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DIVISION DE NUEVAS CREACIONES
SUPERINTENDENCIA DE INDUSTRIA Y COMERCIO
Bogot4, D.C.

Re.: Cédigo 011-379-444
Expediente No. 02-113.247
Fase Nacional de la Solicitud
de Patente PCT
SMITHKLINE BEECHAM
CORPORATION

En relacion con el expediente de la referencia y dando cumplimiento a la udltima
providencia recaida sobre este asunto por medio del presente escritc me

permito manifestaries lo siguiente:

1. Acompafio una copia auténtica del documento que acredita la cesion de los
inventores a la sociedad solicitante, debidamente legalizado y oficiaimente

traducido.
2. Adjunto también una copia del reporte y el examen preliminar intemacional
que, como faciimente podra notar, no contiene ningun anaxo y por lo tanto

la traduccion solicitada es claramente impertinente.

3. Aclaro que esta solicitud se tramita por el Capitulo II.



Castillo Gran & Asoelados /7@

Renuncio al término faltante de traslado, y les solicito ordenar la publicacién del

extracto.

o Ustedes Atentamente,

GERMAN CASTILLO G
T.P. No. 2.978 del C,5.




9. . -

APOSTILLE
(Convention de La Haye du 5 octobre 1961)

Country: United States of America
This public document has been signed by Edward J. Richards
acting in the capacity of Notary Public, Chester County

bears the seal/stamp of Edward J. Richards, Notary Public, Commonwealth of Pennsylvania

Certified

at Harrisburg, Pennsylvania 6. The 27™ day of November, 2002

by C. Michael Weaver, Secretary of the Commonwealth of Pennsylvania

Nes 0214658

10. Signature:

C. Michael Weaver




APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Country: United States of America
2. This public document has been signed by Irene M. Mulligan
3. acting in the capacity of Notary Public, Montgomery County

. bears the seal/stamp of Irene M. Mulligan, Notary Public, Commonwealth of Pennsylvania

Certified

5. at Harrisburg, Pennsylvania 6. The 27" day of November, 2002

7. by C. Michael Weaver, Secretary of the Commonwealth of Pennsylvani

8. NADOZ21L63T

C. Michael Weaver
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Insart here foll pame and
address of nventor
Leave blank

Tith of Invention

Name and sdress of

Amount of consideration, If

Pince and date of execution

Notarize both inventor’s
and applicant’s signature,

Legalixe by Colombian
Consular Officer

El abajo firmado

nombra por el presente al

domicilisdos en Bogotd Repdblica de Colombin, con direccidn
enl * de la miama
ciudad, como su representante con poder amplio y suliciente,
incluyendo el de reeibir notiflcaciones y nombrar apoderacios
Jjudiclnles y extra-judiciales, pars solicitar y obtener de las
oficinos y autoridades nacionales Paientes de Invencidn pam

cuyo ttulo debend extenderse

a quien ha cedido lodos sus derechos a la invencion
anteriormente cltada en cuanto se refiere al territorio de
Colombia, sin resuriceion de ninguna clase, mediante el pago
deo

que declar haber recibido. El ceslonario firma mmbién el
presente en prucba de aceptacidn de Ia cesidn y nombm
igualments al expresado apoderaio como su repressniante en
Bogoul con igunles faculades, y para dar ante dichas oficinas
y antoridedes todos {oa pasos nesesarios al objeto indicada;
clovar salicitndes, declanaciones, reclamos; formular y firmar
descripciones, enmiendas y apalaciones; pagar todos loa
impuestos y cuotes y efectuar toda clase de pagos
deserminados por la ley y retine [os mlamos i fuere necesario;
recibir todos los documentos y valores dando ¢l descargo
respectivo; desistir y percibir, llenar cualesquier otros
Tequisitos y tomar, en fin, todas las medidas que creyare
conducantes al resquardo de low intereses del mandante, quien
rutifica y confirma por el presente todo cuanto hicire
legalmenie dicho apoderado en virnad del presente poder, con
plorna facultad de sustitucida y renovacidn y de nombrar
spoderados judiciales y extra-judicialos y reclbir
nadficacicnes.

King of Prussia, Pennsylvania, USA on 05 July 2001

“E;%uwy ‘)oL-OI—-w-'

£\

Colombia
The undersigned (Seo Attachment I)

hereby appoints Dr. German Castillo Grau, and/or Dr.
Alvaro Castillo Gran, and/or Luils Pelipe Castillo
Gibsone

domiciled in Carrerm 13 N® 37-43 Piso 12 in Bogoud
Colombia s attorney with ample and sufTicien! power,
including that of receiving aotiflications and appointing
judicial and extra-judicial attomeys. 1o apply for and
obtain from the national offices and authorities Patent of
invention for "METHOD FOR PREPARING A
PHYSIOLOGICALLY ACTIVE IL-18 POLYPEPTIDE"

to be issued in the name of SMITHKLINE BEECHAM
CORPORATION of One Franklin Pluza, Philadelphin,
Pennaylvania 19103, United States of America

to whom assignment has been made of all rights and
titles on said invention for the tenvitory of Colombia,
without any resuriction whatsoever, the consideration for
sald assignment being the sum of

receipt whereof in hereby acknowledged. The masignee
also signs this document in acknowledgement of
aceeptance of said assignment and hereby sppoints the
above mentioned attomay s his representative in Bogotl
with the same facuities: and to take all oeceasary stapa
befare said offices and suthorities for the porpose staved
wbove, 1o file applications, declarations and claims; to
draw and sign specifications, amendments and appeals;
to pay all fees and instollments and to make all payments
required by law and withdraw the sare If necessary; to
receive all documents and securitdes lssuing receipts
therefor, to desist and to receive; 1o fulfill all other
requiremnents and finally, to wee all means which said
altorney shall deemn proper for the safe guard of the
Imevrests of the constiment, who hereby rasifies and
conflrms all snd whatsoever the seid attomey shall
lawfully do by virtue of these present with full powers of
substitation and to receive notifications and to appoint
extra-judicial or judicial attoroeys.

Given and signed at King of Prusds, PA, USA on 09
July 2001

VL

Stophen Venctianer




DECLARACIUN NOTARIAL
{Individuals)

A los dfes del mes de 2001 compareci
personalmente ante mi Notario Pdblico

a quien(es) doy fe de conocer y me consta que es (son)
la(s) persona(s) descrita(s) y firmante(s) del documento
que precede, declarando ante mi que otorga(n) el mismo
para los fines que en ¢l se expresan.

El Noterio Pdblico,

(Socledades)
El infraseritp Notario cenifica: que la{s) firma(s) que
s (son) auréntica(s); que el (los) signatario(s) es (son)

de

que tiene(n) facultad para otorgar este poder; y que dicha
compallin cxists y estd domiciliada en

conforme a las leyes de

Todos los hechos anteriores le constan por haber
examinndo los documentos respectivos y de todo etlo da
fe.

Dudo y firmado en
Vaintisdle del Chaule
constar que ssiv copia
| que oo ha presentad
a D.C. . Colombia.

27 NOV 2003
VO SAMPER RODRIGUEZ
NOTARIO VEINTISES

NOTARIAL CERTIFICATE

(Individual) .Y
On this -ﬁ.--l day of . 2001
personally eppeared befor€ me, a Notary Public,

KYUNG O, JOHANSON, ROBERT B.
KIRKPATRICK, ALLAN R. SHATZMAN, and
PATRICK McDEVITT

to me known, and known to me to be the person(s)
described in and who executed the foregoing
document, and he (they) duly acknowledged 10 me
that he {they) executed same for the uses and
purposes therein expressed.

Membar, Pennsyvania Asacclation of Notaries

onttis 95% deyof Jwtf 2001
personally appeared before me, a Notary Public,
YEN SEN HO,

to me known, and known to me 1o be the person(s)
described in and who executed the foregoing
document, and he (they) duly acknowledged o me
that he (they) executed same for the uses and
purposes therein expressed. -

corT

Notary Pulflic Notariul Seal
Edvwand I, Richards, Nowry Public
Thedyfirin Twp., Chester County

My Comumission Expires Angust 30, 20004

(Corporutions)

The undersigned Notary Public certifies: that the
precading signature(s) reading Stephen Venetianer
is (are) suthentic(s); that the signer(s) i: {are)
Vice President, Pharmaceuticals of
SMITHKLINE BEECHAM CORPORATION

and that he (they) is (are) empowered to grant

this power; and that said company exists and is
domiciled ot One Franklin Plaza, Philadelphio.
Pennsylvania 19103, United States of America

in accordance with the laws of the Commonwealth
of Pennsylvania.

Al the foregoing facts are known to the Notary

who examined the respective documents, to which
he, the Notary attests.

ranted and signed in King of Prussia,

Penngylvenia, Unifed States of America on this
y of / , 2001,
= L/

irene M Muhu: shle:lhu Pubilc
ot Meron s oo Couny

~ Mamber, Panrsyivania Association of Notarles
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Attachment I

We, KYUNG O. JOHANSON of 709 Swedeland Road, King of Prussia,
Pennsylvania 19406-0939, United States of America, a citizen of the United States of
America; ROBERT B. KIRKPATRICK of 709 Swedeland Road, King of Prussia,
Pennsylvania 19406-0939, United States of America, a citizen of the United States of
America; ALLAN R. SHATZMAN of 709 Swedeland Road, King of Prussia,
Pennsylvania 19406-0939, United States of America, a citizen of the United States of
America; YEN SEN HO of 362 Old State Road, Berwyn, Pennsylvania 19312, United
States of America, a citizen of the United States of America; and PATRICK
McDEVITT of 709 Swedeland Road, King of Prussia, Pennsylvania 19406-0939, Upited
States of America, a citizen of the United States of America;
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" TRADUCCION OFICIAL NO. 9184 DE UN DOCUMENTO ESCRITO EN INGLES, ND
realizada por Maria Mercedes Uricoechea T., Traductora/Intérprete Oficial segiin Res.

10607 del 31 de diciembre de 1981 del Ministerio de Justicia. Bogotd, 25 de noviembre

de 2003. '

LEGALIZACIONES DE UN PODER/CESION CON TRADUCCION AL ESPANOL,
CONFERIDO A LOS DRS. GERMAN CASTILLO GRAU Y/O ALVARO CASTILLO
GRAU Y/O LUIS FELIPE CASTILLO GIBSONE PARA LA OBTENCION DE LA

PATENTE “METODO PARA ELABORAR UN POLIPEPTIDO [-18
FISIOLOGICAMENTE ACTIVO”

PODER/CESION FIRMADO por los sefiores KYUNG O. JOHANSSON, ROBERT V.
KIRKPATRICK, ALLAN R. SHATZMAN, PATRICK MCDEVITT en King of Prussia,
Pennsylvania, EUA, el 5 de julio de 2001, y por YEN SEN HO, en Berwyn, Pennsylvania,
EUAen Pittsburg, Pennsylvania, EUA, el 25 de julio de 2001. (Cedentes)

PODER/CESION FIRMADO en King of Prussia, PA. EUA, el 9 de julio de 2001 por
Stephen Venetianer, VP de Patentes Farmacéuticas — Propiedad Intelectual Corporativa -
de SMITHKLINE BEECHAM CORPORATION (Cesionaria).

RECONQCIMIENTO NOT Cedentes) (1

En la fecha, 5 de julio de 2001, comparecieron ante mi, una Notaria Publica, los sefiores
KYUNG O. JOHANSSON, ROBERT V. KIRKPATRICK, ALLAN R. SHATZMAN,
PATRICK MCDEVITT quienes se que fueron las personas descritas y quienes firmaaron el
documento adjunto y reconocieron ante mi que firmaron el mismo para los usos y
propésitos que all se expresan.

(FIRMA Y SELLO SECO) Irene M. Mulligan, Notagd Pablica. Upper Merion, Condado de

=~ : [} .
BRI AR N T T ]
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. Traduccifn Oficial No. 9184

- RECONOCIMIENTO NOTARIAL (Cedente) (2)

En Ia fecha, 25 de julio de 2001, comparecié ante mi, un Notario Pidblico, el sefior YEN SE
HO quien se que fue la persona descrita y quien firmé el documento adjunto y reconocié
ante mi que firmé el mismo para los usos y propdsitos que alli se expresan.

(FIRMA Y SELLO SECO) Edward J. Richards, Notario Piblico. Upper Merion, Condado
de Chester. Mi comsisién vence el 20 de octubre de 2001.

RECONOCIMIENTO NOTARIAL (Cesionaria)

La suscrita Notaria Pdblica certifica que la firma anterior que lee Stephen Venetianer es
auténtica; que el firmante es el Vicepresidente de Productos Farmacéuticos de
SMITHKLINE BEECHAM CORPORATION y que esté facultedo para otorgar este poder;
y que dicha compafifa existe y estd domiciliada en One Franklin Plaza, Philadelphia,
Pennsylvania 19103, Estados Unidos de América, de conformidad co
Mancomunidad de Pennsylvania.

Todo los hechos anteriores fueron conocidos por la Notaria quien exs
documentos, de lo cual, 1a Notaria da fé.

Dado y firmado en King of Prusia. Pennsylvania, Estados Unidos de Aj

julio de 2001.

Firma y sello de Irene M. Mulligan, Notaria Piblica, Municip. Upper Merion, Condado de
Montgomery. Mi comisién vence el 30 de agosto de 2004. (SELLO SECO)

ANEXO 1
Nosotros KYUNG O. JOHANSON residente en 709 Swedeland Road, King of
Prusia, Pennsylvania 19406-0939, Estados Unidos de América, estadounidense; ROBERT
B. KIRKPATRICK residente en 709 Swedeland Road, King of Prusia, Pennsylvania
19406-0939, Estados Unidos de América, estadounidense; ALLAN R. SHATZMAN
residente en 709 Swedeland Road, King of Prusia, Pennsylvania 19406-0939, Estados
Unidos de América, estadounidense; YEN SEN HO residente en 362 Old State Road,

e ey

Berwyn, Pennsylvania 19312, Estados Unidos de América, estadqun.i.dense;_g__k&_’l_‘_R_l_CK

e 2



» « McDEVITT residente en 709 Swedeland Road, King of Prusia, Pennsylvania 19406-0939, QO
Estados Unidos de América, estadounidense.

LEGALIZACIONES

APOSTILLE
(Convention de La Haye du 5 octobre 1961)

1. Pais: Estados Unidos de América

Este documento piiblico
fue suscrito por EDWARD J. RICHARDS
3. quien actia en capacidad de Notario Piblico, Condado de Chester
4, _lleva el sello de: Edward J. Richards, Notario Piiblico, Mancomunidad de
Pennsylvania
Certificado
5. Harrisburg, Pennsylvania, 6. hoy 27 de noviembre de 2002

1. por C. Michael Weaver, Secretario de la Mancomunidad de Pennsylvania

8. No. A0214656

9. Sello Dorado en relieve 10. Firma
C. Michael Weaver

LA R B ER]
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APOSTILLE k

(Convention de La Haye du 5 octobre 1961)

[ ]

. Pais: Estados Unidos de América

Este documento pGblico
2. fue suscrito por IRENE M. MULLIGAN
3. quien actia en capacidad de Notaria Péiblica, Condado de Montgomery

4. _lleva el sello de: IRENE M. MULLIGAN, NOTARIA PUBLICA, CONDADO
DE MONTGOMERY, MANCOMUNIDAD DE PENNSYLVANIA

Certificado
en Harrisburg, Pennsylvania 6. hoy 27 de ndviembre de 2002

b

7.  por C. Michael Weaver, Secretario de la Mancomunidad de Pennsylvania

No. A 0214657

Sello Dorado en relieve 10. Firma
C. Michael Weaver

e @

LA ANTERIOR ES UNA TRADUCCION FIEL Y COMPLETA DE LA CUAL SE DEJA COPIA EN LOS ARCHIVOS
DE LA CALLE 84 NO. 18-38 (OF. 201) PARA SU CONFRONTACION. TEL. 218 1007 - 623 3301

MARIA MERCEDES URICOECHEA T.
C.C. 41.319.274 BOGOTA
TRADUCTORA/INTERPRETE OFICIAL
RES. 10607 DEL 31 DE DBRE/81, MINJUSTICIA

FIN DE LA TRADUCCION OFICIAL NO. 9184

27 NOV 2003

AVO SAMPER RODRIGUEZ
NOTARID VENTIES

\U
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PATENT COOPERATION TREATY

From he

INTERNATIONAL PRELIMINARY EXAMINING AUTHORIT

IN RN A N AL R
To:

ZOLTAN KEREKES

OLAXOSMITHKLINE

CORPORATE INTELLECTUAL PROPERTY, UW12110

-y =BT

m 5t SPCF 2°

NOTIFICATION OF TRANSMITTAL OF

SMITHRLINE BEECHAM CORPORATION

709 SWEDELAND ROAD, P.O. BOX 1539 INTERNATIONAL PRELIMINARY
KING OF PRUSSIA, PA 19406-0939 EXAMINATION REPORT
(PCT Rule 71.1)
Dtz of Mailing
_ wommiver) 3 9 NOY 2003
Applicant's or agent's flio reference
» IMPORTANT NOTIFICATION
1137
Internatioral application No. Intermatical Miing date @layAwonth/year) | Priaricy date (day/imonth/year)
PCT/US0L/13804 11 Jure 2003 {11.05.2001) 15 June 2000 (15.06.2000)
Applicant

to all the elacted Offices.

4, REMINDER

PCT Applicant’s Guide.

1. mwhwmuumwwmnhmmmmmu
international preliminary examination report and its amnexes, if any, established on the inwermations! application.

2. A copy of the rport and its annexes, if any, is being tranamitted to the Internstional Bureat for communication

3 Whnranqdudbyanwofhnhcndoﬁhu.dnlﬁuuﬂmﬂ!umuudﬂmuﬂnglhhnnﬂiﬂmufh
report (but not of any snnexes) and will tmasmit such translation to those Offices.

The applicant must eater the national phase before each elecind Offics by pecforming cortain acty (filing
translations and paying pational fees) within 30 months from the priority date (or latar in some Offices){Article
ml)mmmmmwmmmmm&mmmmmwp.

Where » translation of the international application must be fumished 10 an elected Office, that translation must
contain a translation of any annexes to the intsrational proliminary examination regort, It is the applicant’s
mumuwnmmmmummwamlyumduuommm

Fnrmrﬂnrdeuﬂlunlhumﬂuhhmlhlnldnqulmoflbdwomm see Volume [ of the

Name and mailing sddress of the IPEA/US
Mail Stop PCT. Awn: [PEA/US
Commissloner for Petants
P.O. Bax 1430

Alszzndria, Virginia 22313-1450
Facsimile No. (703)303-3230

. /@&wéoﬁ;

Telephone'No. 703-308-0196

Forma PCT/IPEA/416 (July 1992)
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PATENT COOPERATION TREATY

PCT

INTERNATIONAL PRELIMINARY EXAMINATION REPORT

(PCT Article 36 and Rule 70)
Applicacs’s or agent’s T referencs See Notification of Tranwmital of Iuternationsl
1137 FOR FURTHER ACTION b iyirmry Examination Report (Form PCT/IPEA/416)
Tsermasional spyTication No. Tramoations] g dam Mayimordh/yes) ity tain gy Amontiyess)
PCT/USO1/15804 11 Jueos 2001 (11.06.2001) LS June 2000 (15.06.2000)

Intarmational Patert Classification (IFC) or natiom! classification el IPC

: CIZP 21A0; CIZN 15/00 and US CI.: 435/68.1, 85.1, 89.5, 70.1; 5304412

Applicans
SMITHLINE BEECHAM CORFORATION

r—*—_—_—-_———_—_—_—_——————_—
1. This mtervational preliminary examination report has been prypared by this International Preliminary
Baamining Authority and is transmitiad to the applicant sccording o Article 36.

2 TmlmnTmnMoflloﬂofmm.hﬂMﬁlmm.

[ This report is also accompanied by ANNEXES, i.o., sheets of the description, claims and/or drawings
which have boent emended mnd are the basis for this report and/or sheets containing rectifications made
before this Autharity (see Ruls 70.16 and Section 607 of the Administrative Inatructions under the PCT),

Thanmnilohmlof¢.m.

3. This report contains indications relating to the following ltems:

1 DX Basis of the report

o [ priety

m [] Nooestablishment of report with regard to novelty, iventive step snd inchustris] applicabllity
v [X Lack of wity of invention

v 0 Ressoued statemons uder Articlo 35(2) with regard o novelty, inventive step or industrial
appllcability: citations and expixnations supparting such statement

Vi [T} Cortain documenta cized

VI [] Geronin defects in tie incernadonal sppiication

VI [ ] Certtin observations on the intematicnal spplication

Date of submission of the demand Dute of complation of this repart

20 December 2001 (20.12.2001) 04 Novenber 2003 (04. | 1.2003)

Nume aod mailing sddress of the IPEA/US . oy
Mail Siop PCT, Auts: IPEA/US WJD M
Commixioner for Pateals :
T T oy

Fecsbmlls Ne. (703305 3230 Telophona No. 703-308-0196

Farm FCT/IPEA/409 (cover abheet)(uly 1998)



Inserpational application No.
INTERNATIONAL PRELIMINARY EXAMINATION REFORT PCT/USOL/ 18004

I. Bagls of the report

1. With regard to the elements of the international applicston:*
the internationa! application as originally filed.
the deacription:
pages 1-18 as origmally Gled
pagey NONE | flled with (he demand
puu_rg&__ filed with the letter of

Q the claims:
pages 192 , &8 originally filed
pages NONE __, as amendded (together with any statement) under Articls 19
pagra NONE =~ , filod with the demand
pages NONE . filad with the letter of
E the drawings
pages 1-31 , & originally filad
pages NONE __ , filed with the demand
pages NONE , fllad with the lesar of
E the sequence listing part of the description:
pages }-10 , A8 originatly filed
pagea NONE |, filed with the demand
pages NONE . filod with the latter of

2. With regard to the language, lﬂﬂnd&mﬂnmrhdnbwmunﬂlﬂewﬂnuhdbhlAuﬁmlymh
language in which (he intemational application was filed, unless otherwise indicated under this item.
These clements were available or fnished to this Authorily in the following Isnguage which is:
[ the language of s translation furnished for the purposes of intermational earch (urdder Rule23. 1(b)).
[] the Lamguags of publication of the iniernationa} spplication (under Ruds 48.3(5)).

D tha languags of the transiation firnighad for the purpases of international preliminary examination(under Rules
55.2 and/or 55.3).

3. With regand to any nucleotide and/or amine acld sequence disclosed in the international applization, the
international preliminary exsmimation was carried ot on the baxis of the soquence listing:

B contaired in the international spptication in printed fonn,

D4 fited cogothar wich the intermational spplication in computer readsbla form.

[] fornished subsequestly to this Authority in written form,

D furnished subsequently to this Authority in computer readabls form.

[] The statement thar the subsequently furnished written soquence listing does not g0 beyond the disclosure in the
intemational spplicstion a filed has been famished. ...L

[ The satecnent thar he information recorded in computer readable form is kdentical t0 the writtes sequence listi
has been furnished.

4. D The amendments have resulted in the cancellation ofi

[7]  the deseripion, pages NONE
the claima, Nos. NONE
the drawings, sheets/fig NONE
5. [ i report bas been established as if (vame of) the amendmenss bad not been made, sincs tey have been cansidered t go
Beyond the disciogurs ss filad, as indicaiad bn the Supplemeaal Bax (Rule 70.2(¢3).*%
* Replocemant sheets which Aave baen Acrnizhed io the receiving Offce in rezponse 1 an imian wader Article 14 are rferrad i in

this repart & "originally flied ™ and are not annexed to this report since they do not contain amendmenn (ules 7.16 and 7.17).
% Any replacement shast cortaining such amendmmts must be referrad io undar item | and annexed 1o this repon.

Form PCT/IPEA/409 (Box 1) (July 1998)



Intsrmariog) spplication No.

INTERNATIONAL PRELIMINARY EXAMINATION REFORT PCT/USOL/18304 .

IV. Lack of unity of invention

1. In roeponss to the invitation to restrict or pay additional foes the applicant has:
restrictod the claims.
[] paid saditioval foes.
[C]  peid acditional fees unser protest.
[[] ssither restricted nor paid additional foce.

2. [[] This Autawity found that the requirement of unity of inventinn is not coxnplied with and chows, accarding to
Rule 61.1, not to invite the applicant to restrict or pay additional fees.

). This Authority considars that the requirement of unity of invention 1s accordince with Rules 13.1, 13.2 and 13.3 is

Dd  complie wit,
< ot complied with for the Bllowing ressons:

Ploase Seo Conttrsstion Sheet

4. Consequently, the following parts of the intemational application were the subject of international preliminary
examination in establishing this report:

(] ot pern.

B4 e pars retating o clatms New. 1

Form PCT/IPEA/AD9 (Box [V) (Tuly1958)



1

INTERNATIONAL PRELIMINARY EXAMINATION REFORT | FCT/USOU/18804

Y. Ressoned statement under Rule 66.2(2)QD) with regard to novelty, lnventive step or Indusirial applicahility;
mﬂ:ﬂ-ﬁummm

1. STATEMENT
Novelty () Claima NONE YHS
Claimg | i NO
Inventive Step (IS) Claims NONE YES
Clabns ) NO
Industrial Applicahility (IA) Clainm | YES
Claims NONE NO

2, CITATIONS AND EXPLANATIONS

Clxim ] lacks novelty under PCT Article 33(2) as being anticipatad by Fasasy st al. (Bur. J. Blochem., Aprll 1958, 253(1): 76-83.
Faamy diselopes & mwthod for producing an aetive polypepiide of IL- if from it preassor palypeptide by contacting caspess 4 (T20),
whereln onc of the cleavage aites of the [L-1f precurr eomprises FEAD (the abstract, page 80, the last paragmph of the righs
cohmm). Purther, Fammy enches purified active 1L.-18 polypeptide by SDS-PAGE (Flg. 6, and to first pamgraph of the right
cohwrm). Thus, the reference axticipates clsim 1.

Applicants response to the Writen Opinien flled on 16 My 2003 is scknowiedged. Applicants do not agres with the Examiner‘s
obecrvation coneerning the lack of novelty for claim 1, but prefier i deal with thoes issaes during the national phese of the
examipation. As nuch. no respomse would be needed in the presuet repare.

Form PCT/IPEA/409 (Box V) Quly 1998)



Imermtional epplication No.
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[ Swpplemental Box
(Ta be used when Lhe space in anty of the preceding boxes is not mufficient)

IV. 3, This Authority considers that the requirement of unity of invention is accordance with Rules 13.1, 132 and
13.3 Is nat complied with for the following reasons:

Tids spplication camains the fnllowing inventions or groups of inventions which &re not 8o loited a1 to form & Kingle general inventive
contopt under PCT Rule 13.1. In order for all inventions to be seerched, the approprizts additiorn] search foes must be pald.
Group I, claim(s) 1, drawn to a methad for producing an active polypeptide from a precursor polypeptide
using caspase 4.

Group 0, claim(s) 2, drawn to a method for producing an active polypeptide from a precursor polypeptide
using caspase 5.

Group I, claim(s) 3, drawn to a method for producing an active [L-18 from a precursor [L-18 other than the
human precursor IL-18 using caspase 4.

Group [V, claim(s) 4, drawn to a method for producing an active IL-18 from & precursor IL~18 other than the
humsn precursor IL- 18 using caspase 5.

Group V, claim(s) 3, 3, 7, and 9, drawn to a method for producing an active human [L-18 from a human
precursor IL-18 using caspase 4.

Group VI, claim(s) 4, 6, 8, and 10, drawn to a method for producing an active human IL-18 from a human
precursor IL-18 using caspase 5.

Group VI, claim(s) 1}, drawn to a method for producing an active polypeptide from a precursor polypeptide
by co-expressing caspase 4 with the precursor polypeptide.

Group VIII, claim(s} 12, drawn to & method for producing an active polypepuide from a precursor polypeptide
by co-expressing caspase 5 with the precursor polypeptide.

Group 1X, claim(s) 14, 17, 20, and 23, drawn 10 a methed for producing an active IL-18 from a precursor
polypeptide by co-cxpressing caspase 4 with the precursor I1-18.

Group X, claim(s) 15, 18, 21, and 24, drawn w a method for producing an active IL-18 from a precursor
polypeptide by co-expressing caspase 5 with the precursor IL-18.

Group X1, claim(s) 13, 16, 19, and 22, drawn 0 & method for producing an active IL-18 from & precursor
polypeptide by co-expressing ubiquitinase with 2 ubiquitin/[L-18 fusion.
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Box
(To be used when the space in any of the preceding boxes is not sufficient)

The invertions listed aa Grougss 1-XI do not relaie to & single general inventive contept under PCT Rule 13.1 becmiwo, under PCT
Rule [3.1, they lack the sams or corvesponding specia? technical featurew for the following reasons:

Group 1 is directed 10 a method for producing an active polypeptide from a precursor polypeptide of any kind
using caspase 4. It is apparenu that Fassy et al. (Eur. ). Biochem,, 253(1): 76-83, 1998} discioses a method
for producing IFN-1§ from pro-interizukin-1 § using caspase 4 or caspase 5, which renders claims 1 and 2,
among the other, not novel, Thus the-technical feature of the claimed method is not special and the groups
are not 50 linked under PCT Rule 13.1. Further, the methods of other groups do not correspond to the main
invention, as they use different caspases (caspase 4 Vs. caspase 5), or different substrates (any protwin vs. [L-
18, or human IL-18), or involve different method approaches/ steps (using enzyme directly vs. co-
expression), which are not coextensive, and do not share the same technical feature within the meaning of
PCT Rule 13.2 and thus do not relate to a single invention concept within the meaning of PCT Rule 13.1.
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2do. EXAMEN DE FORMA PATENTE DE INVENCION
PCT

Radicacién no 02-113247

Concepto Técnico no 87
Clasificacién intemaclonal de Patentes: C12N15/10

Practicado el examen de acuerdo a lo establecido en el Art. 38 de la Decisidn
486 se determind que esta solicitud de Patente de Invencion:

SI[A
SI g
Sl K]
SIf ]

Sl bl
SIT 1]

NO [ ]Contlene un resumen de la Invencién (Art.26-e).
NO{ ]Contisne el titulo 0 nombre de la iInvencién (Art.27-d).
NO[ ]Contiene la descripcién da la invencidn (Art.26-b).

NO|[ JNO ES APLICABLE [X] Contiene los dibujos necesarios para
comprender la Invencion (Art.26-d)

NO[ ]Contiene una o m4s relvindicaciones. (Art.26-c).

NO[ INO ES APLICABLE [X] Han sido desarroliados los productos
y/o procedimientos a partir de recursoa genéticos 0 de sus
producios derivados de los que cualqulera de los Paises
Miembros es pals de origen. (Art. 26- h).

NO[ INO ES APLICABLE [¥]Los productos y/o procedimientos han
sido obtenidos o desarroflados a partir de los conocimientos
tradicionales de las comunidades indigenas, afro americanas, o
locales de los paises miembros, de acuerdo a lo establecido en
la Decision 391 y sus modificaciones y reglamentaciones
vigentes.(Art.26-).

SI[ ] NO[X] La Invencidn se reflere a un producto relativo & un material

biokigico. (Art.26-).

SIX] NO[ ] NO ES APLICABLE [ ]La prioridad coincide con la materia
relvindicada.

SIDJ NO[] CUMPLE LOS REQUISITOS TECNICOS

EXAMINADOR TECNICO

202057

Bogots D. C., Enero 29 de 2004
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/
Folio
2020 (94
Bogota DC

Doctor{a)

GERMAN CASTILLO GRAU
Apoderado(a)

SMITHKLINE BEECHAM CORPORATION

REFERENCIA: Radicacion No. 02- 113247
Solicitud Intemnacional PCT/AUS2001/018804
Fecha Iniclo fase naclonal 15/01/2003

Tramite o011
Evento 370
Actuacién 416
Oficlo No. 76

Folios 001

Tenlendo 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 la
Decisidn 486 de la Comision de la Comunidad Andina, el Tratado de Cooperacién en
Materla de Patentes (PCT), el Reglamento y la Circular Unica de la Superintendencia de
Industiria y Comerclo, se envia el exiracto de la solicitud a la Oficina de Comunicacliones
para efecto de su publicacién en la Gaceta de Propledad Industrial.

DacsenBogota DG, 3 0 ENE 2004

202067



