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INTERNATIONAL SEARCH REPORT Internat
PCT/5B 03/00969

A. CLASSIFICATION OF SUBJECT MATTER
IPC 7 AslK9/14 AGIK9/16

AB1K31/7048 A61K31/167

A61K9/46 A61J1/03 A61J7/00

According to International Patent Glassliication {IPC) or to both national clasglficalion and IPG

B. FIELDS SEARCHED

Minimum documentation searched ({classification system followed by classification symbaols)

IrC 7 ABIK

Documsentation ssarched other than minirmum docur 1o lhe exient that such documents are included in the fields searched

Elactronic data base consultad during the inlernational search (name of data base and, where praclical, search tarme usad)

EPO~Internal, WPI Data, PAJ, EMBASE, BIOSIS, FSTA

€. DOCUMENTS CONSIDERED TO BE RELEVANT

Category ° | Gltation of doeument, with indication, where appropriate, of ihe relevant passages Relevant to clalm No.

X US 2001/020147 Al (TOBYN MICHAEL ET AL) 1-80
6 September 2001 (2001-09-086)
cited in the application

page 2, paragraphs 15-28

page 3, paragraphs 35-40

page 4, paragraphs 43-48,53-55
page 6-9; claims 1-91

X US 5 607 697 A (SANFTLEREN RONALD A ET 1-80

AL) 4 March 1997 (1997-03-04)

column 1, Tine 49 —column 2, line 12

column 2, 1ipe 51 —column 4, line 67

colum &, Tine 12 —column 10, 1ine 13
claims 1-11; examples 1,2,6

—f—

Further documents are listed in iha continuation of box G, Patent farily members are listed in annex.

° Special categories of cited documents:
i gores o "T" later document published efter the international fiting date
or priority date and net in conflict witk the applicalion but

*A* document defining the general state of the art which is not
considared to be of patticular relevance

*E' earlfer document bul published on or after the Inlernational
filing date

"L document which may throw doubls on prionity ciaim{s) or
which is cited to establish the publicatien date of another
citation or ather special reason {as specified)

"' docnmen) referring to an oral disclosure, use, axhibition or
other means

P dosument published prior to the international filing date but
laterthan the protity dale claimed

clted to undarstand the principte o theory underlying the
invention

"X* document of particular relevancs; the claimed invenlion
cannol be considered novel or cannet be sonsidered to
involve an inventive step when ihe document is taken alone

“¥* document of padicular ralevance,; the claimed invention
cannot be considered te volve an inventive step when the
document is combined wilh one or more sther such docu—
:'nants, such combinatinn beirg cbvious to a person sldlled
n the art.

*&" documeant member of the same palenl famiiy

Date of the actual complstion of the internatienal search Date of mailing of ihe international search repont
17 June 2003 25/06/2003
Nams and malling address of fhe ISA Authorized officsr
Eurcpean Patent Office, P.B. 5818 Patentlaan 2
ML — 2230 HY Rijswik |
Tel. (+31-70) 340-2040, Tx. 31 651 eponl,
| Fax: (+31-70) 310-3016 Houyvet, C

Farm PCTASA/210 (soeond sheat) {July 1692)
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C.{Continuation} DOCUMENTS CONSIDERED TO BE RELEVANT

Category ®

Gitation of dogument, wilh indication,where appropfiata, of the ralevant passages

Relevant to claim Ne.

X

P, X

Us 3 887 700 A {(BONCEY GRAHAM ARTHUR ET
AL) 3 Juns 1975 (1975-06-03)

column 1, Tine 64 —column 2, line 54
column 3, Tine 31-36

column 4, Tline 3-15,26-31,53-66; examples
1-4

EP 0 966 952 A (CERESTAR HOLDING BV)
29 December 1999 (1999-12-29)

page 2, paragraphs 1-6,11

EP 0 727 146 B (CERESTAR HOLDING BV)
21 August 1996 (1996-08-21)

page 2, paragraphs 1,2,5,0

page 3, paragraph 18

EP 1 219 291 A (MCNEIL PPC INC)
3 July 2002 {2002-07-03)

page 2, paragraphs 1,5,6

page 3, paragraphs 12-1B

page 5, paragraphs 34,35

page &, paragraphs 40,41
claims 1-11; example Z

WO 03 020241 A (SIMPSON DAVID BRADLEY
BROOK ;TOBYN MICHAEL {GB); VECTURA LTD
(GB);) 13 March 2003 {2003-03-13)

page 1, paragraph 1

page 3, paragraph 11

page 4, paragraph 12 -page 12, paragraph
62

page 14, paragraph 76 -page 15, paragraph
79

page 19, paragraph 91

page 20, paragraph 96 —page 24, paragraph
113

page 27, paragraphs 122-124

page 29, paragraph 13131 —page 30,
paragraph 136

page 31, paragraph 140 -page 38, paragraph
156

example §

1-a0

1-80

1-80

1-80

1-80

Fom PGT/ISA/210 (comlinuation of second shest) {July 1592)
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Box | Observations where ¢erfain claims were found unsearchable {Continuation of item 1 of {irst sheet)

This International Saarch Report has not been established in respeet of certain claims under Ariicls 17(2)(a) for the followIng reascns:

1. Claims Nes.:

49-50, 61-70. . )
because they relate to subjéct matfer not réquired tc be searched by this Authority, namely:

Rule 39.1(iv) PCT - Method for treatment of the human or animal body by
therapy : presant ciaims 49-50, 61-70 are method of treatment where no diseasg
is defined.

2. [X] claims Nos: 1-25, 30-32, 34, 45, 51, 71-72, 79-80 (all in part)
baoause thay relate to parts of the International Application that do not camply with the preseribad requirements to such
an axtent that no meaningful Intarnational Search can be carried out, specifically:

see FURTHER INFORMATION sheet PCT/ISA/210

2, I:I Claima Nos.:

because they are dependent claims and are not drafted in accordance with the secend and third sentences of Rule 6.4(a).

Box il Observations where unity of invention is lacking (Continuation of item 2 of first sheet)

Thig International Searching Authority found muttiple invenions in this interational application, as follows:

1. l:l As all required additional search feas were tmely paid by the applizant, this internaticnal Search Report covers all
searchable claims.

2. D As all searchable claims could be searchad withaut affort justifying an additianal fae, this Authority did not invite payment
of any additional fee.

a I:I Ag only soma of the required additional search fees wers timely paid by the applicant, this internaticnal Search Report
covers only those claims for which fees were paid, specifically claims Nos.:

4. D Ne required addltional search feas were fimely pald by the applicant. Consequantly, this International Search Report is
restricted Yo the invention first mentlonad in the claims; it is covered by claims Nos.:

Remark on Protest D The additional search fees were accompanied by the applicant's protest.

D No protest accompanied the payment of additionaf search fees.
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FURTHER INFORMATION CONTINUED FROM  PCTASAS 210

Continuation of Box I.2

Claims Nos.: 1-25, 30-32, 34, 45, 51, 71-72, 79-80 (a1l in part)

Present claims 1-80 relate to an extremely large number of possible
formulations and drug delivery devices. In fact, the claims contain so
many aptions, variables and possibTe permutations that a lack of clarity
and/or conciseness within the meaning of Article 6 PCT arises to such an
extent as to render a meaningful search of the claims impossible.

Further, present claims 1-2, 11-13, 17, 34, 45, 51 and 71-72 relate to
drug formulations or drug delivery devices defined by reference to a
desirable characteristic or property and/or result to be achieved {(namely
: "... capable of dissolving or dispersing in a patient’s mouth within 30
or 15 seconds or 1 minute after administration..."; "...the excipient has
a negative heat of solution"; "...binder/excipient melts or softens
sufficiently to meli-coat ... at a temperature below the melting-point or
decomposition temperature ..."; "...drug can not be delivered inte the
Tower Tung of a human patient™ and "for gastrointestinal deposition™).
These c¢laims are therefore unclear (Article 6 PCT). Morsover, they cover
all drug formulations and drug delivery devices having these
characteristics or properties, whereas the application provides support
within the meaning of Articie 6 PCT and/or disclosure within the meaning
of Article 5 PCT for only a very limited number of such formulations and
devices.

Consequently, the search has been carried out for those parts of the
claims which appear to be clear, supported and disclosed, namely those
parts relating to claims 26-29, 33, 3b-44, 46-48, 52-60 and 73-78 and the
examples.

Finally, in view of the targe number and also the wording of the claims
presently on file, it renders difficult, if not impossible, to determine
the matter for which protection is sought (see also Rule 6.1(a) PCT).

The applicant’s attention is drawn to the fact that claims, or parts of
claims, relating to ‘inventions in respect of which no international
search report has been established need not be the subject of an
Tnternational preliminary examination (Rule 66.1(e) PCT). The applicant
is advised that the EPD policy when acting as an Internaticnal
Preliminary Examining Authority is normally not to carry out a
preliminary examination on matter which has not been searched. This is
the case irrespective of whether or not the claims are amended following
receipt of the search report or during any Chapter II procedure.
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CA 2401288 Al 07-09-2001
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WO 0164182 A2 07-09-2001
NO 20024072 A 25-10--2002

Us 5607697 A 04-05-1997  NONE

Us 3887700 A 03~-06-1976 AT 302533 B 2b-10-1972
BE 759520 Al 30-04-1971
CA 948108 Al 28-05-1974
DE 2058434 Al 03-06-1971
DK 130453 B 24-02-1975
ES 385974 Al 01-05-1973
FR 2073431 Ab 01-10-1971
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us 6143345 A 07-11-2000
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