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Box No. II 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 t¢ 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:

\/
}A Claims Nos.: 4-19, 23-61
because they are dependent claims and are not drafied in accordance with the second and third sentences of Rule 6.4(a).

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

This Interational Searching Authority found multiple inventions in this international application, as follow5' -

This application contains the following inventions or groups of inventions which are not so linked as to form a smgle general inventive
~concept under PCT Rule 13.1.

Group I: claims 1-3, directed to a pharmaceutical composition comprising an inhibitor of AFP-FcRn and a carrier.
Group |i: claims 20-22, directed to a pharmaceutical composition comprising an AFP-FcRn potentiator and a carrier.

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

See Supplemental Sheet to continue

1. D As all required additional search fees were timely paid by the apphcant this mtematlonal 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. }X{ No required additional search fees were timely paid by the applicant. Consequently, this international search report is

re?’stncted to the invention first mentioned in the claims; it is covered by claims Nos.:
- 1-

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.

|:’ No protest accompanied the payment of additional search fees.

Form PCT/ISA/210 (continuation of first sheet (2)) (January 2015)
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Supplemental. Sheet

In Continuation of Box lll. Observations where unity of invqnﬁon is lacking:

Special Technical Features
The inventions of Group | do not include the shared or common technical feature of an AFP-FcRn potentiator, as required by Group II.

The inventions of Group 1 do not include the shared or common technical feature of an inhibitor of AFP-FcRn, as required by Group 1.
In addition, an inhibitor of AFP-FcRn interaction was known in the art at the time of the invention. Specifically, US 2012/0107845 A1 to
Blumberg, et al. (hereinafter "Blumberg") discloses "a mouse anti-hFcRn antibody that blocks the hFcRn-albumin binding site (but not
hFcRn-1gG binding site) (the ADM31 antibody, described in Qiao et al...)" (para [0100]).

Blumberg does not disclose that the ADM31 antibody is an inhibitor of the AFP- FcRn interaction. However, this limitation is met
by/inherently present in Blumberg for the following reasons:

Per Applicant, "ADM31 blocks AFP-FcRn-mediated inhibitory functions" (instant application, para [00360], " FIG. 8 demonstrates that
ADM31 blocks AFP-FcRn-mediated inhibitory functions. ADM31, a monocional anti-hFcRn antibody biocks hAFP inhibition of CD8+ T
cell IL-2 secretion in response to antigen in‘IgG-IC... [00361] FIG. 9 demonstrates that ADM31 blocks AFP-FcRn-mediated inhibitory
functions. ADM31 blocks hAFP inhibition of CD8+ T cell proliferation in response to antigen in IgG-IC..."). Thus, the ADM31 antibody of
Blumberg being identical to the ADM31 disclosed by Applicant is an inhibitor of the AFP-FcRn interaction.

Common Technical Features

The inventions of Groups | and |l share the technical feature of a pharmaceutical composition comprising an AFP-FcRn modulator and
a pharmaceutically acceptable carrier. However, this shared technical feature does not represent a contribution over prior art as being
obvious over Blumberg, as above.

Blumberg discloses "a mouse anti-hFcRn antibody that blocks the hFcRn-albumin binding site (but not hFcRn-IgG binding site) (the
ADM31 antibody, described in Qiao et al...)" (para [0100]). Blumberg does not disclose that the ADM31 antibody is an inhibitor of the
AFP-FcRn interaction. However, this limitation is met by/inherently present in Blumberg for the following reasons:

Per Applicant, "ADM31 blocks AFP-FcRn-mediated inhibitory functions" (instant application, para [00360] FIG. 8 demonstrates that
ADM31 blocks AFP-FcRn-mediated inhibitory functions. ADM31, a monoclonal anti-hFcRn antibody blocks hAFP inhibition of CD8+ T
celi IL-2 secretion in response to antigen in IgG-IC... [00361] FIG. 9 demonstrates that ADM31 blocks AFP-FcRn-mediated inhibitory
functions. ADM31 blocks hAFP inhibition of CD8+ T cell proliferation in response to antigen in 1gG-IC"). Thus, the ADM31 antibody of
Blumberg being identical to the ADM31 disclosed by Applicantis an inhibitor of the AFP-FcRn interaction.

Blumberg does not disclose a specific embodiment of a pharmaceutical composition comprising the ADM31 antibody and a
pharmaceutically acceptable carrier. However, Blumberg does disclose using the ADM31 antibody in a mouse (para [0100], "Mice
deficient in mouse FcRn that express human FcRn (hFcRn) and h.beta.2m are administered a lethal dose of acetaminophen with (Group -
I) or without (Group 11) a compound that blocks the interaction between FcRn and albumin. The compound is a mouse anti-hFcRn
antibody that blocks the hFcRn-albumin binding site (but not hFcRn-IgG binding site) (the ADM31 antibody, described in Qiao et al...)",
and further generally discloses how to formulate a pharmaceutical composition comprising “[cJompounds useful in decreasing the
concentration of albumin-binding toxins or treating disorders associated with albumin-binding toxins" (para [0081], "Such compositions
typically include the compound and a pharmaceutically acceptable carrier”; see also para [0082]-[0083]).

it would have been obvious therefore to one of ordinary skill in the art how to, in the course of routine experimentation and with a
reasonable expectation of success, formulate a pharmaceutical composition comprising the ADM31 antibody and a pharmaceutically
acceptable carrier. As said technical feature would have been obvious to one of ordinary skill in the art at the time of the invention, this
cannot be considered special tech’nical feature that would otherwise unify the groups.

The inventions of Group | and |l therefore lack unity under PCT Rule-13 because they do not share a same or corresponding special
technical feature.

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