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Box No. 11 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 Authonty, 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 ClalmsNos

because they are dependent claims and are not drafted in accordance with the second and third sentences of Rule 6. 4(a)

Box No. III Observations where 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:

-"**-Please See Supplemental Page-***-

D As all requ1red 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, thls Authonty did not invite payment of
' additional fees.

3. [:I . 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. g 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.:

. Groups I+: 14, 11 and 18-30 (in-part), SEQ ID NOs 3, 4

Remark on Protest D The addmonal search fees were accompanied by the applicant’s protest and, where apphcable the
payment of a protest fee.

D The additional search fees were accompanied by the appllcant 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.

Form PCT/ISA/210 (continuation of first sheet (2)) (July 2009)
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-***- Continued from Box No. HI: Observations Where Unity Of Invention Is Lacking:

This application contains the following inventigns or groups of inventions which are not so linked as to form a single general inventive
concept under PCT Rule 13.1. In order for all inventions to be examined, the appropriate additional examination fees must be paid.

Grqups I.+5 Clairps 1-30 and SEQ ID NOs: 3 (antibody light chain variable region amino acid sequence), 4 (antibody heavy chain variable
region amino acid sequence) are directed toward an isolated antibody or a binding fragment thereof, which binds to risperidone and
WhI.ChZ (i)is an antibody selected from the group consisting of: a) an isolated antibody or a fragment thereof comprising a light chain
variable region comprising the amino acid sequence of SEQ ID NO:3, SEQ ID NO:7, SEQ ID NO:68, SEQ ID' NO:70, SEQ ID NO:72,
SEQ IDNO: 76, SEQ ID NO:78, SEQ ID NO:86, SEQ ID NO:88, SEQ ID NO:90, SEQ ID NO:94, or SEQ ID NO:100; b) an isolated
antibody or a fragment thereof comprising a heavy chain variable region comprising the amino acid sequence of SEQ ID NO:4, SEQ ID
NO:8, SEQ 1D NO:58, SEQ ID NO:60, SEQ ID NO:62, SEQ ID NO:64, SEQ ID NO:66, SEQ ID NO:74, SEQ ID NO:80, SEQ ID NO:82,
SEQID NO:84, SEQ ID NO:92, SEQ ID NO:96, or SEQ ID NO:98; ¢) an isolated antibody or a fragment thereof comprising a light chain
variable region having the amino acid sequence of SEQ ID NO:3 and a heavy chain variable region having the amino acid sequence of
SEQ ID NO:4; or d) an isolated antibody or a fragment thereof comprising a light chain variable region having the amino acid sequence
of SEQ ID NO:7 and a heavy chain variable region having the amino acid sequence of SEQ ID NO:8; e} an isolated antibody or a
fragment thereof comprising a light chain variable region having an amino acid sequence selected from the group consisting of: SEQ ID
NO:68, SEQ ID NO:70, and SEQ ID NO:72 and a heavy chain variable region having an amino acid sequence selected from the group
consisting of: SEQ ID NO:58, SEQ ID NO:60, SEQ ID NO:62, SEQ ID NO:64, and SEQ ID NO:66; f) an isolated antibody or a fragment
thereof comprising a light chain variable region having an amino acid sequence selected from the group consisting of: SEQ ID NO:76
and SEQ ID NO:78 and a heavy chain variable region having the amino acid sequence of SEQ ID NO:74; g) an isolated antibody or a
fragment thereof comprising a light chain variable region having an amino acid sequence selected from the group consisting of: SEQ ID
NO:86, SEQ ID NO:88, and SEQ ID NO:90 and a heavy chain variable region having an amino acid sequence selected from the group
consisting of: SEQ ID NO:80, SEQ ID NO:82, and SEQ ID NO:84; h) an isolated antibody or a fragment thereof comprising a light chain
variable region having the amino acid sequence of SEQ ID NO:94 and a heavy chain variable region having the amino acid sequence of
SEQ ID NO:92; or an isolated antibody or a fragment thereof comprising a light chain variable region having the amino acid sequence of
SEQ ID NO:100 and a heavy chain variable region having an amino acid sequence selected from the group consisting of: SEQ 1D NO:96 .
and SEQ ID NO:98; or (ii) competes for an epitope which is the same as an epitope bound by the antibody of (i); and an assay kit
comprising the antibody; an assay device comprising the antibody; a method of detecting risperidone in a sample, the method
comprising: (i) contacting a sample with an antibody labeled with a detectable marker, wherein the labeled antibody and risperidone
present in the sample form a labeled complex; and (ii) detecting the labeled complex so as to detect risperidone in the sample; and a
competitive immunoassay method for detecting risperidone in a sample, the method comprising: (i) contacting a sample with the
antibody, and with risperidone or a competitive binding partner of risperidone, wherein one of the antibody and the risperidone or
competitive binding partner thereof is labeled with a detectable marker, and wherein sample risperidone competes with the risperidone
or competitive binding partner thereof for binding to the antibody; and (ii) detecting the label so as to detect sample risperidone.

The isolated antibody or a binding fragment thereof, which binds to risperidone and which: (i) is an antibody selected from the group
consisting of: a) an isolated antibody or a fragment thereof comprising a light chain variable region comprising an amino acid sequence;
b) an isolated antibody or a fragment thereof comprising a heavy chain variable region comprising an amino acid sequence; or (i)
competes for an epitope which is the same as an epitope bound by the antibody of (i) will be searched to the extent that they encompass
SEQ ID NOs: 3 (antibody light chain variable region amino acid sequence), 4 (antibody heavy chain variable region amino acu:!
sequence). It is believed that Claims 1-4, 11 and 18-30 (in-part) encompass this first named invention and thus these claims w!II be
searched to the extent that they encompass SEQ ID NOs: 3 (antibody light chain variable region amino acid sequence), 4 (antibody
heavy chain variable region amino acid sequence. Applicants must indicate, if applicable, the claims which encompass thg first named
invention if different than what was indicated above for this group. Failure to clearly identify how any paid additional invention fees are to _
be applied to the "+" group(s) will result in only the first claimed invention to be searched/examined. Additional SEQ. ID NQs can bg
searched upon the payment of additional fees. An Exemplary Election would be: SEQ ID NOs: 7 (antibody light chain variable region
amino acid sequence), 8 (antibody heavy chain variable region amino acid sequence).

Groups I+ share the technical elements including (i) an isolated antibody or a binding fragment thereof, which binds to .ri.speridone'and
comprising a light chain variable region comprising an amino acid sequence, and a heavy chain variable region comprising an amino
acid sequence, or an antibody which competes for an epitope which is the same as an epitope bound by the an}nbody of (i); and an
assay kit comprising the antibody; an assay device comprising the antibody; a method of detecting risperidong ina samplg, thg method
comprising: (i} contacting a sample with an antibody labeled with a detectable marker, wherein the labeled antlquy and risperidone
present in the sample form a labeled complex; and (ji} detecting the labeled complex so as to detect risperidone in the san_1ple; and a
competitive immunoassay method for detecting risperidone in a sample, the method comprising: (i) contacting a sarpple ywth the
antibody, and with risperidone or a competitive binding partner of risperidone, wherein-one of the antibody and the nspendoqe or
competitive binding partner thereof is labeled with a detectable marker, and wherein sample risperidone competes wﬁh the risperidone
or competitive binding partner thereof for binding to the antibody; and (ii) detecting the label so as to detect sample risperidone.
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-***-Continued from Box No. Ill: Observations Where Unity Of Invention Is Lacking:
-Continued from Previous Page:

However, these shared technica! elements are previously disclosed by US 2012/0071636 A1 to Salamone, et al. {(hereinafter
"Salamone’) in view of US 2009/0325193 A1 to Grenier, et al. (hereinafter 'Grenier'). Salamone discloses an islolated antibody or a
binding fragment thereof, which binds to an antipsychotic medication (an isolated antibody or a binding fragment thereof which binds to
risperidone and paliperidone (an isolated antibody or a binding fragment thereof which binds to an antipsychotic medication); paragraph
[0019)), and its use for immunoassays on a human fluid sample (immunoassays on a human fluid sample; paragraph [0019]) to monitor
patients treated with an antipsychotic (to monitor patients treated with risperidone or paliperidone (an antipsychotic); paragraph [0025]).

Salamone does not disclose comprising a light chain variable region comprising an amino acid sequence, and a heavy chain variable
region comprising an amino acid sequence, or an antibody which competes for an epitope which is the same as an-epitope bound by the
antibody; and and an assay kit comprising the antibody; an assay device comprising the antibody; a method of detection in a sample, the
method comprising: (i) contacting a sample with an antibody labeled with a detectable marker, wherein the labeled antibody present in
the sample form a labeled complex; and (ii) detecting the labeled complex so as to detect a componerit in a sample; and a competitive
immunoassay method for detecting a component in a sample, the method comprising: (i) contacting a sample with the antibody, with a
competitive binding partner thereof is labeled with a detectable marker, and wherien the sample competes with a competitive binding
partner thereof for binding to the antibody; and (ii) detecting the label so as to detect sample.

Grenier discloses antibodies capable of binding to a drug (antibodies capable of binding'to an immunosuppressant drug (a drug);
paragraph [0012]), wherein the antibody comprises light chains (light chains; paragraph [0023}), and heavy chains (heavy chains;
paragraph [0023]), each of which comprises amino acid sequences (immunoglobulin sequences (amino acid sequences); paragraph
[0023]); and an assay kit comprising the antibody (abstract; paragraphs [0012], [0023]); an assay device comprising the antibody
(abstract; paragraphs [0012], [0023]); a method of detection in a sample (paragraph [0108]), the method comprising: (i) contacting a
sample with an antibody labeled with a detectable marker (paragraphs [0096], [0097], [0108]), wherein the labeled anibody present in
the sample form a labeled complex (paragraphs [0096], [0097], [0108]); and (ii) detecting the labeled complex so as to detect a )
component in a sample (paragraphs [0096], [0097], [0108]); and a competitive immuncassay method for detecting a component in a
sample (paragraphs [0096], [0097], [0108]; Claims 15-17), the method comprising: (i) contacting a sample with the antibody, with a .
competitive binding partner thereof is labeled with a detectable marker (paragraphs [0096], [0097], [0108]; Claims 15-17), and whgrem
the sample competes with a competitive binding partner thereof for binding to the antibody (paragraphs [0096], [0097], [0108]; Cla|m§
15-17); and (i) detecting the label so as to detect sample (paragraphs [0096], [0097], [0108]). .

It would have been obvious to a person of ordinary skill in the art, at the time of the invention, to have modified tht_a previous_d_isclgsure of
Salamone regarding antibodies that bind to antipsychotic drugs with the antibodies that bind to drugs, the anti_bodles comprising light and
- heavy chain amino acid sequences, as previously disclosed by Grenier, for providing antibodies having-a desnjed type of chains or
framework, for providing antibodies effective for use to monitor patients being treated with antipsychotics, as dlsclgsed by Sqlamone, for
providing both a moiety which would have allowed surface attachment of an antibody, and which would have provnded a desirable
framework for interaction with an available tagged or catalytically active second antibody for use in a stgndard immunoassay, for
enabling the detection of the drug in a sample from a patient using the antibodies, without undue experimentation or testing.

Since none of the special technical features of the Groups I+ inventions is found in more than ope_of the inventior)s, aqd sinqe aI'I of the
shared technical features are previously disclosed by a combination of the Salamone and Grenier references, unity of invention is

lacking.
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