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PCT/SE2015/050651

A.  CLASSIFICATION OF SUBJECT MATTER

IPC: see extra sheet
According to International Patent Classification (IPC) or to both national classification and TPC
B. FIELDS SEARCHED

Minimum documentaticn searched (classification system followed by classification symbols)

IPC: AB1K, AB1P

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

SE, DK, FI, NO classes as above

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

EPO-Internal, PAJ, WPI data, BIOSIS, COMPENDEX, EMBASE, INSPEC, MEDLINE,
XPSPRNG

C. DOCUMENTS CONSIDERED TO BE RELEVANT

Category* Citaticn of document, with indication, where appropriate, of the relevant passages Relevant to claim No.

X Press release, Wednesday January 30, 2013; "Ny Klinisk 1-12, 14, 59-86
studie med Diamyds diabetesvaccin®, From Diamyd medical's
webpage, retrieved from internet 2014-12-02: <URL:

http://www.diamyd.com/docs/pressClip.aspx?section=investor
&CliplD=738265>; whole document

X Ludvigsson J., "Novel therapies in the managemant of type | 1-12, 14, 58-86
diabetes mellitus", Panminerva Medica, 2012, Vol. 54, No. 4,
pages 257-270; whole document

}Z{ Further docnmenis are listed in the continuation of Box C. & See patent family annex,

* Special categories of cited docwments: “T"  later document published after the international filing date or priority

«p”  document defining the general state of the art which is not considered date and not in conflict with the application but cited to understand
to be of particular relevance the principle or theory underlying the invention

“E” eaulier application or patent but published on or after the international “X™  document of particular relevance; the claimed invention cannot be
filing date considered novel or cannot be considered to involve an inventive

“L* document which may throw doubts en priority claim(s) or which is step when the document is taken alone

cited to establish the publication date of another citation or other wm

" document of particular relevance; the claimed invention cannot be
special reason (as specified)

considered to involve an inventive step when the document is

«Q document referring to an oral disclosure, use, exhibition or other combined with one or more other such documents, such combination
means being obvious to a persen skilled in the art

“P"  document published prior to the international filing date but later than ~ wg»  jocyment member of the same patent family
the priority date claimed

Date of the actual completion of the international search Date of mailing of the international search report

07-12-2015 07-12-2015

Name and mailing address of the ISA/SE Authorized officer

Patent- och registreringsverket . .

Box 5085 Liza Nilsson

510242 STOCKHOLM

Facsimile No. + 46 & 666 02 86 Telephone No. + 46 8 782 25 00

Form PCT/ISAS210 (second sheet) (January 2015)
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C (Continvation). ~ DOCUMENTS CONSIDERED TO BE RELEVANT

Category*

Citation of document, with indication, where appropriate, of the relevant passages Relevant to claim Mo.

X

"Pilot trial to preserve residual insulin secretion in children and | 1-12, 14, 59-86
adolescents with recent onset Type 1 diabetes by using GAD-
antigen (Diamyd) therapy in combination with vitamin D and
ibuprofen" EudraCT Number: 2012-003251-11; DIABGAD-1,
Retrieved from EU clinical trials register, retrieved from internet
2015-04-24: <URL: hitps:/fwww.clinicaltrialsregister.eu/ctr-
search/trial/2012-003251-11/SE>, Date on which this record
was first entered in the EudraCT database: 2012-07-25; whole
document

"Open label trial to evaluate the tolerability of a combination 1-12, 14, 59-86
therapy consisting of GAD-alun (Diamyd), etanercept and
vitamin D in children and adolescents newly diagnosed with
type 1 diabetes" EudraCT Number: 2014-001323-76;
EDCR_Illa, Retrieved from EU clinical trials register, retrieved
from internet 2015-04-24: <URL

https //www.clinicaltrialsregister.eu/ctr-search/trial/’2014-
001323-76/SE>, Date on which this record was first entered in
the EudraCT database: 2014-06-05; whole document

WO 2005102374 A2 (DIAMYD MEDICAL AB), 3 November 1-12, 14, 59-86
2005 (2005-11-03); whole document

Form PCT/ISA/210 (continmation of second sheet) (Jannary 2015)
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A61K 31/593 (2006.01)
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Box No. I1 Observatlons where certain claims were found unsearchable (Contlnnation of item 2 of first sheet)

This international search report has not been established in respect of certain claims under Article 17(2)a) for the following reasons:

1 I:| Claims Nos.: 1-12, 14

because they relate to subject matter not required to be searched by this Authority, namely:

Claims 1-12, 14

2. I:I Claims Nos.: 5-6, 12, 59, 62-63, 71, 76, 79, 81 and 59-75
because they relate to parts of the international application that do not comply with the prescribed requirements to such an
extent that no meaningtnl intermational search can be carried out, specifically:

Claims 5-8, 12, 59, 62-63, 71, 76, 79, 81

v

3. D Claims Nos.:
because they are dependent claims and are not drafted in accordance with the second and third sentences of Rule 6.4(a).

Box No.IIl  Observations where nnity 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 following separate inventions were identified:
1: Claims 1-12, 14 {partially), 59-71, 73-75 (partially), 76-84, 86 (partially) directed to a
method for prevention and/or treatment of an autoimmune disease, comprising
administering a composition comprising at least one beta cell autoantigen, to a subject
having a serum vitamin D level above 50 nanomole/litre. The claims also relates to a
composition comprising at least one beta cell autoantigen in combination with an IL-10
inducing compound and/or a compound that reduces the

v

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

2. I:l Ags all searchable claims could be searched without effort justifying additional fees, this Authority did not invite payment of
additional fees.

3. I:l As only sorne 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. D 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.:

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

I:l 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 Mo protest accompanied the payment of additional search fees.

Form PCTASAS210 (continvation of first sheet (2)) (Tanvary 2015)
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Continuation of: Box No. Il

Claims 1-12, 14 relate to a method for treatment of the human ¢r animal body by therapy,
see PCT rule 43bis.1(b) and PCT rule 67.1.(iv). Nevertheless, an examination has been
conducted for these claims. The examination has been made in respect of the technical
content of the claims.

Form PCTASA210 (extra sheet) (Janvary 2015)
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The expressions: ‘gamma-amino butyric acid analogs” and “vitamin D analog” in claims 5-
6, 12, 59, 62-63, 71, 76, 79, 81 relate to unknown number of possible compounds.
However, support within the meaning of Article 6 PCT and / or disclosure within the
meaning of Article 5 PCT is to be found for only g very small proportion of the compounds
claimed. In the present case, the claims so lack support, and the application so lacks
disclosure, that a meaningful search over the whole of the claimed scope is impossible.
Conseguently, the search has been carried out for those parts of the claims which appear
to be supported and disclosed, namely those parts related to the compounds vitamin D or
gamma-amino butyric acid as well as for the general concept of the respective analog.

Claims 59-75

Pregsent claims 59-75 relate to a compaosition comprising compounds defined by reference
to a desirable characteristic or property, namely “tyrosine kinase inhibitors”, “TNF alpha
inhibitor”, “a compound that reduces the dendritic cells’ ability to activate naive CD4+
Tcells”, “cyclooxygenase inhibitor”, “IL-10 inducing compound” and “CTLA-4 compound”.
The claims cover all compounds having this characteristic or property, whereas the
application provides support within the meaning of Article 8 PCT and / or disclosure within
the meaning of Article 5 PCT for only a very limited number of such compounds. In the
present case, the claims so lack support, and the application so lacks disclosure, that a
meaningful search over the whole of the claimed scope is impeossible. Independent of the
above reasoning, the claims also lack clarity (Article 8 PCT). An attempt is made to define
the compound by reference to a result to be achieved. Again, this lack of clarity in the
present case is such as to render a meaningful search over the whole of the claimed scope
impossible.

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 a composition
comprising the specified compounds in claims 59, 64, 67, 68, 70 and in description page
286, line 14 — page 29, line 3. A search for the general expressions has also been
performed.

Thence it follows that a reasoned statement under Rule 43bis.1(a)(i) with regard to novelty,
inventive step or industrial applicability only can be established far those parts which have
been searched.

Form PCT/ISA/210 (exira sheet) (January 2015)
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dendritic cells’ ability to activate naive CD4+ cells.

2: Claims (partially), 15-17, 21-32, 33 (partially), 46-50 (partially) directed to a method for
prevention and/or treatment of an autoimmune disease, comprising administering to a
subject a composition, said composition comprising at least one beta cell autoantigen, by
intralymphatic injection or injection directly into a lymph node.

3: Claims 18-20, 34-44, 45-50 (partially) directed to a method for prevention and/or
treatment of an autoimmune disease, comprising administering to a subject at least one
beta cell autoantigen, in increasing doses over a period of weeks, months, or years.

4: Claims 13, 14-20 (partially), 33 (partially), 45-50 (partially), 51-58, 72-75 (partially), 85,
86 (partially) its surface at least one first and at least one second antigen, wherein the first
antigen is a beta cell autoantigen, and the second antigen is either a tolerogen or a beta
cell autoantigen.

Form PCT/ISA/210 (exira sheet) (January 2015)
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