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. PATENT COOPERATION TREA

From the
INTERNATIONAL PRELIMINARY EXAMINING AUTHORITY
To:

RICHARD 8. BARTH

FRISHAUF, HOLTZ, GOODMAN, LANGER &
CHICK, P.C.

767 THIRD AVENUE

NEW YORK, NY 10017-2023

2
V4> 3

APR 14 2233

PCT ... I

NOTIFICATION OF TRANSMITLAL OF '

EXAMINATION REPORT

(PCT Rule 71.1)

aomnireyy L0 APR 253

Applicant’s or qn:'sﬁ; roferencs

P IMPORTANT NOTIFICATION
Internasional application No. Internatioral filing date fkay/month/pear) | Pricrity duis (day/montA/year)
PCT/US01/05664 26 March 2004 (26.03.2001) 03 April 2000 (03.04.2000)
Applicant

. .| 3ANKYQ COMPANY, LIMITED

to all the elecred Offices.

4, REMINDER

PCT Applicant’s Gulde.

1. The applicent is hereby notified that this Internationsl Preliminary Examining Authority transmits berewith the
* international preliminary examination report and its ammexea, if any, established on the international application.

2 Amdhmdhm.ifq,ﬁmmnhhwnmhm

3. Whore required by mmy of the electsd Offices, the International Buresu will prepars an English translstion of the
report (at not of any xonextes) snd will transmit such transiation to those Offices.

\
The applicant musst enter the national phass befire sach elected Office by performing cartain acts (filing
transiations and paying national fees) within 30 months from the priority date (or Inter in some Offices)(Asticle
39(1))(see also the reminder seat by the Internationel Bursau with Form PCT/IB/301).

Where  tmnelation of the intasnaticns) spplication mnat be formished o an alacted Office, that trenslation wmst
cantsin a translation of sny antexes to the international preliminary exsmination report, It is the applicent’s
reaponsibility to prepare and fiomish such translation directly to each slected Office concarned.

For further details on the applicabls time lmits and requirements of the elacted Offices, seo Volums II of the

Name snd maliing address of the IPEA/US
Commlssloner of Puzat aed Tendemarks

B FCT
Wabhixgan, D.C. 2011

Facsimile No. (703)305-3230

Telephone No. ) 308-0196

Anthorized ¢

David 1. Steadman

Form PCT/IPEA/416 (Taly 1993)

gl A WP AT

J,




- . PATENT COOPERATION TREATY

PCT | Z

INTERNATIONAL PRELIMINARY EXAMINATION REPORT
(PCT Article 36 and Rule 70)

Applicant’s or sgenr's fila reference

RTHER ACTION 3¢ Notification of Treommisal of Eseenatioosl
| OIRIPCT/HG FOR FU Preliminery Examimation Report (Focm FCT/IPEA/416)
Inenromticnel appiication No. Ioseerational fling du (dayimontvyear) Prioeity dae (dayAnonth/yeqr)
PCT/USOL/09664 26 March 2001 (26,03.2001) 03 April 2000 (03.04.2000)

Interpational Patert Classification (IPC) or national classification and IPC

IPC(7): COTH 21/04; C12N 9/12, 15/63, 3/00, /04, 5/06, 1/20, 1/16; C12P 21/06; C12Q L/48; GOLN 33/53; ASIK and US Q.
336/23.2; 435/194, 320.1, 329, 419, 2529, 254.11, 8.1, 13, 7.1, & QULS, 139.1; S14/44

Applicant

SANKYO COMPANY, LIMITED ‘
w
1. This internarional preliminary examination report has been prepared by this International Preliminary

. Bxamining Authority and is transmitted to the applicant according to Articls 36.

2. mmﬂmﬁmohmlofzm.mtﬁlmm

[] ‘his regrart is also accompanied by ANNEXES, L., sheets of the description, claims and/or drawings
which have been amended and are the basls for this report and/or sheets containing rectificarions made
before this Authority (seo Rule 70.16 and Section 607 of the Administrarive Enstroctives under ths PCT).

These snmoes consigt of 2 total of __ sheets,

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

1 [X] Basis of the report
O [ priodty
M [] Noo-estabitshment of report with regard to navelty, iventive step and industrial spplicabilicy
v X Lack of unity of ivention
v [X] Ressoned sasement eder Articls 35¢2) with regard t novelty, inventive step or industrial
spplicability; citations and explanations supporting soch statement
VI [J Certain documents cited
VI [ Cortain defects in the international applicatinn
vit [X] Cerain observations on the international spplication

——

Duts of submission of the demand - Das of completion of this report
27 Angast 2001 (27.08.2001) - 23 MARCH 2003 n
Name and mafilag address of the [PEA/US Authorizad officer
Commimicoer of Ptaxts sl Trademarin
Bax FCT DavidJ, Steadmen
Waskingia, 0.C, 2021
Pacsimile No. (703)305-3230 Telephone No. (703) 308-0196
Farm PCT/IPBA/409 (cover sheet){Jly 1998) V
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] i . * [ Toternitionai epplication No.
INTERNATIONAL PRELIMINARY EXAMINATION REPORT PCT/USOLI09664 'Z_SS/

L. Bash of the report

1. With regard o the elements of the intermational spplicsrion: *
X the international spplicarion as originally fited.

DXl e descripton:
pages 1-48 as originally Rled
pages NONE . filed with the demand
pages NONE , filed with che [etter of
DX e claime:
pages74-80 . s originally filed
pages NONE . A8 amercied (together with any stateenent) under Article 19
pages NONE , filed with the desand
pages NONE , filed with the latter of
X te drawings
pages 1-1) , aa originally filed
- pagts NONE , filed with the demand
pages NONE , filed with ths lester of
the sequencs listing part of the description:
pagea 45-T1 , &8 originally filed
pages NONB , Hled with the letiar of . i

2. 'With regand to the langusge, all the elements marked above were available or furnished 1o this Authority in the
language in which the international gpplication was filed, unless otherwiso indicated under this item.

Theso elements were available or famished 1o this Authority in the following langoags which is:

[] the language of a transiation farnished for the prrposes of international search (under Rule23.1(b)).

[] the nguags of publication of the international application (ander Ruls 48.3(1).

hhwdhmhﬂmhﬂlhdhhmofwmwm
55.2 and/or 55.3). :

3. With regard t0 any sncleotide and/or smino acid sequence disclosed in the intermatioosl spplication, the
international preliminary examination was carried out on the basis of the sequence lsting:

(X coneained in the international application in printed form.

D4 164 wgether with the inmemarional application fn compater readsbis form.
firnished gibeequently to this Auhority in written form,

[ fomished subsoquently to this Auhority in compuser readabls foem.

D The statiment that the subsequently formished written saquence listing does not go beyond the disclosure in the
international spplication as filed has been furmished.

D The statement that ths information recordad in computer readabls form is identical to the written sequence Hstingt
bas been fornished.

4. [] The smendments havo resuited in the canceflation of

[]  the description, pages ___
the clatms, Nos. ____

the drawings, sheets/fig _____

5. D This report bes boen extablished as if (some of) the smendments bed not been mads, since they have boen cansldared to go
beyond the discicenrs as filed, as indicated in the Supplemental Box (Rule 70.2(c)).**
. w.mwammmmmmdmaﬂahmnmmmmunmna

this report ax “originally filed™ and are not annexed to this report since they do not contain amendmenty (Rules 70.16 and 70.17).
** Any replacement sheet containing such amendiments maat be referred 1o snder ltem 1 and amnexad to this report.

Form PCT/IFEA/400 (Bax 1) (uly 1998)

RO LA 5
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A . : * [ Tscrmationsl spplicarion No.
INTERNATIONAL PRELIMINARY EXAMINATION REPORT PCTIUSO -Zsc_l

IV. Lack of unity of invention

1. In responsa to the invitation to restrict or pxy additional fees the applicsnt has:
restricted the claims.

B4 paid stitional fies.
[[] peid sdditional foes nader protest.
(] neither restrictad nor paid additional fecs.

2. [] This Authority found that the requirement of wnity of invention is not complisd with and chose, accoding to
Rule 68. 1, not to invits the spplicant to restrict or pay additional foes,

3. This Amthority consklers that the requirement of tnity of invention is accordance with Roles 13.1, 13.2 and 133 Is

[ complied with.
[] ot complied with for the following reasons:

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

X e
D the parts relating to claims Nos. ____

Form PCT/IPEA/ACS (Box IV) (July1958)
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Internatonal spplication No.
PCT/USD1/09664

Mmﬂmmu&m

V. Reasoned statement under Rules 66.2{)(ll) with regard to noveity, inventive step or industrial applicahility;

1. STATEMENT
Nowilty (N) ' Claans 1-%0
Claims NONE
Inventive Step (IS) Claims 1-50
Claims NONE
Industrial ApplicablBty (IA) Claims 1-50
Claims NONB

8§ 8§ 384

2. CITATIONS AND EXPLANATIONS

Clakns 1-50 meet the criteria set out in PCT Article X3(2)-(4), beczuse the prior art does not tench or fairly suggest the sphingosine
kinme typs 2 (SPHK?) polypeptide of claims 1-28, 31-38, 45, and 46, agents that modulate SPHE2 of ciaims 29, 30, snd 47,
methods of trestment by adotinistaring an SPHIC antibody of claima 39-44, method for detacting SPHK2 of claim 48, and s kit for

demcting SPHK2 of daims 49 and 50.
—_—  NEWCITATIONS e
NONE
1'"
\ -
Form PCT/IPEA/409 (Box V) Quly 1998)
- et ants 3p !-'-’.“.'.h."-'..-f..-'r—.iv- [ . - o L
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VIIL Certaln observations on the International spplication

The following obsarvations on the clarity of the claims, description, sod drawings or on the qoestions whethar the claims
ars fully supported by the description, sre made:

Fleawe Ses Contirustion Sheet

S T g

.

Form PCT/IPEA/408 (Bax VIII) (loly 1998)
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Supplemsntal Box
(To be usd when the space in ay of the preceding boaes 1s not sufficiens)

Comtirnssion of Certain Docxznerss Clted

Form PCT/TPEA/409 (Cotimtion Sheet) (Tuly 199€)
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[ Supplenental Bax
(To be ased wisen the spacs in any of the preceding boxes 1s not sufficlns)
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VIIL The following observations o the clarity of the cluims, description, and drawings or oa the questions, aro
magde

Clabrs 17 and 11-30 are objectad 10 as lacking clarity tmder PCT Rule 66.2(a)(v) becmuse practics of the clabmed invention is oot
adequately described in writing, is required under PCT Rulo 5. 1(a)jii), for the reasons set forth in the following paragraph.

Clains 1-3 and 11-28 are drawn 1 mocieic acids encoding & sphingosine kinase type 2 (SPEIT) palypeptide, vectors compeising sld
mxclele acids, host cells coprising mid veetors, methods of prodosing polypeptides using ssid host calls, and methods of detecting an
agent or a drug that modulates SPHK2 sctivity. Claims 6, 7, 31-32, and 45-47 are drawt b SPHK2 palypeptides, conposition
campeising SPHE polypeptides, md methods of use thereof for regulating a hological procoss, treating s disease, and screening
agente. Claims 39-44 are drewn 0 msthods for treating 3 dissase uring an antibody o sn SPHEZ polypeptide, Clakn 48 is dmm 08
mathod af detecting sa SPHK?2 polypeptide meing an exibody. Clakn 49 is draven to & zasthod for detecting SPHEZ in a samplo by
PCR. Clalm 50 i drawm o & diagnostic kit fir detecting SPHE2 RNA or cDNA. The desexiption provides caly & singlo repressatative
species of a muring SPHK?, Lo, SEQ ID NO:12, encoded by SEQ ID NO:11. The description provides cnly a single represmtiiive
specias of & homan SPHED, Le., SEQ ID NO:14, ancoded by SEQ ID NO:13. No description hes been provided of ather SPHE2
palypeptides or encoding melale acids which would indicats that spplicants had possession of the datmed subject omter. No
description has been provided of sgenis that modolate SPHK2 activity which wonld tadicate spplicarss had possession of the clsimed
subject matter.

Clakra l-hnlll-sonolimdn-hnmﬂmmmms.u-xﬂbﬁnmnrhdﬁndhmﬂ:nhn
enabled as required under FCT Rule 5.1(a) for the reaxcns set forth in the following pargreph.

Claiow 1-7 and 11-50 while being enabiing for the polymcleotides of S5Q ID NO: 11, encoding SBQ ID NO: 14 and the

polynacieatide of SEQ ID NO: 13 encoding 2EQ ID NO: 14, does not reasonably epahle sll nucleic scids encoding manmmalien,
mmrige, or lxuren SPHK polypepides, polypepides encoded tharsby, sntibodies thevetn, and methods of use. Forthermore, the
demiption provides 0o esailement for en agent that modalates SPHK2 activity, The scope of the clabms is not commersuram with the
exahlamen provided by the disclosure with regard to the extremely large member of SPHK2 palypeptides and madnds of use thereaf,

o = Ll

Form PCT/IPEA/409 (Consimation Shoct) Quly 1998)
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Supplenstal
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Thus, qﬁhﬂhﬂpﬂnﬁpﬁnunﬂlnumdhhdﬂdmtlum
corralated with the scope of the claima.

Claims 1-3, 16, and 31 are cbjectsd 1o tnder PCT Rule 66.2(a)v) as Iacking claity under PCT Article 6 because clalons 1-3, 10, and
31 are Indefinite for the following reeson(s):

* clalms 1-3 are indefinite in the recintion of “memmalian sphingosios iivas™, “mouse sphingosine kinsss™ and “Tuxnen sphingosios
Jinmse”. The claimy are indefinite becsme, without idenifying chamcteristics, such ax an sming acid sequence, it bs unciesr as o low
one distinguishes the reciiod kinesss from other kinases.

# claim 10 i indefinite in the reciation of “Genbank Accession No, nkir325783" and "Gembenk Accession No. bankind25732",
QaBank Accossion Nuzibers cxu be modified and rovised. As such lentificalton of & DNA by reference 0 & Gualiank Acoosin
Nomber rendery the cisim indefinits.

¥ ciakm 31 is indafinits in the recitstion of “blological process®. 1 is anclesr from the claives and tw specification as 1o the scope of
biclogical processes thet aro meant to be inciuded in the elaim.

N ERre

Form PCT/IPEA/40 (Crathmadon Sheet) (Fly 1998)



