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METHOD FOR THE PREVENTION OR REDUCTION OF CARDIOVASCULAR
EVENTS ASSOCIATED WITH CORONARY INTERVENTION

Field of Invention

The present invention relates to a method for the prevention or reduction of
cardiovascular events associated with coronary intervention.

More particularly, the method comprises administrating to a mammal, particularly a
human patient, after coronary intervention an oral or parental dose of N-(3°4-
dimethoxycinnamoyl)anthranilic acid (N-57) (Tranilast) represented by the following
formula () or a pharmaceutically acceptable salt thereof as an active ingredient.

CH;0 CONH
3 D/\/
CHO HOOC

BACKGROUND OF THE INVENTION

M

1. Technical Field of the Invention

Coronary intervention is a percutaneous procedural approach to the treatment of
ischemic heart disease such as angina pectoris and myocardial infarction. Coronary
intervention technically involves mechanical revascularization of a stenosed lesion in a
coronary artery by means of a balloon catheter, stent placement, an atherectomy catheter
and the like. As a consequence, coronary intervention often causes restenosis due to
damaged intima and media cells. Patients who experience restenosis may require
revascularization procedures to correct the condition. Other cardiovascular events
associated with coronary intervention include myocardial infarction and death.

Up to the present time, there has not been any effective drug for the prevention or
reduction of cardiovascular events associated with coronary intervention.

2. DESCRIPTION OF THE RELATED ART

Tranilast is sold commercially as a drug for the treatment of allergic diseases, e.g.,
allergic bronchitis, allergic asthma, atopic dermatitis, and the like, based on the activity
exhibited by the drug for inhibiting release of chemical mediators [The Journal of Allergy
and Clinical Immunology, Vol. 57, No. 5, pp- 396-407, (1976)].

More recently, in Biochemical Pharmacology, Vol. 36, No. 4, pp. 469-474 (1987), it
was reported that Tranilast inhibits fibroblast proliferation and collagen accumulation.

-1-
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United States Patent No. 5,385,935 ('935) claims the use of Tranilast in the
inhibition of restenosis associated with coronary intervention and indicates that a treatment
period of at least three consecutive months is required for efficacy. The requirement of a
three plus month treatment period was premised, in part, upon a publication in the Japanese
College of Cardiology (1988), cited in the 935 patent. This publication discloses the
treatment of patients subjected to the PTCA procedure with Tranilast in a daily oral dose of
300 mg for 30 consecutive days after the PTCA procedure. The clinical data obtained from
this study did not indicate any significant efficacy for inhibiting a restenosis effect
associated with the PTCA procedure at the tested dosage and duration.

The 935 patent demonstrated that an extended period of Tranilast treatment was
effective for lowering the incidence of post-surgery restenosis associated with PTCA. It
was found that dosing patients with Tranilast for a period of at least about three months (i.e.,
a term of at least about 90 consecutive days of treatment, as used herein the phrase "at least
three consecutive months” means at least 90 days) reduced the incidence of restenosis
associated with the PTCA procedure. In one clinical study, when patients were
administered Tranilast in a daily oral dose of 600 mg for three consecutive months after the
PTCA procedure, the incidence of restenosis was less than about 20%. As reported in the
935 patent, the incidence of restenosis associated with the PTCA procedure usually is about
40%. The 935 patent does not contain any disclosure regarding the ability of Traniiast to
effect cardiovascular events as defined herein.

Additionally, in Nobuyoshi M. et al., J Am Coll. Cardiol. 1988; 12: 616 to 623, it
was observed that most cases of restenosis after successful coronary angioplasty occur
within 6 months after the procedure, particularly between 1 and 3 months after coronary
angioplasty.

Notwithstanding, the percent diameter stenosis measurement is reported to correlate
poorly with the physiologic significance of lesions (Harrison D.G. et al. Circulation 1984;
69:1111-9). Furthermore, because significant changes sometimes occur in the adjacent
normal coronary segment after coronary angioplasty (Brayden G.P. et al. Clin. Res. 1983;
31: 702A), use of percent stenosis in a restenosis study has shortcomings. As such, a
treatment that demonstrates efficacy in the prevention or reduction of restenosis does not
correspond or lead one to anticipate with any degree of certainty that the treatment would

have a beneficial or therapeutically significant effect on the prevention or reduction of
cardiovascular events associated with coronary intervention.

Numerous advantages would be realized if Tranilast could be efficaciously
administered for the prevention or reduction of cardiovascular events associated with

coronary intervention.
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It has now surprisingly been discovered that Tranilast can be suitably administered
in the prevention or reduction of cardiovascular events associated with coronary

intervention.

SUMMARY _OF THE INVENTION

This invention relates to a method for the prevention or reduction of cardiovascular
events associated with coronary intervention in a mammal, particularly a human, which
comprises administering to the subject N-(3’,4>-dimethoxycinnamoyl)anthranilic acid (N-57)
or a pharmaceutically acceptable salt thereof in a daily dose of from about 300 mg to about

1,100 mg in association with coronary intervention.

This invention further relates to a method for the prevention or reduction of
cardiovascular events associated with coronary intervention in a mammal, particularly a
human, which comprises administering to the subject N-(34™-
dimethoxycinnamoyl)anthranilic acid (N-5?) or a pharmaceutically acceptable salt thereof in
a daily dose of from about 300 mg to about 1,100 mg for a treatment period of at least three

consecutive months in association with coronary intervention.

Other objects, features and advantages of the present invention will become
apparent from the following description and examples.

DETAILED DESCRIPTION OF THE INVENTION

All publications, including but not limited to patents and patent applications, cited
in this specification are herein incorporated by reference as though fully set forth.

Tllustrative of acceptable salts for use herein are inorganic salts such as sodium or
calcium salt, or organic salts formed with amines such as morpholine, piperidine, arginine,
and the like.

As coronary intervention in the present invention, for example, Percutaneous
Transluminal Coronary Angioplasty (PTCA), Directional Coronary Atherectomy and Stent
placement can be included.

By the phrase "cardiovascular events" as used herein, is preferably meant
myocardial infarction and death associated with coronary intervention. Also included in the
term cardiovascular events is the need for revascularization procedures associated with

coronary intervention.
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By the phrase "prevention or reduction” of cardiovascular events as used herein, is
meant that the incidence of myocardial infarction and/or death and/or the need for
revascularization procedures associated with coronary intervention in Trailast treated
patients are prevented or reduced in comparison to untreated patients.

By the phrase "in association with coronary intervention” as used herein, is meant
that the treatment with Tranilast can commence immediately, for example within 4 to 8
hours, after coronary intervention, within a few days, for example 2 days, after coronary
intervention or for a period of several days, for example about 7 days, prior to coronary
intervention. Also contemplated within the phrase "in association with coronary
intervention" is a dosing protocol in which a dose or several doses are skipped, for example
in the morning of or on the day of coronary invention.

By the term " collected over the observation period” as used herein; means a period
of up to 12 months.

The present invention relates to a method for the prevention or reduction of
cardiovascular events associated with coronary intervention in a mammal, particularly a
human, which comprises administering to the subject N-(3',4'-
dimethoxycinnamoyl)anthranilic acid (N-5°) (Tranilast) or a pharmaceutically acceptable
salt thereof in a daily dose of from about 300 mg to about 1,100 mg in association with
coronary intervention.

The present invention further relates to a method for the prevention or reduction of
cardiovascular events associated with coronary intervention in a mammal, particularly a
human, which comprises administering to the subject N-(3',4"-
dimethoxycinnamoyl)anthranilic acid (N-5") (Tranilast) or a pharmaceutically acceptable
salt thereof in a daily dose of from about 300 mg to about 1,100 mg for a treatment period of
at least three consecutive months in association with coronary intervention.

A preferred daily dosage amount of Tranilast for use in the present invention is
about 400 mg to about 1,000 mg. A more preferred daily dosage amount of Tranilast for
use in the present invention is from about 500 mg to about 900 mg. The most preferred
daily dosage amount of Tranilast for use in the present invention is from about 600 mg to
about 900 mg. Particularly preferred is a daily dosage amount of about 600 mg of Tranilast
for use in the present invention. Particularly preferred is a daily dosage amount of about
900 mg of Tranilast for use in the present invention.

A contemplated treatment period for use in the present invention is about 60 days in
association with coronary intervention. An additional contemplated treatment period for use
in the present invention is about 45 days in association with coronary intervention. A
preferred treatment period for use in the present invention is about 30 days in association
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with coronary intervention. An additional contemplated treatment period for use in the
present invention is 14 days in association with coronary intervention.

A preferred method of use in the current invention is a method for preventing or
reducing myocardial infarction associated with coronary intervention.

A preferred method of use in the current invention is a method for preventing or
reducing death associated with coronary intervention.

A preferred method of use in the current invention is a method for preventing or
reducing the need for revascularization procedures associated with coronary intervention.

The efficacy of the presently invented method is demonstrated by the Examples
below.

The present invention therefor provides a method for the prevention or reduction of
cardiovascular events associated with coronary intervention in a mammal, particularly a
human, which comprises administering to the subject N-(3',4-
dimethoxycinnamoyl)anthranilic acid (N-5’) (Tranilast) or a pharmaceutically acceptable
salt thereof in a daily dose of from about 300 mg to about 1,100 mg in association with
coronary intervention.

The present invention further provides a method for the prevention or reduction of
cardiovascular events associated with coronary intervention in a mammal, particularly a
human, which comprises administering to the subject N-(3’,4-
dimethoxycinnamoy})anthranilic acid (N-5’) (Tranilast) or a pharmaceutically acceptable
salt thereof in a daily dose of from about 300 mg to about 1,100 mg for a treatment period of
at least three consecutive months in association with coronary intervention.

The invention also provides for the use of Tranilast or a pharmaceutically
acceptable salt thereof in the prevention or reduction of cardiovascular events associated
with coronary intervention in a mammal, particularly a human, in a daily dose of from about
300 mg to about 1,100 mg in association with coronary intervention.

The invention further provides for the use of Tranilast or a pharmaceutically
acceptable salt thereof in the prevention or reduction of cardiovascular events associated
with coronary intervention in a2 mammal, particularly a human, in a daily dose of from about
300 mg to about 1,100 mg for a treatment period of at least three consecutive months in
association with coronary intervention.

The invention also provides for a pharmaceutical composition for use in the
prevention or reduction of cardiovascular events associated with coronary intervention in a
mammal, particularly a human, which comprises Tranilast or a pharmaceutically acceptable
salt thereof in a daily dose of about 300 mg to about 1,100 mg in association with coronary

intervention.

-5-




Ex B TR EN ™ S BT

P50895P

The invention further provides for a pharmaceutical composition for use in the
prevention or reduction of cardiovascular events associated with coronary intervention in a
mammal, particularly a human, which comprises Tranilast or a pharmaceutically acceptable
salt thereof in a daily dose of about 300 mg to about 1,100 mg for a treatment period of at
least three consecutive months in association with coronary intervention.

Tranilast is generally described in United States Patent 3,940,422. Tranilast and
pharmaceutically acceptable salts and compositions thereof can be readily prepared by
known methods such as described in United States Patent 3,940,422.

When Tranilast or a pharmaceutically acceptable salt thereof is employed
therapeutically, it can be administered orally or parentaily in appropriate dosage forms, such
as powder, granules, tablets, capsules, injectable solutions, and the like.

A Tranilast pharmaceutical composition can be formulated by admixing suitable
carriers such as excipients, disintegrators, binders, brighteners, and the like, and preparing in
accordance with conventional molding methods and dosage forms.

For example, a powdered dosage form can be formulated by admixing Tranilast of a
pharmaceutically acceptable salt thereof with suitable excipients, binders, brighteners, and
the like.

Tablets can be formulated by admixing Tranilast or a pharmaceutically acceptable
salt thereof with suitable excipients, disintegrators, binders, brighteners, and the like, and
compressing the mixture with conventional molding equipment. The tablets also can be
coated to provide film coated tablets, sugar-coated tablets, enteric-coated tablets, and the
like.

Capsules can be formulated by admixing Tranilast or a2 pharmaceutically acceptable
salt thereof thereof with suitable excipients, brighteners, and the like, and filling the mixture
in capsules, or by forming granules containing Tranilast or a pharmaceutically acceptable
salt thereof with conventional molding equipment, and filling the formed granules in
capsules.

When a pharmaceutical composition of the present invention is employed
therapeutically, the daily dosage of Tranilast or a pharmaceutically acceptable salt thereof as
an active ingredient will be an efficacious, nontoxic quantity selected from the range of
about 300 mg to about 1,100 mg of active compound, preferably from about 500 mg to
about 900 mg of active compound, particularly preferred is a dosage of about 600 mg,
particularly preferred is a dosage of about 900 mg, per adult patient preferably by oral
administration in association with coronary intervention. A treatment period of at least three
consecutive months is also contemplated herein. The dosage and term of administration can
be changed depending upon the weight and age and sex of the patient, the severity of the

condition to be treated, and the like.
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When treating a human patient in need of treatment of cardiovascular events
associated with coronary intervention, the above indicated dose may be split and
administered preferably from 1-6 times daily, preferably about 2 times a day, orally or
parenterally. Preferred forms of parenteral administration include topically, rectally,
transdermally, by injection and continuously by infusion. Oral administration is preferred.

Optimal dosages to be administered may be readily determined by those skilled in
the art, and will vary with the strength of the preparation, the mode of administration, and
the advancement of the disease condition. Additional factors depending on the particular
patient being treated will result in a need to adjust dosages, including patient age, weight,
diet, and time of administration.

No unacceptable toxicological effects are expected when compound of the invention
is administered in accordance with the present invention.

Without further elaboration, it is believed that one skilled in the art can, using the
preceding description, utilize the present invention to its fullest extent. The following
Examples are, therefore, to be construed as merely illustrative and not a limitation of the

scope of the present invention in any way.
EXAMPLE]

Efficacy of the invented method for preventing or reducing incidence of myocardial
infarction associated with PCTA surgery is demonstrated by the following.

One hundred forty nine lesions with a partial occlusion, which undergo successful
PTCA procedures with smooth dilation, are selected for study. These lesions are divided
into two groups, and both groups do not differ sigrificantly with sex, distribution of
coronary artery or ratio of lesions restenosed after PTCA; One group (about 49 lesions)
receives Tranilast in a daily dose of 600 mg, preferably in two 300 mg tablets administered
12 hours apart (hereinafter identified as group I), and another group (about 100 lesions) does
not receive Tranilast (hereinafter identified as group IT). In addition, patients may also be
given a calcium antagonist, nitrates and/or anti-platelet agents. These drugs are
administered for 3 consecutive months after PTCA.

The comparative clinical data collected over the obsrevation period demonstrate the
efficacy of 3 month Tranilast treatment for the prevention or reduction of incidence of
myocardial infarction in patients after the PTCA procedure.




Gl W A B R N o R

iy
e

e

B |

P50895p

EXAMPLE NI

Efficacy of the invented method for preventing or reducing incidence of death
associated with PCTA surgery is demonstrated by the following.

One hundred forty nine lesions with a partial occlusion, which undergo successful
PTCA procedures with smooth dilation, are selected for study. These lesions are divided
into two groups, and both groups do not differ significantly with sex, distribution of
coronary artery or ratio of lesions restenosed after PTCA; One group (about 49 lesions)
receives Tranilast in a daily dose of 900 mg, preferably in two 450 mg tablets administered
12 hours apart (hereinafter identified as group III), and another group (about 100 lesions)
does not receive Tranilast (hereinafter identified as group IV). In addition, patients may
also be given a calcium antagonist, nitrates and/or anti-platelet agents. These drugs are
administered for 3 consecutive months after PTCA.

The comparative clinical data collected over the observation period demonstrate the
efficacy of 3 month Tranilast treatment for the prevention or reduction of incidence of death

in patients after the PTCA procedure.
EXAMPLE ITT

Efficacy of the invented method for preventing or reducing the need for
revascularization procedures associated with PCTA surgery is demonstrated by the
following.

One hundred forty nine lesions with a partial occlusion, which undergo successful
PTCA procedures with smooth dilation, are selected for study. These lesions are divided
into two groups, and both groups do not differ significantly with sex, distribution of
coronary artery or ratio of lesions restenosed after PTCA; One group (about 49 lesions)
receives Tranilast in a daily dose of 600 mg, preferably in two 300 mg tablets administered

12 hours apart (hereinafter identified as group V), and another group (about 100 lesions)
does not receive Tranilast (hereinafter identified as group VI). In addition, patients may
also be given a calcium antagonist, nitrates and/or anti-platelet agents. These drugs are
administered for 3 consecutive months after PTCA.

The comparative clinical data collected over the observation period demonstrate the
efficacy of 3 month Tranilast treatment for the prevention or reduction the need for
revascularization procedures in patients after the PTCA procedure.
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EXAMPLE IV

Efficacy of the invented method for preventing or reducing incidence of myocardial
infarction associated with PCTA surgery is demonstrated by the following.

One hundred forty nine lesions with a partial occlusion, which undergo successful
PTCA procedures with smooth dilation, are selected for study. These lesions are divided
into two groups, and both groups do not differ significantly with sex, distribution of
coronary artery or ratio of lesions restenosed after PTCA; One group (about 49 lesions)
receives Tranilast in a daily dose of 900 mg, preferably in two 450 mg tablets administered
12 hours apart (hereinafter identified as group VII), and another group (about 100 lesions)
does not receive Tranilast (hereinafter identified as group VIII). In addition, patients may
also be given a calcium antagonist, nitrates and/or anti-platelet agents. These drugs are
administered for 30 consecutive days after PTCA.

The comparative clinical data collected over the observation period demonstrate the
efficacy of 30 days Tranilast treatment for the prevention or reduction of incidence of
myocardial infarction in patients after the PTCA procedure.

EXAMPLE V

Efficacy of the invented method for preventing or reducing incidence of death
associated with PCTA surgery is demonstrated by the following.

One hundred forty nine lesions with a partial occlusion, which undergo successful
PTCA procedures with smooth dilation, are selected for study. These lesions are divided
into two groups, and both groups do not differ significantly with sex, distribution of
coronary artery or ratio of lesions restenosed after PTCA; One group (about 49 lesions)
receives Tranilast in a daily dose of 600 mg, preferably in two 300 mg tablets administered
12 hours apart (hereinafter identified as group IX), and another group (about 100 lesions)
does not receive Tranilast (hereinafter identified as group X). In addition, patients may also
be given a calcium antagonist, nitrates and/or anti-platelet agentss. These drugs are
administered for 30 consecutive days after PTCA.

The comparative clinical data collected over the observation period demonstrate the

efficacy of 30 days Tranilast treatment for the prevention or reduction of incidence of death
in patients after the PTCA procedure.
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EXAMPLE V1

Efficacy of the invented method for preventing or reducing the need for
revascularization procedures associated with PCTA surgery is demonstrated by the
following.

One hundred forty nine lesions with a partial occlusion, which undergo successful
PTCA procedures with smooth dilation, are selected for study. These lesions are divided
into two groups, and both groups do not differ significantly with sex, distribution of
coronary artery or ratio of lesions restenosed after PTCA; One group (about 49 lesions)
receives Tranilast in a daily dose of 900 mg, preferably in two 450 mg tablets administered
12 hours apart (hereinafter identified as group XI), and another group (about 100 lesions)
does not receive Tranilast (hereinafter identified as group XII). In addition, patients may
also be given a calcium antagonist, nitrates and/or anti-platelet agents. These drugs are
administered for 30 consecutive days after PTCA.

The comparative clinical data collected over the observation period demonstrate the
efficacy of 30 days Tranilast treatment for the prevention or reduction the need for
revascularization procedures in patients after the PTCA procedure.

While the preferred embodiments of the invention are illustrated by the above, it is
to be understood that the invention is not limited to the precise instructions herein disclosed

and that the right to all modifications coming within the scope of the following claims is
reserved.
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What is claimed is:

1. A method for the prevention or reduction of cardiovascular events associated
with coronary intervention in a mammal, particularly a human, which comprises
administering to the subject N-(3",4-dimethoxycinnamoyl)anthranilic acid (N-5) or a
pharmaceutically acceptable salt thereof in a daily dose of from about 300 mg to about

1,100 mg in association with coronary intervention.

2. The method of claim 1 wherein the mammal is a human.

3. The method of claim 2 wherein the dosage is from about 500-200 mg of N-(3',4™-
dimethoxycinnamoyl)anthranilic acid (N-5") or a pharmaceutically acceptable salt thereof.

4. The method of claim 2 wherein the dosage is from about 600-900 mg of N-(3’4-
dimethoxycinnamoyl)anthranilic acid (N-57) or a pharmaceutically acceptable salt thereof.

5. The method of claim 2 wherein the dosage is about 600 mg of N-(3,4-
dimethoxycinnamoyl)anthranilic acid (N-57) or a pharmaceutically acceptable salt thereof.

6. The method of claim 2 wherein the dosage is about 900 mg of N-(3’,4*-
dimethoxycinnamoyl)anthranilic acid (N-5%) or a pharmaceutically acceptable salt thereof.

7. The method of claim 2 wherein the treatment period commences about 7 days
prior to coronary intervention.

8. The method of claim 2 wherein the cardiovascular event is myocardial

infarction.

9. The method of claim 2 wherein the cardiovascular event is death.

10. The method of claim 2 wherein the cardiovascular event is the need for a

revascularization procedure.

11. A method in accordance with claim 2 wherein the dosage is administered
orally.

-11-
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12. A method in accordance with claim 2 wherein the coronary intervention is

Percutaneous Transluminal Coronary Angioplasty. N

13. A method in accordance with claim 2 wherein the coronary intervention if

Directional Coronary Atherectomy.

14. A method in accordance with claim 2 wherein the coronary intervention is Stent

placement.

-12-
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ABSTRACT OF THE DISCLOSURE

This invention provides a method for the prevention or reduction of cardiovascular
events associated with coronary intervention in a mammal, particularly a human, which
comprises administering to the subject N-(3’,4-dimethoxycinnamoyl)anthranilic acid (N-57)
or a pharmaceutically acceptable salt thereof in a daily dose of from about 300 mg to about

1,100 mg in association with coronary intervention.

-13-
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METODO PARA LA PREVENCION O REDUCCION DE EVENTOS
CARDIOVASCULARES ASOCIADOS CON INTERVENCION CORONARIA

REIVINDICACIONES:

1. Un método para la prevencién o reduccion de restenosis asociada con
intervencién coronaria en un mamifero, que consiste en administrar al sujeto acido N-(3’4’-
dimetoxicinnamoil)antranilico (N-5") o una sal farmacéuticamente aceptable de lo mismo,

en una dosis diaria de mas de 300 mg a 1,200 mg durante en asociacion con intervencion

coronaria.

2. El método segiin la reivindicacion 1, en donde el mamifero es un ser
humano.

3. Fl método de la reivindicacion 2, en donde la dosis es de entre

aproximadamente 500 a 900 mg de 4cido N-(3’4’-dimetoxicinamoil)antranilico (N-5’) o

una sal farmacéuticamente aceptable de lo mismo.

4. El método de la reivindicacion 2, en donde la dosis es de entre
aproximadamente 600 a 900 mg de acido N-(3’4’-dimetoxicinamoil)antranilico (N-5’) o

una sal farmacéuticamente aceptable de lo mismo.

5. El método de la reivindicacion 2, en donde la dosis es de aproximadamente
600 mg de acido N-(3°4’-dimetoxicinamoil)antranilico (N-5’) o una sal farmacéuticamente

aceptable de lo mismo.

6. El método de la reivindicacion 2, en donde la dosis es de aproximadamente
900 mg de acido N-(3°4’-dimetoxicinamoil)antranilico (N-5") o una sal farmacéuticamente

aceptable de lo mismo.
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7. Fl método de la reivindicacion 2, en donde el periodo del tratamiento es de

aproximadamente 30 dias y comienza aproximadamente 7 dias antes de una intervencion

coronaria.

8. El método de la reivindicacion 2, en donde el evento cardiovascular es

infarto del miocardio.

v

9. El método de la reivindicacion 2, en donde el evento cardiovascular es la

muerte.

10. El método de la reivindicacion 2, en donde el evento cardiovascular es la

necesidad de un procedimiento de revasculacion.

11.  Un método segin la reivindicacion 2, en donde la dosis es administrada por

via oral.

12.  Un método segun la reivindicacion 2, en donde la intervencion coronaria es

Angioplastia Coronaria Transluminal Percutanea.

13.  Un método segun la reivindicacion 2, en donde la intervencion coronaria es

Aterectomia Coronaria Direccional.

14,  Un método segin la reivindicacion 2, en donde la intervencion coronaria es

la Colocacion de un Stent.
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" Industriay Comercio

SUPERINTENDENCIA

%do. EXAMEN DE FORMA PATENTE DE INVENCION
) Follo_S4

Radicacién o ©9-S6S

ConcepoTécrlo no 2% Clasticacisn Intamaclonal de Patentes_~ 61 &~ /19

Practicado el examen da'acuardo a ko establacido en el Art 38 da la Decisién 436 2 datermind que ‘
estasowddaPaunﬁ“dolnvandén: ‘

SI[x] NOj}- Conflensunresumendalalnvencidn (At26e).

SI[x] NO[] Confens eltitulo o nombre da lalnvencién (At 27-d).

Sij<] NO[] -Contione!a descripcién de lalnvencion (At28-4).

SIi[ ] NO[] _%mum[xlmmmmmmuwm

SI[<] 'NO[] Contanaunaomasrehindicaciones. (Art26-c). |

SI[] NO[] NOESAPLICABLE[>] Han sido dasamoliados los productos ylo procadimientos a partir
demgmwmsusmdummmamdwmabsgm

: Milembros es pals de origen, (At 26-h).
SI[] NO[] . _NO ES APLICABLE [x]los producios .ylo procedimianios han sido obisnidos o
. . dasamollades a partir da los conocimlantos tradiclonales de las comunidades indigenas,

affoamericanas, 0 locales ds los palses miembros, do acuerdo a lo establacido en [a
Decisidn 391 y sus modificaciones y reglamentaclones vigentes.(Art 26+).

SI[ ] NO[x] Lalnvencién s refiere a un producto relativo a un material biolgico. (Art 26-).

SI] NO[']  Laproddad colnclde conlamatera relvindicada. |

Silx] NO[] CUMPLELOSREQUISITOSTECNICOS

[

OBSERVACIONES Y OTROS: SI[]NO [ ] verhoja(s) anaxa(s) :
S dele revioor Y COrrc ir'el HEren, o Yopr 7
g ' proxtmodo +
Q o lomo okl copitulo 8f€:ulr\d)c()+or‘no, YO Que ,»CQJT_;ZQ; ve Qparece

EXAMINADOR TECNICO
202040 |

WD-Q- Morz0 6, 2C02

Carrers 13 No. 2700 Piso 5y 10
- Conmutador: 334 12 21
" Fiz 281 31 25 e-mall: OV.CO
Santa Fede Bogotd D.C. -




Industria y Comercio

|
SUPERINTENDENCIA
. o2 ~05-30
Fol
olio 85~ g4
2020
Bogot4, D.C.
Doctor(a)
GERMAN CASTILLO GRAU
Apoderado(a)
REFERENCIA: Radicacion No. 00-6605
Tramite 002
Evento 001
- Actuacion 416
Oficio No. 459
Folios 001

Teniendo en cuenta que la solicitud de privilegio de patente que se tramita bajo el expediente
indicado en la referencia, redne los requisitos de forma establecidos en los articulos 26 y 27 de la
Decision 486 de la Comision de la comunidad andina, y en las demas disposiciones vigentes sobre
la materia, se envia el extracto de la solicitud a la Oficina de comunicaciones para efecto de su
publicacién en la Gaceta de Propiedad industrial, conforme lo establece el articulo 40 de la misma
Decision. *

Cumplase
Dado en Bogot4, D.C.,

Jefe dea Division de Nuevas Creaciones

Bogota, D.C.,.D /" - £€0¢. El extracto de esta solicitud fue publicado en el nimero & dela
Gaceta de Propiedad ':ld strial, de fecha 3¢ /. 05/ © Z | Eltérmino habil sefialado por la ley
expir6 el <7-A57/02  ySI__NO__se presentaron oposiciones por parte de terceros.

A

202040

Carrera 13 No. 27-00 Pisos 5, 7y 10
Conmutador: 382 0840
Fax; 382 2695
E-mail: info@sic.gov.co
WWW.SIC.gov.co
Bogota, D.C., Colombia




\ N SUPERINTENDENCIA DE INDUSTRIA Y COMERCIO
Iy EDICTO No. |
RADICACION: OO 6605~ NnONINIY
LA SECRETARIA GENERAL AD - HOC
HACE SABER:
Que esta Superintendencia profirié ta Resolucién No. Y 0556'”’ de 1 g D’C 2&02__ Que el contenido de

la parte resolutiva es como sigue: El Superintendente de Industria y Comercio, en ejercicio de sus facultades legales y

NSIDERANDO....
o RESUELVE

ARTICULO PRIMERO: Declarar abandonada la solicitud de privilegio de patente de invencién contenida en
el expediente de la referencia.

ARTICULO SEGUNDO: Notificar personalmente el contenido de Ia presente resolucion al doctor German
Castillo Grau, 0 a quien haga sus veces, quien actia como apoderado de Smithkline Beecham Corporation.,

entregandole copia de la misma, advirtiéndole que contra ella procede el recurso de reposicién interpuesto

ante el Superintendente de Industria y Comercio, al momento de la notificacion o dentro de los 5 dias habiles
siguientes a ella.

NOTIFIQUESE Y CUMPLASE
Dada en Bogota, D.C., a los 19 DIC. 2002

EL SUPERINTENDENTE DE INDUSTRIA Y COMERCIO (E),

<lao &eogmﬁ”i

CARLOS GERMAN CAYCEDD ESPINEL

Para notificar a los interesados, se fija el presente EDICTO en lugar visible al publicg en la SQPERINTdENrE)ENCIA DE
INDUSTRIA'Y COMERCIO, por el término de (10) diez dias hapiles contados a partir de las 8:30 a.m. de hoy.

05 FEB. 2008
Secretaria General Ad - Hoc 1 8
Este edicto se desfija hoy FEB, ma alas cinco (5:00 p.m.) @/?D

Secretaria General Ad - Hoc




