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Box No. I1 Observations where certain claims were found unsearchable (Continuation of item 2 of first sheet)

This international search repont has not been established in respect of certain claims under Articte 17(2)(a) for the following reasons:

l. D Claims Nos.: :

because they relate 1o subjest matter not required to be searched by this Authority, namely: ’

2. D Claims Nos.:

because they relate to parts of the international application’that de not comply with the prescribed requirements to such an
extent that no meaningful international search can be carried out, specifically:

N
3. Claims Nos.: 41-48 :
because they are dependent claims and are not drafted in accordance with the second and third sentences of Rule 6.4(a).

Box No. 1H|  Observations where unity of invention is Inlu:kigg (Continuation of item 3 of first sheet)

This International Searching Authority, found multipte inventions in this intemational application, as follows:

ssewvsesmssssrsses 806 Supplemental Sheat o cantinus srave—————-

1. E As all required additional search fees were timely paid by the applicant, this international seatch report covers all scarchable
claims. : )

2. I:] 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 scarch fees were timely paid by the applicant, this international search FEpOTL COVETS
only those claims for which fees were paid, specifically claims Nos.: .

« ok
4, D No required additional search fees were timely paid by the applicant. Conscquently, this international scarch report is
- restricted Lo the invention first mentioned in the claims; it is covered by claims Nos.:

: . t
Remark on Protest I:l The additionat search fees were accompanied by the applicant’s protest and, where applicable, the
payment of a protest fec.
|__—| The additional search fees were accompanied by the applicant's protest but the applicable prolest
fee was not paid within the time limit speeified in the invitation.
E No prolest accompanied the payment of additional search fees.

Forr PCT/ISA/210 {continuation of first sheet (2)) (January 2015)
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Continuation of Box No. Ill, Observations whare unity of invenatlon is lacking:

This application contains the following inventions or groups of inventions which are not so linked as to form a single genaral inventive
concept under PCT Rule 13.1. In order for akt |nventions 1o be examined, the appropriate additional examlnatlon fees must be paid.

Group |, claims 1-23, directed to a method for assaying paclitaxel in a liquid sample.
Group II, claims 24-40, directed to a lateral fiow device.
Group lll, claims 49-50, directed to a monacional antibedy that binds to paclitaxel.

The inventions listed as Groups |-l do not relata to & single special technical Feature under PCT Rule 13.1 because, under PCT Rule
13.2, they lack the same or correspending special technical features for the following reasons: :

Special technical featuras
Group | has tha special tachnical feature of a method for assaying paciitaxel in a liquid sample, and a method for monitoring the eﬁ’cacy
of a paclitaxel therapy in a patient diagnosed with cancer, that is not required by Groups Il ar Jil,

Groups | and |1l have the special technical feature of an anti-paclitaxel antibody, that is not required by Group 1.
Grougp |l has the special technlcal feature of a lateral flow device comprising an absorbent zone, that is not required by Groups | o Il

Group Wl has the special tachnical feature of a monoclonal antibody selected from BA10 and 3C6, or fragment or derivative lhereof
wherein the antibody, antibody fragment, or anubody derivative comprises one or more camplementary determining regicns. {CORs} with
at least 95% homology to a CDR contained in SEQ 1D NOS: 2, 4, 6, or B, that is not required by Groups 1 of II..

Common technical features:

Groups | and It share the common technical feature of a method for assaying a !herapeutlc drug In a sample, compnsmg applying a
sample'to a sample receiving zone of a lateral fiow device; and obsarving the amount of detection reagent bound 1o the one or more
immobilized capture reagents, whersin the device comprises (b) a detactlon raagent zone in iquid communication with the sample
receiving zona and downstream In flow direction from the sample recel'vlng zone, wherein the detection reagent zone camprises one or
more datection reagents deposited therean; and (¢} a capture zona in liquid communication with the detection reagent zone and
downstream In flow direction from the detection reagent zdne, whera:n the capture zone mmpnses one or more capture reagems
immobilized theraon.

Groups | and 111 share the comman faature of a paclitaxsl anhbody. or fragment or derwatws thereof that binds paclitaxel.

However, thase sharad technical featuras do not represent a contijbution over prior art because these shared technical features are
obviated by US 2014/0017812 A1 to Smith-et af., (hereinafter Srnlth)

Smith teaches a method for assaying paclitaxel in a liquid sample, comprising
{a) applying a liquid sample comprising paclitaxel to a lateral fiow assay device, the device comprising
(i) @ sample recaiving zone for receiving the liquid sample (para [0007] "antinecplastic drugs assayed ... include ... paclitaxel”, para
[0005] "Methods of detecting antineoplastic drug contaminatian ... include ... generating a fluid test sample assaying the antineaplastic
drug in the fluid test sample by lateral flow assay”, para [0021] "A lateral flow assay device for detecting an antineoplastic drug ..
includes a sample pad”, para [0020] "A fluid test sampla which contains or is suspected of containing an aniinecplastic drug is addad io
& sample pad”);
(ii} a detection reagent zone le.g. oonjugate pad] in liquid communication with the sample receiving zone and downstream in flow
direction from the sample receiving zone (para [0020} "A lateral flow assay device ... includes a sample pad dispesed adjacent the
conjugate pad such that the fluid test sample flows in the direction of the adjacant conjugate pad.”, see Fig. 1),
wherein the detection reagent zone comprises a detaction reagent deposited thereon (para [0021] "the conjugate pad corriptises a
diffusibly bound detectably labeled antineoplastic drug binding agent®, see Fig. 1),
wherain the detection reagont is & paclitaxel antibody that binds paclitaxal, labeled with a detectable reporting group (para [00B0] " a
lateral fiow assay device is provided including ... a conjugate pad where detectably labeled anti-paclitaxel antibody ... is diffusibly
bound”, sea Fig 1},
{iii} @ capture zona In llquid communication with the detecﬂon reagent zone {cunjugatg pad] and downstream in flow direction from the
detection reagent zone, whareln the capture zonae comprises first and second capture reagents immobilized thereon (para [0080] "a
lateral flow assay devica is provided including 1) a conjugate ped where detectably labeled anti-paclitaxel antibody ... is diffusibly bound,
2} a solid or semi-solid porous support which allows for lateral flow of the fluid test sample and which has at least ane test detection
zone including a non-diffusibly bound detection reagent and at least one control zone including a non-diffusibly bound control reagent,
and 3) a wicking pad that allows for the capillary flow of the fluid test sample.” See Fig. 1.),
wherain the first capture reagent is a paclitaxel material capabie of binding the detection reagent (test line} (para [085) * A |ateral flow
assay manitor device according to aspects of the‘present invention includes: 1) an antibody specific for the antineoplastic drug to be

_ assayed, .., in.the conjugate pad and 2}a predetarmined amount of the same antineaplastic dnug conjugated to BSA is pregent at the
test line”, see Fig 1), wherein the second capture redigent is an antibody capable of binding the dataction reagent (control lina) (para
[00Bs] 'A control ling is also Included ... The control line employs a different antibody mtaracuun than the test line and provides a positive
control for the lateral flow assay,” Fig 1 shows the control line antibody™).

~continued in next sheet—
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—continued from previous sheet—

whaereln the first capture reagent |s positioned at a first distance downstream in flow direction from the upstream end of the capture zone,
wherein the second capiura reagent is positioned at 8 second distance downstream in flow direction from the upstream end of the
caplure zone (Fig 1 shows schematlcally the first captura reagent, or test line, a space or strip, and the second capture reagent, of
conirol line. The length of each line and the space appear equal), . .

(b} allowing the sample to fiow from the sample receiving zone through the detection reagent zone to provide detection reagant with
paclitaxal {para [00B3] "A fuid test sample which contains or is suspected of containing an antineaplastic drug [e.. paclitexef] is added
to a sampla pad ... such that the fluid test sample fiows in the direction of the adjacent conjugate pad. ... The antineoptastic drug and first
detectably labeled binding agent capable of specific binding to the antinecplastic drug form a complax at the conjugate pad."ikustrated in
Fig. 1}; '

{c) allowing the detection reagent with paclitaxel to fiow through the capture zone, whereby the first capture reagent (test line) competes
with the anafyte (paclitaxel) for binding with the detection reagent, and whereby the second capture reagent (cantrol line) binds excess
detection reagent (para [D083]"The complex, along with any unbeund first detectably labeled binding agent is moved by lateral flow in
the direction of the test zone and control zone. The test zona contains antineoplastic drug non-diffusibly affixed to the test zone, The
control zane containa a second binding agent specific for the first detectably labeled binding agent. Excess first detactably labeled
binding agent capable of spacific binding to the antineaplastic drug moves by lateral flow to the test and control zones”, illustrated in Fig.
1); and

{ d) observing the amount of detection reagent bound to the first capture reagant (fest ling) relative 1o the second capture repgent
{control line) {para [0083] "If excess first detectably labeled binding agent binds to the antineoplastic drug in tha test zone, a detectable
signal is present indicative which varies directly with the amount of tha antinsoplastic drug in the fluid test sample, where strangly
detectable signal Is indicative of little or no antineoplastic drug in the sample and where undetectable signal in the tast zone is indicative
of the presarice of the antineoplastic drug in the fluld test sample. ...Intaraction of the first detectably tabeled binding agent with the
second binding agent specific for the first detectably labeled binding agent preduces a detectable signal indicative of a proparly working
assay.”), . N p

As the technjcal features ware known in the art at the time of the invention, they canno! be considerad special technical features that
would otherwise unify the groups. . ’ .

Therefore, Groups H-IIl lack unity of invention under PCT Rule 13.

Form PCT/ISA/210 {extra sheet) (January 2015)
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