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A.

CLASSIFICATION OF SUBJECT MATTER

AGIK 9/50(2006.01)i; A61K 9/16(2006.01)i; A61K 38/28(2006.01)i; A61IK 47/02(2006.01)i; A61K 47/04(2006.01)i;

AGIK 47/10(2017.01)i; A61K 47/12(2006.01)i; A61K 47/18(2017.01)i; A61K 47/20(2006.01)i; A61K 47/22(2006.01)i;

AGIK 47/26(2006.01)i; A61K 47/28(2006.01)i; A61K 47/32(2006.01)i; A61K 47/36(2006.01)i; A61K 47/38(2006.01)i;

AGIK 47/40(2006.01)i; A61K 47/42(2017.01)i; A61P 3/10(2006.01)i

FI.  A61K9/50; A61K9/16; A61K38/28; A61K47/02; A61K47/04; A61K47/10; A61K47/12; A61KA47/18; A61K47/20;
A61K47/22; A61K47/26; A61K47/28; A61K47/32; A61K47/36; A61K47/38; A61K47/40; A61K47/42; A61P3/10

According to International Patent Classification (IPC) or to both national classification and IPC

B.

FIELDS SEARCHED

Minimum documentation searched (classification system followed by classification symbols)

A61K9/50; A61K9/16; A61K38/28; A61K47/02; A61K47/04; A61K47/10; A61K47/12; A61K47/18; A61K47/20;
A61K47/22; A61K47/26; A61K47/28; A61K47/32; A61K47/36; A61K47/38; A61K47/40; A61K47/42; A61P3/10

Documentation searched other than minimum documentation to the extent that such documents are included in the fields searched

Published examined utility model applications of Japan 1922-1996
Published unexamined utility model applications of Japan 1971-2024
Registered utility model specifications of Japan 1996-2024
Published registered utility model applications of Japan 1994-2024

Electronic data base consulted during the international search (name of data base and, where practicable, search terms used)

JSTPlus/IMEDPIus/JST7580 (JDreamlIl); CAplus/MEDLINE/EMBASE/BIOSIS (STN)

C. DOCUMENTS CONSIDERED TO BE RELEVANT
Category™ Citation of document, with indication, where appropriate, of the relevant passages Relevant to claim No.

X JP 2005-531487 A (ISIS PHARMACEUTICALS INC.) 20 October 2005 (2005-10-20) 1-8, 16-23
claims, paragraphs [0013], [0029]-[0030], [0035]-[0038], examples

Y JP 2015-512374 A (NOVO NORDISK AS) 27 April 2015 (2015-04-27) 1-8, 16-23
claims, paragraph [0018], examples

Y JP 2005-505533 A (ISIS PHARMACEUTICALS INC.) 24 February 2005 (2005-02-24) 1,3-5,7-8, 16-
claims, examples 17, 19-21, 23

2,6,18,22
Y JP 2019-182856 A (SANSHO PHARMA) 24 October 2019 (2019-10-24) 1-8, 16-23

claims, examples, fig. 1-4

Further documents are listed in the continuation of Box C. See patent family annex.

*  Special categories of cited documents: “T” later document published after the international filing date or priority
“A” document defining the general state of the art which is not considered date and not in conflict with the application but cited to understand the
to be of particular relevance principle or theory underlying the invention
“D” document cited by the applicant in the international application “X” document of particular relevance; the claimed invention cannot be
“g» earlier application or patent but published on or after the international considered novel or cannot be considered to involve an inventive step
filing date when the document is taken alone
«L» document which may throw doubts on priority claim(s) or which is “Y” document of particular relevance; the claimed invention cannot be
cited to establish the publication date of another citation or other considered to involve an inventive step when the document is
special reason (as specified) combined with one or more other such documents, such combination
“0” document referring to an oral disclosure, use, exhibition or other being obvious to a person skilled in the art
means “&” document member of the same patent family
«p>” document published prior to the international filing date but later than
the priority date claimed
Date of the actual completion of the international search Date of mailing of the international search report
17 October 2024 29 October 2024
Name and mailing address of the [SA/JP Authorized officer

Japan Patent Office (ISA/JP)
3-4-3 Kasumigaseki, Chiyoda-ku, Tokyo 100-8915
Japan

Telephone No.
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C. DOCUMENTS CONSIDERED TO BE RELEVANT
Category™ Citation of document, with indication, where appropriate, of the relevant passages Relevant to claim No.

Y WO 2023/068289 A1 (SANSHO PHARMA) 27 April 2023 (2023-04-27) 1-8, 16-23
claims, paragraphs [0051]-[0057]

Y JP 2005-060309 A (TOWA YAKUHIN KK) 10 March 2005 (2005-03-10) 1-8, 16-23
claims, examples

Y JP 2020-070287 A (TEVA TAKEDA PHARMA LTD.) 07 May 2020 (2020-05-07) 1-8, 16-23
claims

X & ORFE N, 2= — TERBERBITEER L2 A2 200 2RO A BRI 1-8, 16-23

VBFEHE & L CoTaaitEatl, HARSRAIY 2 FaEEE 54, 38, 08 May 2023, p. 132,
1-5-10, lines 1-14
(MORI, Misato et al., Evaluation of the efficacy of an oral insulin formulation for the
treatment of diabetes using the UniORV technology, abstracts of the annual meeting of
The Academy of Pharmaceutical Science and Technology, Japan)

A T E, == — TEE AR T35 o EE, Pharm Tech Japan, vol. 39, no. 4, 01 1-8, 16-23
April 2023, pp. 691-695 (HIRASAWA, Wataru, Prospects for the UniORV pharmaceutical
production plant)
fig. 1
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Box No. III Observations where unity of invention is lacking (Continuation of item 3 of first sheet)

This International Searching Authority found multiple inventions in this international application, as follows:

The present international application does not comply with the requirement of unity of invention (Enforcement Rule
13 (PCT Rules 13.1, 13.2 and 13.3)) for the following reasons.
(Invention group 1)

The invention including "a pharmaceutical composition comprising second granules, which comprise an
absorption promoter, and medicinal component-containing granules, which comprise core particles B comprising a
medicinal component, and coating particle layers B coating the core particles B," in claims 1-4,

the invention including "a combined agent comprising second granules, which comprise an absorption promoter,
and medicinal component-containing granules, which comprise core particles B comprising a medicinal component,
and coating particle layers B coating the core particles B" in claims 5-8,

the invention including "a pharmaceutical composition comprising absorption promoting granules, which are set
forth in any one of claims 9-15, and first granules, which comprise a medicinal component,” in claims 16-19,

and the invention including "a combined agent comprising absorption promoting granules, which are set forth in
any one of claims 9-15, and first granules, which comprise a medicinal component,” in claims 20-23.

(Invention group 2)

The invention including "absorption promoting granules comprising core particles A, which comprise an
absorption promoter, and coating particle layers A coating the core particles A" in claims 9-15 and 24.

Claims 1-24 share a common technical feature of "granules" "comprising an absorption promoter.”

However, since granules comprising an absorption promoter are publicly known as shown in documents A-C
below, said technical feature cannot be said to be a special technical feature that makes a contribution over the prior
art.

Accordingly, of the inventions of "granules comprising an absorption promoter,” the invention in claims 1-8
and 16-23, which share the common technical feature of "a pharmaceutical composition comprising absorption
promoting granules and medicinal component-containing granules," are classified as the invention that is initially set
forth (invention group 1).

The invention in claims 9-15 and 24, which do not have the technical feature of invention group 1, are classified
as the aforementioned invention group 2.

Document A: JP 2005-531487 A (ISIS PHARMACEUTICALS INC.) 20 October 2005 (2005-10-20), claims,
paragraphs [0013], [0029]-[0030], [0035]-[0038], examples

Document B: JP 2015-512374 A (NOVO NORDISK AS) 27 April 2015 (2015-04-27) , claims, examples
Document C: JP 2005-505533 A (ISIS PHARMACEUTICALS INC.) 24 February 2005 (2005-02-24) , claims,
examples

1. D As all required additional search fees were timely paid by the applicant, this international search report covers all searchable
claims.

2. D As all searchable claims could be searched without effort justifying additional fees, this Authority did not invite payment
of additional fees.

3. D As only some of the required additional search fees were timely paid by the applicant, this international search report covers
only those claims for which fees were paid, specifically claims Nos.:

4. No required additional search fees were timely paid by the applicant. Consequently, this international search report is
restricted to the invention first mentioned in the claims; it is covered by claims Nos.: The invention including "a
pharmaceutical composition comprising second granules, which comprise an absorption promeoter, and medicinal
component-containing granules, which comprise core particles B comprising a medicinal component, and coating
particle layers B coating the core particles B," in claims 1-4, the invention including ''a combined agent comprising

second granules, which comprise an absorption promoter, and medicinal component-containing granules, which
comprise core particles B comprising a medicinal component, and coating particle layers B coating the core particles
B," in claims 5-8, the invention including ''a pharmaceutical composition comprising absorption promoting granules,
which are set forth in any one of claims 9-15, and first granules, which comprise a medicinal component," in claims

Form PCT/ISA/210 (continuation of first sheet) (July 2022)
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Box No. III Observations where unity of invention is lacking (Continuation of item 3 of first sheet)

16-19, and the invention including "'a combined agent comprising absorption promoting granules, which are set forth
in any one of claims 9-15, and first granules, which comprise a medicinal component," in claims 20-23.

Remark on Protest D The additional search fees were accompanied by the applicant’s protest and, where applicable, the
payment of a protest fee.

D The additional search fees were accompanied by the applicant’s protest but the applicable protest fee
was not paid within the time limit specified in the invitation.

D No protest accompanied the payment of additional search fees.

Form PCT/ISA/210 (continuation of first sheet) (July 2022)
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Patent document Publication date Patent family member(s) Publication date
cited in search report (day/month/year) Y (day/month/year)
JP 2005-531487 A 20 October 2005 us 2003/0083286 Al
claims, paragraphs [0016],
[0032]-[0033], [0039]-[0042],
examples
WO 2003/018134 A2
CA 2458443 Al
JP 2015-512374 A 27 April 2015 us 2015/0072926 Al
claims, paragraph [0016],
examples
WO 2013/139694 Al
CN 104203266 A
KR 10-2014-0138873 A
JP 2005-505533 A 24 February 2005 us 2003/012419 Al
claims, examples
WO 2003/017940 A2
CA 2458442 Al
JP 2019-182856 A 24 October 2019 us 2021/0161820 Al
claims, examples, fig. 1-4
WO 2019/198612 Al
WO 2023/068289 Al 27 April 2023 (Family: none)
JP 2005-060309 A 10 March 2005 (Family: none)
JP 2020-070287 A 07 May 2020 (Family: none)
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