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(57) Abstract: A system and method for automated processing of nucleic acids and other samples includes a disposable container
comprising atray and aflexible barrier. The barrier isconfigured to seal with atop edge of the tray, providing aclosed, aseptic work
area within the sealed tray. A pipette head and/or other sample manipulation device can be attached to the inside of the barrier, and
the barrier can include an interface for arobotic arm or other device. When the barrier is sealed over the tray, the barrier separates
the contents of the tray from the robot or other manipulation device. The barrier can be flexible, and allow the robotic arm to move
the pipette head throughout the work area of the tray. All samples, reagents, pipette tips and other tools or devices for processing
nucleic acid samples may remain within the closed compartment provided by the container during processing.
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This international search report has not been established in respect of certain claims under Article 17(2)(a) for the following reasons
1 |__I ClamsNos
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 Ll Claims Nos
because they are dependent claims and are not drafted m accordance with the second and third sentences of Rule 6 4(a)
Box No. I Observations wher e unity of invention is lacking (Continuation of item 3 of first sheet)

This International Searching Authority found multiple inventions in this international application, as follows
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3 |_I Asonly 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 lz 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
Group | claims 1-33, 43-52, 57-61, and 67

Remark on Protest The additional search fees were accompanied by the applicant's protest and, where applicable, the

— Payment of aprotest fee
Ll 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
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|__J No protest accompanied the payment of additional search fees
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BOX Il Observations where unity of invention is lacking (Continuation of item 3 of first sheet)

Group | claims 1-33, 43-52, 57-61, and 67, directed to an apparatus, comprising

- acontainer having an intenor region configured to hold a plurality of items to be manipulated,

- a flexible barrier configured to sealably attach to the container, and

- atool integrated with or within the flexible barrier (claims 1-26), a method, comprising

- providing a single-use disposable container,

- loading at least one reagent and at least one sample into the container,

- sealing the container with a flexible barTer,

- attaching the pipette head adapter of the robotic arm to the pipette head, and

- processing at least one sample at one or more of the processing stations (claims 27-33), a processing container (claims 43-48), a
flexible barrier (claims 49-52), an elution tray (claim 57) a kit, comprising

- asingle-use disposable container comp 16mg a tray and a flexible barrier configured to sealably attach thereto,
- a single-use disposable reagent rack configured to reside in the container at a first workstation,

- a single-use disposable binding column manifold configured to reside in the container, and

- a single-use disposable pipette rack configured to reside in the container (claims 58-61)

Group Il claims 34-35, directed to an apparatus, comprising
- a pump for pumping a working fluid,
- adiaphragm in communication with the pump through the working fluid

Group 1l claims 36-42, directed to an apparatus for measuring volume of a fluid

Group IV claims 53-56 and 62-66, directed to an automated pipette tip disengagement system (claims 53-55) and a system for
processing liquids (claim 56), a method of releasing liquids from pipettes (claim 62), and a method of processing a sample (claims 63-

66)

The inventions listed as Groups |-V do not relate to a single general inventive concept under PCT Rule 13 1 because under PCT Rule
13 2, they lack a same or corresponding special technical feature for the following reasons

The common technical feature of the listed groups is a flexible barrier configured to sealably attach to a container and to a robotic arm
However, this is not an improvement over the prior art of US 5,474,303 A (COLES) (12 Dec 95) that teaches an aseptic chamber
compTsing two first flexible barriers One of the first flexible barTers is coupled to the mold between the at least one first sterile surface
and a respective molding machine to substantially prevent the passage of contaminants from the molding machine therethrough The
other first flexible barter is coupled to the mold between the at least one second sterile surface and a respective molding machine to
substantially prevent the passage of contaminants from the molding machine therethrough (para [0009]) COLES further teaches that
the assembly device 24 may take the form of a robot including, for example, a base that extends upwardly from a mounting flange a
first robotic arm that is pivotally dnven on the base, and a second robotic arm that is pivotally driven on top of the first robotic arm (para
[0040]) Thus, the shared technical feature cannot function as a novel (special) technical feature to maintain unity of invention

Groups |- IV therefore lack unity of invention under PCT Rule 13 because they do not share a same or corresponding special technical
feature

Form PCT/ISA/210(patent family annex) (April 2007)
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