constructed or not)

Whether "Latanoprost" which is an active ingredient of the Defendant’s product falls within the Prostaglandins according to Claims 1 and 11 of the present invention or not will be examined in below.

In this respect, the Plaintiff asserts that "Latanoprost" should be interpreted to fall within the Prostaglandins according to Claims 1 and 11 of the present invention, since "Latanoprost" are almost the same as "15-keto-Latanoprost" which is one of the Prostaglandins of the present invention in terms of 1) the chemical structure, 2) the effects, and 3) the mechanism of action.  Therefore, the judgement will be made along the above Plaintiff’s assertion.

(1)
Firstly, the Defendant Pharmacia asserts that "15-keto-Latanoprost" does not fall within the Prostaglandins according to Claims 1 and 11 of the present specification, since it is not described in the present specification with any specific support.  However, in light of the description of Claim 2 of the present specification that the "Prostaglandins" of Claim 1 may include "Prostaglandins" wherein a carboxyl group at the end of the (-chain is in the form of an alkyl ester, although this description is not direct explanation of Claims 1 and 11 of the present specification, it is natural to interpret that "15-keto-Latanoprost" wherein the carboxyl group is isopropyl-esterified is also included in the Prostaglandins according to Claims 1 and 11 of the present specification.  Therefore, the Defendant’s assertion in this respect can not be employed.

(2) Sameness of Chemical Structure

The chemical structures of "Latanoprost" and "15-keto-Latanoprost" as shown in the attached paper are different from one another in that the substituent at the 15-position of the former is hydroxyl group (-OH), while the substituent at the 15-position of the latter is keto group (=O).

With respect to a chemical substance, it is obvious from empirical rules that there are many cases wherein a property of the chemical substance is unpredictable from its structure, and a slight differences in the chemical structure causes a different property.  Particularly, the effect of drug depends heavily on the chemical structure, and a slight difference in the chemical structure often results in a different pharmacological effect.  Therefore, it should not be recognized thta "Latanoprost" is the same compound as "15-keto-Latanoprost" which falls within the Prostaglandins according to Claims 1 and 11 of the present invention, simply because there is a slight difference in the chemical structure.
The Plaintiff asserts that both of the compounds are the same based on the relationship that the oxidation of hydroxyl group (-OH) yields keto group (=O) and the reduction of keto group (=O) yields hydroxyl group (-OH).  However, since the intervention of chemical reaction is required for the relationship, there is no room to interpret that both of the compounds are the same, and there are no grounds for the Plaintiff’s assertion.

(3)
Sameness of Effect

Based on all evidences submitted in the present lawsuit, it can not be recognized that the pharmacological effects of "Latanoprost" and "15-keto-Latanoprost" are the same.

Each of the evidences will be examined in below.

A: Exhibit A-11 describes that, when "Latanoprost" and "15-keto-Latanoprost" were administered to cynomolgus monkeys, the latter showed more rapid and high ocular hypotensive effect than the former.  However, since the amount of 35 (l (50 (g/eye) which was much larger than the clinical dosage were administered, it is not clear whether they show the equivalent ocular hypotensive effect when administered at the clinical dosage or not.  Therefore, the above description can not be the premise of the judgement.

B  Exhibit A-12 describes that, when "Latanoprost" and "15-keto-Latanoprost" were administered to both eyes of cynomolgus monkeys at the clinical dosage level, there was no significant difference in the ocular hypotensive effect, which was equivalent.  However, since the number of the animals in each of the test groups for administering of "Latanoprost" and "15-keto-Latanoprost" was two and moreover "Latanoprost" and "15-keto-Latanoprost" were administered to both eyes of each monkey (no control eyes), it is doubtful to directly conclude from the experimental results carried out under such a condition that there were no significant differences in the effects. Therefore, the above description can not be the premise of the judgement.

C:  Exhibit B-4 (the patent gazette concerning Defendant’s product) and Exhibit A-13 (the patent publication thereof) describes that " the most preferred derivatives at present are 18, 19, 20-trinor form at the (-chain of prostaglandins, particularly 17-phenyl analogues, for example, those having 15-(R)-, 15-dehydro and 13, 14-dihydro-17-phenyl-18, 19, 20-trinor form.  Such derivatives are represented by formulas (3), (6), (7), and (9) shown in Table I." (Line 39-45, column 6 of Exhibit B-4, and line 9-14, right and under column, page 4 of Exhibit A-13), and the Plaintiff asserts that "the most preferred derivatives" is described to have not only the main effect of the ocular hypotensive effect, but also the effect of the reducing side effects.  The combination according to the above descriptions of the patent gazette certainly provides "15-keto-Latanoprost", but "15-keto-Latanoprost" itself as well as the correct data concerning the main effect and side effects are not disclosed in the above patent gazette.  Therefore, it can not be directly concluded from the above description that the effects of "Latanoprost" and "15-keto-Latanoprost" are the same.

D: Exhibit A-26 (U.S. Patent No. 5321128) describes that the topical administration of 5 (g of "15-keto-Latanoprost" results in the reduction of the ocular pressure without side effects, and cause neither conjunctival hyperemia nor superficial ocular irritation in the form of grittiness or foreign body feeling (Line 51, column 23 to line 15, column 24).  However, since the degree of the reduction of the ocular pressure is lower compared with that showed in the experimental results obtained by the administration of 1 (g of "Latanoprost" as described in Table VI of Exhibit A-26, it can not be recognized that their effects are the same.

E:  Exhibit A-23 describes that, when a small amount (0.175 (g) of "Latanoprost" and "15-keto-Latanoprost" were administered to the eyes of monkeys, no intraocular hypotension was seen with "Latanoprost", while a significant intraocular hypotension was seen with "15-keto-Latanoprost" (metabolite), suggesting that "15-keto-Latanoprost-acid" generated in the eyes following the administration of "Latanoprost" may be involved in the intraocular hypotension. 

However, Exhibit A-12 demonstrates that, when "Latanoprost" and "15-keto-Latanoprost" were administered to both eyes of cynomolgus monkeys at the clinical dosage level (0.005%, 30 (l/eye), the ocular pressure 12 hours after the administration of "Latanoprost" was reduced by 4.5 mmHg compared to the pre-administration, while the ocular pressure 12 hours after the administration of "15-keto-Latanoprost" was reduced by 3.0 mmHg compared to the pre-administration.  On the other hand, Exhibit A-23 demonstrates that, when a small amount (0.0005%, which is one-tenth of the clinical dosage level of 35 (l/eye) of "Latanoprost" and "15-keto-Latanoprost" to monkeys, no reduction in the ocular pressure was seen following the administration of "15-keto-Latanoprost", while the ocular pressure 8 hours after administration of  "15-keto-Latanoprost" was reduced by 2.4 mmHg compared to the pre-administration. Incidentally, according to the Plaintiff’s assertion, there is no significant difference in ocular hypotensive effect between "Latanoprost" ("15-keto-Latanoprost-acid" accounts for about one-hundredth of the all of the metabolites) and "15-keto-Latanoprost" ("15-keto-Latanoprost-acid" accounts for all of metabolites (hundred-hundredth)) as described in Exhibit A-12. Therefore, when "15-keto-Latanoprost" was administered in the experiment in Exhibit A-23, "15-keto-Latanoprost-acid" which may account for about ten-hundredth of all of the metabolites, which is the intermediate value compared with that described in Exhibit A-12, should have been generated (since "15-keto-Latanoprost" would be administered at one-tenth of the concentration of clinical dosage described in Exhibit A-12), and the ocular hypotensive effect similar to the effect as shown in Exhibit A-12 should have been exhibited. However, such results were not obtained. Therefore, such data can not be directly employed. 

F:  Exhibit A-24 describes that : (i) when "Latanoprost" (1.5 (g) was administered the eyes of monkeys at the concentration of clinical dosage (0.005%), the ocular pressure was maximally reduced 12 hours after administration, then increased gradually, and returned to the ocular pressure shown in pre-administration 24 hours after administration, (ii) an additional administration of "Latanoprost" (0.15 (g) at the concentration of one-tenth (0.0005%) 12 hours after the administration of "Latanoprost" (0.005%, 1.5 (g) resulted in no changes in the ocular pressure, (iii) following an additional administration of "15-keto-Latanoprost" (0.15 (g) at the concentration of 0.0005% 12 hours after the administration of "Latanoprost" (0.005%, 1.5 (g), maintaining of the lower ocular pressure comparing with those observed in (i) and (ii) was clearly observed, and the results of (i) to (iii) suggest that a small amount of "15-keto-Latanoprost" may have the effect of maintaining the lower ocular pressure and that "15-keto-Latanoprost-acid" formed in the eye following the administration of "Latanoprost" may be involved in the maintaining of the ocular hypotension.  However, according to Exhibit A-23 and 24 as the mentioned above, a significant intraocular hypotension was seen even with a small amount of "15-keto-Latanoprost", while it was not seen with a small amount of "Latanoprost", showing that both of the compounds is not the same in view of the effect.

G:  Based on A to F, the expert opinions of Exhibit A-25, 34, 36, 37, 41, 42, and 44 are not on the premise of the judgement. 

H:  According to the facts of A to G, it can not be recognized that the pharmacological effects of "Latanoprost" and "15-keto-Latanoprost" are the same.

(4)
Sameness of mechanism of action

Even with all of the evidences submitted in the present lawsuit, when "Latanoprost" and "15-keto-Latanoprost" are topically administered, it can not be recognized that "15-keto-Latanoprost-acid", the metabolite, contributes to the ocular hypotensive effect. It is sure that there is a room to interpret that "15-keto-Latanoprost-acid" may be generated when "Latanoprost" is administered, but the amount of it is little. Thus, it can not be interpreted that the ocular hypotensive effect exhibited by "Latanoprost" mainly depends on the contribution of the "15-keto-Latanoprost-acid".

Each of the evidences will be examined in below.

A:  Exhibit A-14 describes that, when "[9(-3H]-17-phenyl-18,19,20-trinor-PGF2(" was subcutaneously administered to female cynomolgus monkeys and was also subcutaneously and intravenously administered to human females, both of "15-keto-Latanoprost-acid" and "Latanoprost-acid" were observed in each urine of the monkeys and human females. Exhibit A-15 describes that "Latanoprost" is metabolized and changed to "Latanoprost-acid" and "15-keto-Latanoprost-acid". Exhibit A-16 describes that when "Latanoprost" was repeatedly administered to the eye of cynomolgus monkeys, it was hydrolyzed to the corresponding acid ("Latanoprost-acid"), and "free acid of Latanoprost (Latanoprost-acid)" which had a short half-life in plasma was partially converted to "15-keto-Latanoprost-acid". However, it has not been verified that the metabolism was carried out in the eye in either cases. Thus, the above description can not be the premise of the judgement in the present lawsuit wherein the metabolism in the eye following administration is at issue.

B:  Exhibit A-21 describes that, when the clinical dosage of "Latanoprost" was administered to the eye of cynomolgus monkeys, it was confirmed that "15-keto-Latanoprost-acid" and a smaller amount of "Latanoprost-acid" compared to that of the "15-keto-Latanoprost-acid" were generated in the aqueous humor, and the concentrations of them reached the maximum 1 hour after administration, at which time the concentration of "Latanoprost-acid" was about 128.02 mg/ml, while  the concentration of "15-keto-Latanoprost-acid" was about 1.32 ng/ml. 

In addition, Exhibit A-22 describes that, when "15-keto-Latanoprost-acid" was perfused in the anterior chamber of cynomolgus monkeys for 1 hour at the concentration of 2 ng/ml almost equal to that detected in the experiment of Exhibit A-21 to observe its ocular hypotensive effect, a significant reduction in ocular pressure of 2.9 ( 1.1 mmHg was observed 3 hours after the start of perfusion (2 hours after the end of perfusion). Exhibit A-32 also describes that, when "Latanoprost-acid" was perfused in the anterior chamber of cynomolgus monkeys for 1 hour at the concentration of 130 ng/ml almost equal to that detected in the experiment of Exhibit A-21 to observe its ocular hypotensive effect, reduction in ocular pressure by 1.8 ( 0.7 mmHg was observed 3 hours after the start of perfusion (2 hours after the end of perfusion).  However, in light of the 1 hour perfusion in the anterior chamber in Exhibit A-22 and 32, which is a method carried out under the condition largely different from the usual condition for the topical administration, the data based on such a experimental method can not be employed as it is.  According to Exhibits A-40 and 43, the perfusion in the anterior chamber is a method reported in published papers as a method wherein the concentration of drug in the anterior chamber can be reached to the desired concentration more rapidly compared to a method wherein a small volume of a drug solution is infused into the anterior chamber.  However, such a method can not be identical to the method wherein the clinical dose is topically administered in the usual manner.

C:  Exhibit A-17 and 18 describe that the ocular hypotensive effects were observed in either case wherein "15-keto-Latanoprost-acid" was perfused in the anterior chamber of cynomolgus monkeys to observe the ocular hypotensive effect (Exhibit A-17) and "15-keto-Latanoprost-acid" was injected into the vitreous body of cynomolgus monkeys to observe the ocular hypotensive effect (Exhibit A-18), suggesting that "15-keto-Latanoprost-acid" generated in the eyes from "Latanoprost" as metabolite may be involved in the ocular hypotensive effect.  However, it is doubtful of the premise that "15-keto-Latanoprost-acid" is the major metabolite of "Latanoprost" in the eyes, and the experiments in Exhibit A-17 and Exhibit A-18 were carried out under the condition which were substantially different from the usual condition for the metabolism of ophthalmic solution, wherein the perfusion was carried out for 1 hour at the same concentrations in Exhibit A-17 and the injection was applied to the vitreous body in Exhibit A-18. Therefore, according to the experiments as described above, it is recognized that "15-keto-Latanoprost-acid" have the ocular hypotensive effect, but it can not be recognized that the ocular hypotensive effect of "Latanoprost" is responsible for "15-keto-Latanoprost-acid".  Thus, the above description can not be the premise of the judgement.

D:  As described in (3), Exhibits A-11 and 12 can not be the premise of the judgement, and it is not recognized that "15-keto-Latanoprost-acid" is involved in the intraocular hypotension and the maintaining of reduced ocular pressure based on the experimental results of Exhibits A-23 and 24. 

E:  According to Exhibits B-1, 2, 5, and 6, (1) when "Latanoprost" is administered to the eyes of the primates, the conversion of "Latanoprost"  to "Latanoprost-acid" in the eyes has been confirmed, but the conversion of "Latanoprost" to "15-keto-Latanoprost-acid" has not been confirmed, or the amount of "15-keto-Latanoprost-acid" is negligible even if such a conversion had been confirmed (Exhibits B-1, 2 and 5), (2) with respect to "Latanoprost-acid" and "15-keto-Latanoprost-acid", the former is much more active than the latter (Exhibit B-5), (3) it can not be recognized that "15-keto-Latanoprost-acid" is involved in the ocular hypotensive effect of "Latanoprost" (Exhibits B-2 and 5), (4) "Latanoprost" shows a significant ocular hypotensive effect (Exhibit B-5), however, it has the property of more potent side effect of congestion compared with "15-keto-Latanoprost" (Exhibit B-6) (at least which has been recognized to be conventional and general findings).  In view of these results of recognition in addition to the recognition of A to D, the expert opinions of Exhibits A-25, 34 to 43, and 46 can not be the premise of the judgement.

(5)
Brief Summary

As shown above, it can not be recognized that "Latanoprost" is the same as "15-keto-Latanoprost" in terms of any of (1) the chemical structure, (2) the effect, and (3) the mechanism of action. Therefore, it can not be interpreted that "Latanoprost" falls within the Prostaglandins according to Claims 1 and 11 of the present invention.

2.
Issue (2) (whether an equivalent infringement has been constructed or not)

Whether "Latanoprost" which is an active ingredient of the Defendant’s product is equivalent to "15-keto-Latanoprost" which is one of the Prostaglandins according to Claims 1 and 11 of the present invention or not will be examined in below.

(1)
Essential Part

A: Claim 1 of the present specification describes "A ocular hypotensive agent comprising the Prostaglandins selected from the group consisting of 13,14-dihydro-15-keto-prostaglandin As, Bs, Cs, Ds, Fs (except for 13,14-dihydro-15-keto-prostaglandin F) and J as active ingredients.", and Claim 11 describes " A medicament for treatment of glaucoma comprising the Prostaglandins selected from the group consisting of 13,14-dihydro-15-keto-prostaglandin As, Bs, Cs, Ds, Fs (except for 13,14-dihydro-15-keto-prostaglandin F) and Js.".

The "Prior art and Problem to be solved" in "Detailed Description of the Invention" of the present specification describes that "Among PGs, for example, PGAs, PGDs, PGEs, PGFs are known to possess ocular hypotensive potency.  For example, there is described in Japanese Patent Application KOKAI No. 1418/1984 that PGF2( has a high ocular hypotensive activity, and 15-keto- PGF2( has also it though very little, and further Japanese Patent Application KOKAI No. 66122/1988 that PGA, PGB and PGC can be used for the treatment of glaucoma.  However, when topical application of these PGs, topically to rabbit eyes, they are accompanied with transient ocular hypertensive response, and still pronounced conjunctival and iridal hyperemia, and further side effects such as lacrimation, eye mucus, lid closure and the like are observed. Accordingly, there are some problems when PGs are used as remedies for glaucoma or ocular hypotensive agents." (Line 8, right column, page 20 to line 4, left column, page 21), on the other hand, "These 13,14-dihydro-15-keto-PGs" known as a metabolite in humans and animals "have been reported to hardly exhibit various physiological activities that PGs possess and be pharmacologically and physiologically inactive metabolites." (Line 11-14, left column, page 21), "However, it has been found the above metabolites cause intraocular pressure reduction without any transient ocular hypertensive response that PGs usually show " (Line 16-19, left column, page 21).  In addition, there is a description in "Means for solving the Problems" that " The present invention provides ocular hypotensive agents containing 13,14-dihydro-15-keto-PGs as active ingredients." (Line 37 to 38, left column, page 21). Furthermore, there is is a description in Example 1 and 2 that by comparing 13,14-dihydro-15-keto-PGs with PGs, the former cause the intraocular hypotensive effect without transient ocular hypertension, and are accompanied with extremely reduced side effects, which are hardly detectable (Line 1, left column, page 27 to line 16, right column, page 31).

According to the above descriptions of the present specification, what is the characteristic part for solving problems of the present invention should be to have found the pharmacological effect of "13,14-dihydro-15-keto-PGs" which had been thought to be inactive compound unlike known "PGF2(" and "15-keto- PGF2(", and to use them as the ocular hypotensive agent or the medicament for treatment of the glaucoma.

B:  On the other hand, the Plaintiff asserts that since "15-keto-prostaglandins" has been known to have the ocular hypotensive effect, what is the characteristic part for solving problems of the present invention is to have selected "13,14-dihydro" form which is a metabolite with single bond between the 13- and 14-positions to improve pharmacological effects of known prostaglandins including "15-keto-prostaglandins". 

However, there are no grounds for such a Plaintiff’s assertion in light of the following reasons: (1) in view of the above description of the specification, what is the content of the present invention is to have found that, although "13,14-dihydro-15-keto-PGs" known as metabolites in humans and animals have scarcely shown various physiological activities of PGs, even such metabolites can exhibit the intraocular hypotension and do not cause transient ocular hypertension or side effects exhibited by the PGs, based on which the ocular hypotensive agent or the medicament for treatment of the glaucoma comprising "13,14-dihydro-15-keto-PGs" as the active ingredient has been developed. Therefore, this point indeed should be interpreted to be the characteristic part (the essential part) for solving the problems of the present invention, (2) since the present invention is the invention of "the ocular hypotensive agent" or "the medicament for treatment of glaucoma" comprising of the single compound (group) as the active ingredient, the compound (group) itself which constitutes the active ingredient should be the characteristic part (the essential part) for solving the problems of the present invention, and only "13,14-dihydro"  which is a part of the compound should not be the characteristic part of the present invention.

C:  Thus, "Latanoprost" which is the active ingredient of the Defendant’s product is different from "15-keto-Latanoprost" in that the 15-position of "Latanoprost" is not keto group (=O) but hydroxyl group (-OH), which is the essential part of the present invention. 

(2)
Possibility of substitution and Easiness in Substitution

A:  Possibility of substitution

As described in the above 1 (3), it can not be recognized that "15-keto-Latanoprost" which is one of the Prostaglandins of the present invention is same as "Latanoprost" which is the active ingredient of the Defendant’s product in terms of the effects.  In addition, as described in the above 1 (2), it can not be recognized that "15-keto-Latanoprost" has close relationship to "Latanoprost" as the compound.

Therefore, it can not be recognized that "15-keto-Latanoprost", which is the active ingredient of the ocular hypotensive agent or the medicament for treatment of glaucoma of the present invention, can be substituted with "Latanoprost" which is the active ingredient of the Defendant’s product.

B:  Easiness in Substitution

It can not be recognized that, for the ocular hypotensive agent or the medicament for treatment of glaucoma of the present invention, it is easy to substitute "15-keto-Latanoprost" which is the active ingredient thereof with "Latanoprost" which is the active ingredient of the Defendant’s product due to the following reasons.

Firstly, although Exhibit A-14 reports that "OH" (hydroxyl group) at the 15-position of the Prostaglandins is metabolized and changed to "=O" (keto group) in vivo, the metabolism is caused by subcutaneous and intravenous injection and is not intraocular metabolism. Therefore, it is not recognized that the metabolism can be available to the medicament for topical administration.  In addition, the present specification describes that "PGF2(" (having hydroxyl group (-OH) at the 15-position) has a high ocular hypotensive effect, while "15-keto-PGF2(" (having (=O) at the 15-position) also has a slight ocular hypotensive effect, but these Prostaglandins also have side effects such as transient ocular hypertension and severe conjunctival hyperemia and iris congestion.  Therefore, even if a person with ordinary skill in the art would read the present specification which discloses the "medicament" comprising compounds including "15-keto-Latanoprost" which is the Prostaglandins of the present invention, about March 1999, it can not be recognized that it would be easy for him to substitute it with "Latanoprost" having hydroxyl group (-OH) at the 15-position by making a substitution of the keto group (=O).

(3)
Thus, it can not be recognized that "Latanoprost" is equivalent to "15-keto-Latanoprost" which is the Prostaglandins according to Claims 1 and 11 of the present invention.

3.
Issue (4) (whether the international jurisdiction should be acknowledged or not):

(1)
Both of the defendant Pharmacia Inc. and the defendant Pharmacia Actiebolag are foreign enterprises which do not have any branch or business office in Japan and have not continuously conducted sales activities in Japan.  Now, whether the international jurisdiction of Japan for the present lawsuit against these defendants should be acknowledged or not will be examined.

It can not be denied that there is a case wherein some lawsuit having legal relation with Japan should be acknowledged to come under the international jurisdiction of Japan even if a defendant does not have his domicile in Japan.  However, there is no general rule internationally acknowledged as to what is the case wherein the international jurisdiction of Japan should be acknowledged, and international customary laws therefor also have not been well matured, therefore, it will be appropriate to make a judgement according to the logic of impartiality for parties concerned and the principle of fair and speedy trial.  In addition, if any one of cognizances prescribed in the Code of Civil Procedure of Japan exists in Japan, it is appropriate that the defendant should be subjected to the jurisdiction of Japan for the lawsuit filed to Japanese court, as a rule. However, if there are special circumstances wherein undergoing the trial in Japan is against the logic of impartiality for parties concerned and the principle of fair and speedy trial, the international jurisdiction of Japan should be denied (Refer to: Precedent in the Supreme Court (O) 130 of 1980: Judgment by the Second Petty Bench of the same Court of October 16, 1981, Law Reports of Civil Cases in the Supreme Court Vol. 35, No. 7, page 1224; Precedent in the Supreme Court (O) 764 of 1993: Judgment by the Second Petty Bench of same Court of June 24, 1996, Law Reports of Civil Cases in the Supreme Court Vol. 50, No. 7, page 1451; Precedent in the Supreme Court (O) 1660 of 1993: Judgment by the Third Petty Bench of same Court of November 11, 1997, Law Reports of Civil Cases in the Supreme Court Vol. 51, No. 10, page 4055.).  Furthermore, concerning whether the cognizance or the international jurisdiction should be acknowledged or not, the plaintiff should assert and reasonably prove that there is a fact based on which the cognizance or the international jurisdiction should be acknowledged and it should not be sufficient merely to make such an assertion, in light of sum described above.  

(2)
Now, whether the lawsuit filed against the defendant Pharmacia Inc. and the defendant Pharmacia Actiebolag should be acknowledged  to come under the cognizance of Japan or not shall be examined from the standpoint of view mentioned above. 

A:  According to the facts mentioned in II, 1 (Premised Fact) (1) and (3); Exhibits (A-4, A-6, A-7, A-8, A-9, A-28, A-30 and A-31) and the entire tenor of proceedings, a mutual relationship of the defendants and an outline of the present lawsuit are recognized as follows. 

(a) All of the defendants are corporations belonging to the Pharmacia & Upjohn Group.  This Group is a so-called multi-national enterprise group having its control-divisions located in America and Sweden and developing manufacture and sales of pharmaceutical products in a worldwide scale.

The Defendant Pharmacia Inc. is a corporation mainly manufacturing and selling pharmaceuticals in its business, which has been established based on the law of Delaware, U.S.A.. 

The Defendant Pharmacia Actiebolag is a corporation mainly manufacturing and selling pharmaceuticals in its business, which has been established based on the state law of Sweden.

The defendant Pharmacia Ltd. is a Japanese corporation mainly importing and selling pharmaceuticals in its business, etc., and is a so-called 100% subsidiary of the defendant Pharmacia Inc.  The defendant Pharmacia Ltd. does not have patent rights and trademark rights, and is conducting the sales of pharmaceutical products, etc. based on the rights possessed by its parent companies, etc.

(b) The defendant Pharmacia Ltd. filed for an approval of importing "Latanoprost" which is an active ingredient of the products of the defendant in December, 1995, and obtained the approval of importing the defendant's products in March, 1999, then initiated the sales of the products based on the approval from May in the same year.  The "Latanoprost" imported by the defendant Pharmacia Ltd. is manufactured outside of Japan by the defendant Pharmacia Actieborag.  Neither the defendant Pharmacia Inc. nor the defendant Pharmacia Actiebolag himself has manufactured or sold the products of the defendants in Japan.

The defendant Pharmacia Ltd. conducted various activities for promotion of sales, such as holding a lecture for commemorating the initiation of marketing of the products, about in September, 1999.  Pharmacia & Upjohn Group distributed the materials concerning "an uveoscleral outflow", which was prepared for Japanese, including materials in which the researchers of Pharmacia & Upjohn Laboratory in Sweden reports the effect of "Xlatan Ophthalmic Solution", etc.

(c) The plaintiff made the demands for injunction and compensation for damages in July, 1999 (the demand for compensation for damages was added in June 2000) against the defendant Pharmacia Inc. and the defendant Pharmacia Actiebolag since the acts of these defendants constituted the unlawful acts or the joint unlawful acts which infringed the present exclusive license possessed by the plaintiff.  However, it has not been made clear in the plaintiff's assertion as to what acts of the defendants constitute the unlawful acts or the joint unlawful acts.

B: Now, a judgement will be made here by comprehensively considering what have been recognized above: ( the acts made by the defendant Pharmacia Inc. and the defendant Pharmacia Actiebolag; ( the mutual relationship of the defendants; and ( what have been asserted in the lawsuit, history of proof, etc.

It can not be recognized that the plaintiff has asserted or reasonably proved in the present lawsuit that the defendant Pharmacia Inc. and the defendant Pharmacia Actiebolag made particular acts of infringing the present exclusive license possessed by the plaintiff in Japan (the particular acts which constitute unilateral unlawful acts or joint unlawful acts), even with the all of records submitted in the present lawsuit.  It is apparent that any act conducted by the defendants as shown above can not be recognized as the acts evaluated to be the independent unlawful acts or the joint unlawful acts in Japan.  The acts conducted by these defendants of distributing the materials can not be recognized as acts to infringe the present exclusive license (Here, it has already been recognized and judged in detail in the above paragraphs (1) and (2) that the acts conducted by the defendant Pharmacia Ltd. of manufacturing and selling the products of the defendants do not infringe the present exclusive license possessed by the plaintiff, therefore the acts conducted by these defendants do not constitute the unlawful acts.  Thus, also in view of this point, any acts conducted by the defendant Pharmacia Inc. and the defendant Pharmacia Actiebolag should not be recognized as the joint unlawful acts with the defendant Pharmacia Ltd.)

Thus, it should not be recognized that the cognizance as the place where the unlawful acts is conducted exists in Japan for the lawsuit filed by the plaintiff against the defendant Pharmacia Inc. and the defendant Pharmacia Actiebolag, and the international jurisdiction based on the cognizance should also be denied.

Concerning the demand for compensation for damages base on the unlawful acts, as a result of additional examination of the issue of whether the cognizance as the place where damages is caused or obligations are to be fulfilled exists in Japan or not, it should be judged that there is no ground to acknowledge the cognizance in the present lawsuit from the standpoint of impartiality between the parties concerned.

C:  On the contrary, the plaintiff asserts that such a cognizance as the place where unlawful acts are conducted should be acknowledged, since the defendant Pharmacia Inc. is the 100% subsidiary of the defendant Pharmacia Ltd. and the defendant Pharmacia Actiebolag belonging to the same group as that of the defendant Pharmacia Ltd. has been making the fundamental development of "Latanoprost" in Sweden or has been manufacturing it to export to Japan.  However, in view of the fact that the defendant Pharmacia Ltd. has secured the juristic person in Japan to conduct economic activities under an independent legal responsibility and the fact that the juristic person of the defendant Pharmacia Ltd. should be never considered to be frigid and to already have been a husk, etc., it should be recognized that requiring the defendants who have no business basis in Japan to respond to the lawsuit filed in Japan resulting in shouldering excessive burdens to the defendants, merely due to the reason why he (the defendant Pharmacia Inc.) is the parent company and merely due to the reason why he (Pharmacia Actiebolag) conducted the acts of manufacturing in the foreign country and is a member of the Group, is against the logic of impartiality between parties concerned and the principle of fair and speedy trial. Therefore, it is not appropriate to acknowledge the cognizance as the place where unlawful acts are conducted in the lawsuit against these defendants.

The plaintiff also asserts that if the international jurisdiction for the lawsuit filed against these defendants is denied, there is a possibility that the plaintiff has no choice but to give up to file the lawsuit against these defendants.  However, it can not be recognized that it is appropriate for Japanese courts to acknowledge the international jurisdiction for the lawsuit against the defendant Pharmacia Inc. and the defendant Pharmacia Actiebolag even accompanied with the disadvantage of requiring the defendants to respond to the lawsuit, due to the reason why the plaintiff has not clarified as to which acts of the defendant Pharmacia Inc. and the defendant Pharmacia Actiebolag are the unlawful acts to infringe the present exclusive license possessed by the plaintiff so far, as mentioned above, and the reason why it is reasonable to recognize that the lawsuit against the defendant Pharmacia Ltd. can provide a relief for the damages caused by the infringement of the present exclusive license, etc. 

(3)
As mentioned above, the international jurisdiction of Japan should be denied in the present lawsuit filed against the defendant Pharmacia Inc. and the defendant Pharmacia Actiebolag.

3.
Therefore, the demand of the plaintiff for the defendant Pharmacia Ltd. is to be dismissed due to the groundless, and the present lawsuit against the defendant Pharmacia Inc. and the defendant Pharmacia Actiebolag is to be dismissed due to the invalidity, without a need of making a judgement on the rest of issues.


Tokyo District Court, Civil Division No. 29

Judge, President of the Court:
TOSHIAKI IIMURA

Judge:
SATOSHI ISHIMURA


Judge YASUHITO OKINAKA can not place his name and seal here because he has been  transferred.

Judge, President of the Court:
TOSHIAKI IIMURA

Schedule of Property

An agent for treating glaucoma/intraocular hypertension comprising latanoprost represented by the following formula as its active ingredient (Commercial name: "Xlatan Ophthalmic Solution")

(Figure of Latanoprost)

Tables for comparison of formulas

1. Latanoprost 

(Figure of Latanoprost)

2. 15-keto-Latanoprost

(Figure of 15-keto-Latanoprost)

3. Latanoprost-acid

(Figure of Latanoprost-acid)

4. 15-keto-Latanoprost-acid

(Figure of 15-keto-Latanoprost-acid)
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