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Box No. II Observations where certain cl_aims were found unsearchable (Continuation of item 2 of first sheet)
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extent that no meaningful international search can be carried out, specifically:
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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.:
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11‘estr1$led éo the invention first mentioned in the claims; it is covered by claims Nos.:
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Continuation of Box lll, lack of unity

This application contains the following inventions or groups of inventions which are not so linked as to form a single general inventive
concept under PCT Rule 13.1.

Group |, claims 1-9, 10-14 (in part), 17-18, and 19 (in part), directed to a method of treating a high-frequency blast-induced tinnitus in
subject having 26-28 kHz blast-induced tinnitus by reducing in the subject 26-28 kHz blast-induced tinnitus 3-6 weeks following
exposure to the blast.

Group Il, claims 10-14 (in part),15-16, and 19 (in part), dlrected to a method of treating a high-frequency blast-induced tinnitus in subject
in need thereof, reducing 18-20 kHz blast-induced tinnitus 3-6 weeks following exposure to the blast.

Group |ll, claims 20-38, directed to a method of treating hearing loss in a subject in need thereof.

Group IV, claims 39-66, directed to a method of treating a condition of hearing loss together with tinnitus in a subject in need thereof.

The groups of inventions listed above do not relate to a single general inventive concept under PCT Rule 13.1 because, under PCT Rule
13.2, they lack the same or corresponding special technical features for the following reasons:

Special Technical Features (Distinct Technical Features):

The special technical feature of Group | is a treating a high-frequency blast-induced tinnitus in a subject in need thereof, having 26-28
kHz blast-induced tinnitus 3-6 weeks following exposure to the blast, not required in any other group.

The special technical feature of Group Il is a method of treating a high-frequency blast-induced tinnitus in a subject in need thereof,
having 18-20 kHz blast-induced tinnitus 3-6 weeks following exposure to the blast, not required in any other group.

The special technical feature of Group |l is a method of treating a high- frequency blast-induced hearing loss in a subject in need thereof,
not required in any other group.

The special technical feature of Group IV is a method of treating a high-frequency blast-induced condition (hearing impairment)
comprising hearing loss and tinnitus in a subject in need thereof, not required in any other group. '

Common Technical Features (Features Do Not Make a Contribution Over the Prior Art):

Groups I-IV share the technical feature of a method of treating high-frequency blast-induced condition in a subject in need thereof
comprising administering to the subject a therapeutically effective amount of a phosphodiesterase inhibitor (PDE-I) within a time period
associated with exposure to a blast thereby providing a therapeutic treatment by reducing in the subject the blast-induced condition
following the time period associated with exposure to the blast. However, this common technical feature cannot be considered as a
unifying technical feature, because it is anticipated by US 2010/0184769 A1 (Sandner). Sandner discloses treatment of hearing loss
and tinnitus (Abstract) comprising administering to the subject in need thereof a therapeutically effective amount of a pharmaceutical
composition of a PDE-5 (= PDE-I) inhibitors verdanafil (para [0036]-[0037)) and sildanafil (para [0029], [0031]), within a time period .
associated with exposure to a blast (para [0036]) thereby providing a therapeutic treatment by reducing in the subject the blast-induced
condition following the time period associated with exposure to the blast (para [0036]).

Therefore, Groups I-IV lack unity under PCT Rule 13.

Note:

Claims 19 and 39 are unclear as written. )

Claim 39 is unclear due to improper Markush group, because a subject cannot be exposed to a blast of 6-8 kHz, 14-16 kHz, 18-20 kHz,
and 26-28 kHz at once or simultaneously. Although a subject can have perfect hearing while suffering from tinnitus, it is also possible
that both conditions can manifest in a subject. Thus, separate treatments of tinnitus in a subject and hearing loss in a subject are
different from the treatment of tinnitus combined with hearing loss (aka hearing impairment) in a subject. Therefore, for the purpose of
this lack of unity draft, claim 39 has been assumed as follows for this opinion:

39. A method of treating high-frequency blast-induced tinnitus and hearing loss in a subject in need thereof comprising administering to
the subject a therapeutically effective amount of a phosphodiesterase inhibitor (PDE-I) within a time period associated with exposure to
a blast thereby providing a therapeutic treatment by reducing in the subject:

(i) 26-28 kHz blast-induced tinnitus 3-6 weeks following exposure to the blast;

(ii) 18-20 kHz [[and/Tlor 26-28 kHz blast induced tinnitus 3-4 weeks following exposure to the blast; [[and]] or

(ifi) 6-8 kHz hearing loss 0-2 weeks following exposure to the blast; 14-16 kHz hearing loss 0-4 weeks following exposure to the blast
[[and/]Jor 18-20 kHz hearing loss 0-2 weeks [[and/]]Jor 4-6 weeks following exposure to the blast.

Similarly, claim 19 has been assumed as follows:
19. A method of claim 10 wherein the therapeutic treatment reduces 18-20 kHz [{and]] or 26-28 kHz blast-induced tlnnltus in the subject
3-4 weeks following exposure to the blast.
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