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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:

1. D Claims Nos.:

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

2. D Claims Nos.:

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

N1
3. Claims Nos.: 20-26 and 28
because they are dependent claims and are not drafted in accordance with the second and third sentences of Rule 6.4(a).

Box No. IIl  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:
This application contains the following inventions 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.

Group I-li: claims 14, drawn to a method for producing a polypeptide composition comprising: combining a polypeptide with a volatile
additive to form a liquid mixture and lyophilizing the liquid mixture to obtain a lyophilized polypeptide composition, wherein the liquid
mixture comprises about 2% by volume of volatile additive, and the volatile additive is t-butanol, wherein the polypeptide is an antigen
binding polypeptide or the polypeptide comprises at least two GLP-| polypeptides genetically fused to the N-terminus of human serum
albumin, respectively.

Group Il claims 5-6, drawn to a dry polypeptide composition produced by the method of claim 1.

SEE CONTINUATION SHEET.

I. D As all required additional search fees were timely paid by the applicant, this international search report covers all searchable
claims.

2. I:l 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. m 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.:
1,2and 4

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.

EI No protest accompanied the payment of additional search fees.
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Continuation of Box IlI

Group IV: claims 7-15, drawn to a method for producing a liquid polypeptide composition comprising: obtaining a lyophilized polypeptide
produced by the method of claim 1, and reconstituting the lyophilized potypeptide with a sufficient amount of a pharmaceutically
acceptable dispersing agent to yield a liquid polypeptide compaosition.

Group V: claims 16-19, 27, drawn to a composition comprising: a therapeutic polypeptide, a buffer, a surfactant, at least one excipient,
and at least one volatile additive.

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 the same or corresponding special technical features for the following reasons:

The inventions of Groups I-IV do not include the inventive concept of a composition comprising: a therapeutic polypeptide, a buffer, a
surfactant, at least one excipient, and at least one volatile additive, as required by Group V.

The inventions of Groups I-IV share the technical feature of a method of claim 1. However, this shared technical feature does not
represent a contribution over prior art as being obvious over US 2010/0158814 A1 to Bussat, et al. (hereinafter "Bussat") that discloses
a method for producing a polypeptide composition (Abstract, Fibrin-binding peptides, para [0543], fluffy solid) comprising:

combining a polypeptide with a volatile additive to form a liquid mixture and lyophilizing the liquid mixture to obtain a lyophilized
polypeptide composition, wherein the liquid mixture comprises t-butanol (para [0542], Preparation of
Ac-WQPCPAESWTFCWDPGAGSGK(DPPE-Pro9-Glut-Ttda-Dga)-NH.sub.2cyclic (4.fwdarw.12) peptide; para [0543], "... The crude
was redissolved in DCM (1 mL) and Seq005-P3(Ttda-Dga) [Ac--WQPCPAESWTFCWDPGSAGSK(Ttda-Dga)-NH.sub.2] (SEQ ID NO.
145), ... HPLC and MS analysis indicated formation of the desired product. ... The pure product containing fractions were combined and
most of the MeOH was removed by rotary evaporation. Tert-Butyl alcohol was added to the mixture and the mixture was frozen and
lyophilized to give the product (125 mg, 46.5% yield) as a fluffy solid”). Bussat does not disclose that t-butanol, the volatile additive, was
added in the amount of about 2% by volume. However, it would have been obvious to one of ordinary skill in the art how to determine an
optimal amount of t-butanol necessary to achieving a dry composition having desired properties. As said method would have been
obvious to one of ordinary skill in the art at the time of the invention, this cannot be considered a special technical feature that would
otherwise unify the groups.

Another special technical feature of the inventions listed as Groups I-IV is the specific polipeptide recited therein. As no significant
structural similarities can readily be ascertained among the polipeptides, the inventions do not share a special technical feature. Without
a shared special technical feature, the inventions lack unity with one another.
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