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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:

1. I:] Claims Nos.:

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

2. I:I 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 drafied in accordance with the second and third sentences of Rule 6.4(a).

Box No. II.  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:
Group | claims 1-24 are directed to a method of detecting an immunoglobulin present in a biological sample and a method of diagnosing
allergy in a patient in vitro.

Group Il claims 25-27 are directed to a microarray.
Group Il claims 28-35 are directed to an immunoassay kit.

Group |V claims 36-48 are directed to an immunoassay device.

-continued on extra sheet---

1. I:I 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 additional fees, this Authority did not invite payment of
additional fees.

3. [:] 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. K{ No required additional search fees were timely paid by the applicant. Consequently, this international search report is

1re25tricted to the invention first mentioned in the claims; it is covered by claims Nos.:
-24

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.

l___l No protest accompanied the payment of additional search fees.
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Continuation of Box Il Loack of Unity of Invention:

The inventions listed as Groups |- IV do not relate to a single inventive concept under Rule 13.1 because under PCT Rule 13.2, they
lack the same or corresponding special technical features for the following reasons:

The special technical features of the Groups are delineated above. The shared technical feature of all the Groups is a membrane having
a plurality of immobilized distinct antigens disposed thereon. However, this is not an improvement over the prior art of WO 2010/088055
A1 to Babson (5 August 2010) (hereinafter ‘Babson') that specifically teaches a method of detecting an immunoglobulin present in a
biological sample (abstract; para [0001]) comprising a membrane having a plurality of immobilized distinct antigens disposed thereon
(para [0006] - "Known allergens are attached to a membrane and then a sample taken from the patient is applied, so that allergen-
specific IgE antibodies in the sample may react with the known allergens."; para [0007] - "binding biotinylated known allergens as
discrete microspots to a streptavidin-linked membrane"; para [0015]). Further, as to Group |, Babson teaches the steps of disposing a
biological sample on a membrane (para [0006] - "a sample taken from the patient is applied [to a membrane]"; para [0015] - "blood or
other liquid biological sample would be deposited on the membrane"), wherein the membrane is provided with a plurality of immobilized
distinct antigens disposed thereon (para [0006] - "Known allergens are attached to the membrane”; para [0007] - "binding biotinylated
known allergens as discrete microspots to a streptavidin-linked membrane”), wherein the biological sample such that the biological
sample is brought into contact with each of the plurality of immobilized distinct antigens (para [0015] - "blood or other liquid biological
sample would be deposited on the membrane containing the known allergens and incubated for about 30 minutes"), and wherein any
immunoglobulin present in the biological sample that is specific for one or more of the plurality of immobilized distinct antigens binds to
said immobilized distinct antigens (para [0006] - "Known allergens are attached to a membrane and then a sample taken from the
patient is applied, so that allergen-specific IgE antibodies in the sample may react with the known allergens."); applying a wash solution
to the membrane to wash the biological sample across the membrane {para [0007] - "Excess sample is then washed away"; para [0015)
- "After incubation, the membrane would be washed with a non-ionic detergent to remove sample residue”); disposing a labeled reagent
specific for the immunoglobulin on the membrane and wherein the labeled reagent binds to any immunoglobulin bound to an
immobilized distinct antigen (para [0006] - "The IgE antibodies are identified by applying labeled anti-IgE, which binds to the IgE
antibodies"; para [0007] - "the membrane is coated with alkaline phosphatase-labeled anti-IgE which binds to any spots containing
allergen- specific IgE"); applying a wash solution to the membrane to wash unbound labeled reagent (para [0007] - "a second wash the
membrane is coated with a chemiluminescence substrate for alkaline phosphatase"; detecting the labeled reagent bound to the
membrane; and determining that the biological sample contains an immunoglobulin specific for the distinct antigen to which the labeled
reagent is bound (para [0006] - "The IgE antibodies are identified by applying labeled anti-IgE, which binds to the IgE antibodies, and
then measuring the bound anti-IgE by the response produced when the label is contacted with an appropriate substrate (e.g.
chemiluminescence"; para [0007] - "The light emitted by alkaline phosphatase is measured and correlated with the amount of allergen-
specific IgE in the sample."). Babson does not disclose specific geometric designs of the membrane (i.e specific placement of the
sample on the center of the membrane, direction of a radially diffusuing reaction and/or wash, etc.). However the geometric
specification of the instant application are indicative of radial immunodiffusion. Radial immunodiffusion was a well known and widely
used method of performing immunoreactive analyses long in use with membrane-based detection systems. Therefore, specific
limitations claiming radial diffusion or the like such as "disposing a biological sample on a center of a membrane”, "wherein the biological
sample moves across the membrane to a periphery of the membrane", "applying a wash solution to the center of the membrane to wash
the biological sample across the membrane to the periphery thereof via radial diffusion”, etc. would have been obvious to one of ordinary
skill in the art without undue experimentation as appropriate and within the scope and intent of the prior art of Babson as above.

Group Il further requires that the surface of the membrane comprises streptavidin-labeled dendrimer thereon, and wherein the plurality
of distinct antigens are biotinylated for immobilization on the membrane. This special technical feature is not shared by any of Groups |,
lll, and IV. Nevertheless, Babson teaches wherein a surface of the membrane comprises streptavidin-labeled dendrimer thereon (para
[0015]), and wherein the plurality of distinct antigens are biotinylated for immobilization on the membrane (para [0015}).

Group |ll further requires a labeled reagent for detecting immunoglobulin bound to at least one of the plurality of immobilized distinct
antigens. This special technical feature is not shared by any of Groups |, Il, and IV. Nevertheless, Babson teaches a labeled reagent for
detecting immunoglobulin bound to at least one of the plurality of immobilized distinct antigens (para [0008]).

Group 1V further requires a housing, a first well formed in the housing and containing a volume of labeled reagent for detecting
immunoglobulin bound to at least one of the plurality of immobilized distinct antigens, a second well formed in the housing and
containing a volume of wash solution; and a third well formed in the housing and contalnlng a volume of rinse solution. None of these
further limitations are required by any of Groups I-1il.

Therefore the inventions listed as Groups |-IV do not relate to a single general inventive concept under PCT Rule 13.1 because they do
not share a same or corresponding special technical feature. In order for all inventions to be examined, the appropriate examination fees
must be paid.
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