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(57) Abstract: A system and method delivers and collects a wash medium into a lumen of the urinary tract system. Isolated saline
delivery washes cells from a urethra that are collected for cancer diagnosis. BCG is delivered for local chemotherapy. The isolated
delivery and collection is from a region bound by a distal occlusion and proximal occlusion. Inflatable balloons provide the occlusion
and or a penis clamp may be used. The two balloons may telescope relative to each other. A balloon inflation lumen may collapse a
valve membrane to occlude distal flow of infused fluid to only proximal of the balloon.
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Box No. I1 Observations where certain claims were found unsearchable (Continuation 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:

D Claims Nos.:

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

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. I:I Claims Nos.:

because they are dependent clalms and are not drafted in accordance with the second and third sentences of Rule 6.4(a).

Box No. 111 Observations where unity of invention is lacking (Continuation of item 3 of first sheet)

Brisuirternagional Spagching Aythpyity fundmutigedgyantans dndhiginisangions! GpRlEAta™ B 5 WP cted to methods and a

medical device system for collecting cells from an isolated luminal section for analysis.

Group 2: Claims 5, 10-14, 21-24, 37, 46-48, 53-57, 69, 70, 87-89, 91-99, 101, 111-114 directed to methods and a medical device system
for treating an isolated luminal section. .

Group 3: Claims 1-4, 25-26, 38-41, 73-75, 77, 79, 80-82 directed to a diagnostic system.

Group 4: Claims 1-5, 17, 18, 21, 22, 42-45, 49-52, 60-68 directed to a catheter or balloons that comprise an elastomer.

Medical device systems and methods for treating an isolated luminal section or for collecting cells therefrom for analysis were known in
the art (US 4,655,746 A (DANIELS et al.) 07 Apr 1987 (07.04.1987), Fig. 6, abstract, col 7, In 48 to col 8, In 19) and therefore similarity
to such a device and methods can not provide the special technical feature required for unity of invention. Furthermore, the claims of
Group 3 require the special technical feature of a diagnostic system for analyzing the collected cells, which is not required for the claims
of Groups 1,2 or 4. The claims of Group 4 require the special technical feature of catheter or balloons that comprise elastomers, which is
not required for the claims of Groups 1-3.

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, m 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.:
~1-4 6-9, 11-24, 27-37, 46-48, 53-59; 69-73, 75-79, 83-86 89, 90, 92-96, 98-100 and 102-110

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.
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