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central nervous system, such as 5-HT;, antagonists.

(54) Title: METHODS OF USING AND COMPOSITIONS COMPRISING DOPAMINE REUPTAKE INHIBITORS

Methods are disclosed for the treatment and prevention of disorders and conditions including, but are not limited to, erectile
dysfunction, affective disorders, weight gain, cerebral functional disorders, pain, obsessive-compulsive disorder, substance abuse, chronic
disorders, anxiety, eating disorders, migraines, and incontinence. The methods comprise the administration of a dopamine reuptake inhibitor
and optionally an additional pharmacologically active compound. Pharmaceutical compositions and dosage forms are also disclosed that
comprise a dopamine reuptake inhibitor and optionally an additional pharmacologically active compound. Preferred dopamine reuptake
inhibitors are racemic or optically pure sibutramine metabolites like desmethylsibutramine and didesmethylsibutramine and pharmaceutically
acceptable salts, solvates, and clathrates thereof. Preferred additional pharmacologically active compounds include drugs that affect the
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filing date

*L* document which may throw doubts on priority claim(s) or
which is cited to establish the publication date of another
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Box 1 Observations where certain claims were found unsearchable (Continuation of item 1 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. D Claims Nos.:
because they relate to subject matter not required to be searched by this Authority, namely:

2. D Claims Nos.:

because they relate to parts of the International Application that do not comply with the prescribed requirements to such
an extent that no meaningful International Search can be-carried out, specifically:

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

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

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

2. I:I As all searchable claims could be searched without effort justifying an additional fee, this Authority did not invite payment
of any additional fee.

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, 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 D The additional search fees were accompanied by the applicant's protest.

D No protest accompanied the payment of additional search fees.

Form PCT/ISA/210 (continuation of first sheet (1)) (July 1998)
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FURTHER INFORMATION CONTINUED FROM  PCT/ISA/ 210

Continuation of Box I.2

Present claims 1-59,62-77 relate to a compound/product/use defined (inter
alia)

by reference to the following parameter(s):

P1: disorder or condition ameliorated by inhibition of neuronal
monoamine uptake.

P2: 5-HT3 antagonist.

P3: dopamine reuptake inhibitor.

P4: antiemetic agent.

P5: selective serotonin reuptake inhibitor.

P6: hypnotics and sedatives.

P7: drugs useful in treating psychiatric disorders.

P8: CNS stimulants.

P9: dopamine receptor agonists

P10: antimonic agent (sic ).

P11: antipanic agents.

P12: cardiovascular agents.

P13: antivirals, antibiotics, antifungals, antineoplastics.

The use of these parameters in the present context is considered to lead
to a Tack of clarity within the meaning of Article 6 PCT. It is
impossible to compare the parameters the applicant has chosen to employ
with what is set out in the prior art. The lTack of clarity is such as to
render a meaningful complete search impossible.

Furthermore the term "sibutramine metabolite" is not clear in the present
context since it is not clear into which compounds sibutramine is
metabolised by or in the human body.

The term "chronic disorder" is not clear.

Consequently, the search has been restricted to the compounds and
diseases specifically mentioned in the claims with due regard to the
description and the general idea underlying the present application.

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
international preliminary examination (Rule 66.1(e) PCT). The applicant
is advised that the EPO policy when acting as an International
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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