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Box No.| Basis of the opinion

1. With regard to the language, this opinion has been established on the basis of:

X
(]

4. O

the international application in the language in which it was filed.

a translation of the international application into , which is the language of a translation furnished for the
purposes of international search (Rules 12.3(a) and 23.1 (b)).

This opinion has been established taking into account the rectification of an obvious mistake authorized
by or notified to this Authority under Rule 91 (Rule 43bis.1(a))

With regard to any nucleotide and/or amino acid sequence disclosed in the international application, this
opinion has been established on the basis of a sequence listing:

a. [ forming part of the international application as filed:
O in the form of an Annex C/ST.25 text file.

L1 on paper or in the form of an image file.

b. O furnished together with the international application under PCT Rule 13ter.1(a) for the purposes of
international search only in the form of an Annex C/ST.25 text file.

c. U furnished subsequent to the international filing date for the purposes of international search only:
O in the form of an Annex C/ST.25 text file (Rule 13ter.1(a)).

O on paper or in the form of an image file (Rule 13ter.1(b) and Administrative Instructions, Section
713).

In addition, in the case that more than one version or copy of a sequence listing has been filed or furnished,
the required statements that the information in the subsequent or additional copies is identical to that
forming part of the application as filed or does not go beyond the application as filed, as appropriate, were
furnished.

5. Additional comments:
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Box No.V Reasoned statement under Rule 43bis.1(a)(i) with regard to novelty, inventive step or
industrial applicability; citations and explanations supporting such statement

1. Statement

Novelty (N) Yes:
No:

Inventive step (1S) Yes:
No:

Industrial applicability (1A) Yes:
No:

2. Citations and explanations

see separate sheet
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Re ltem V

Reasoned statement with regard to novelty, inventive step or industrial
applicability; citations and explanations supporting such statement

Reference is made to the following documents:

D1 WO 2010/133757 A1 (BAYER SCHERING PHARMA OY [FI]; TALLING
CHRISTINE [FI]; KEINAENEN ANTTI) 25 November 2010 (2010-11-25)

D2 US 4 292 965 A (NASH HAROLD A ET AL) 6 October 1981 (1981-10-06)

The present application discloses a method for producing a drug delivery device,
which has a body comprising a siloxane-based elastomer and at least one active
agent, the method comprising applying adhesive material, which comprises non-cured
siloxane based elastomer, into a contact with the body and curing the said adhesive
material by subjecting it to radiation energy from a laser source. Furthermore, a drug
delivery device manufactured according to said method is disclosed.

1 Novelty

The present application does not meet the requirements of Article 33(1) PCT because
the subject-matter of claims 10-15 is not new within the meaning of Article 33(2) PCT.

The present claims 1-9 discloses a method for producing a drug delivery device,
which has a body comprising a siloxane-based elastomer and at least one active
agent, the method comprising applying adhesive material, which comprises non-cured
siloxane based elastomer, into a contact with the body and curing the said adhesive
material by subjecting it to radiation energy from a laser source.

None of the cited documents discloses such a method. Therefore, the present claims
1-9 are novel over the prior art.

Claims 10-15 are defining a product in terms of a process and should therefore be
reformulated.

Furthermore, the attention of the applicant is drawn to the fact that a product is not
rendered novel merely by the fact that it is produced by means of a new process.

There is no hint in the description that a composition which is produced in a way as
disclosed by the present application has different properties than the same
composition obtained by a different process.
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Therefore the present claims 10-15 are not novel in the light of the cited documents
D1 and D2 which discloses a drug delivery device, which has a body comprising a
siloxane-based elastomer and at least one active agent (even for vaginal application).

2 Inventive step

The present application does not meet the requirements of Article 33(1) PCT because
the subject-matter of claims 10-15 does not involve an inventive step within the
meaning of Article 33(3) PCT.

The present claims 1-9 seem to be inventive in the light o f the cited prior art since
none of said prior art documents discloses the use of any radiation source.

The present claims 10-15 are obvious in the light of documents D1 and D2 since they
disclose already a drug delivery device, which has a body comprising a siloxane-
based elastomer and at least one active agent and so far no inventive step is
necessary to develop such devices.

3 Industrial applicability

The present claims 1-15 are industrially applicable.
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