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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. IXI Claims Nos.: 13-15
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:

see FURTHER INFORMATION sheet PCT/ISA/210

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

Box No. lll 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:

see additional sheet

-

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

2. I:' As all searchable claims could be searched without effort justifying an 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.:

1-12, 16-18

4. |:| 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.:

Remark on Protest The additional search fees were accompanied by the applicant's protest and, where applicable, the
payment of a protest fee.

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.

I:' No protest accompanied the payment of additional search fees.
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This International Searching Authority found multiple (groups of)
inventions in this international application, as follows:

1. claims: 1-3, 5-12, 16-18(all partially)

A method for preparing a variant of albumin, fragments
thereof or fusion polypeptide comprising said variant
albumin or fragment thereof, comprising following steps:

a. Providing a nucleic acid encoding a parent albumin having
at Teast 80% sequence identity to SEQ ID NO: 2;

b. Modifying the sequence of step a., to encode a variant
albumin, fragments thereof or fusion polypeptide comprising
said variant albumin or fragment thereof having one or more
substitutions corresponding to the substitutions in SEQ ID
NO: 2 selected
among:Q417A,C,D,E,F,G,H,I,K,L,M,N,P,R,S,T,V,W,Y

c. Introducing the modified sequence of step b., in a
suitable host cell;

d. Growing the cells in a suitable growth medium under
condition leading to expression of the variant of albumin,
fragments thereof or fusion polypeptide comprising said
variant albumin or fragment thereof; and

e. Recovering the variant of albumin, fragments thereof or
fusion polypeptide comprising said variant albumin or
fragment thereof from the growth medium; wherein the variant
of albumin, fragments thereof or fusion polypeptide
comprising said variant albumin or fragment thereof, has an
altered plasma half-1ife compared with the parent albumin,
fragments thereof or fusion polypeptide comprising said
variant albumin or fragment thereof;

Variants of HSA comprising said modification at Q417,
conjugates, and pharmaceutical compositions thereof.

2. claims: 1-3, 5-12, 16-18(all partially)

A method for preparing a variant of albumin, fragments
thereof or fusion polypeptide comprising said variant
albumin or fragment thereof, comprising following steps:

a. Providing a nucleic acid encoding a parent albumin having
at Teast 80% sequence identity to SEQ ID NO: 2;

b. Modifying the sequence of step a., to encode a variant
albumin, fragments thereof or fusion polypeptide comprising
said variant albumin or fragment thereof having one or more
substitutions corresponding to the substitutions in SEQ ID
NO: 2 selected among:
K500A,C,D,E,F,G,H,I,K,L,M,N,Q,R,S,T,V,W,Y

c. Introducing the modified sequence of step b., in a
suitable host cell;

d. Growing the cells in a suitable growth medium under
condition leading to expression of the variant of albumin,
fragments thereof or fusion polypeptide comprising said
variant albumin or fragment thereof; and

e. Recovering the variant of albumin, fragments thereof or
fusion polypeptide comprising said variant albumin or
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fragment thereof from the growth medium; wherein the variant
of albumin, fragments thereof or fusion polypeptide
comprising said variant albumin or fragment thereof, has an
altered plasma half-1ife compared with the parent albumin,
fragments thereof or fusion polypeptide comprising said
variant albumin or fragment thereof;

Variants of HSA comprising said modification at K500,
conjugates, and pharmaceutical compositions thereof.

3. claims: 1-12, 16-18(all partially)

A method for preparing a variant of albumin, fragments
thereof or fusion polypeptide comprising said variant
albumin or fragment thereof, comprising following steps:

a. Providing a nucleic acid encoding a parent albumin having
at Teast 80% sequence identity to SEQ ID NO: 2;

b. Modifying the sequence of step a., to encode a variant
albumin, fragments thereof or fusion polypeptide comprising
said variant albumin or fragment thereof having one or more
substitutions corresponding to the substitutions in SEQ ID
NO: 2 selected among:
D550A,C,E,F,G,H,I,K,L,M,N,P,Q,R,S,T,V,W,Y

c. Introducing the modified sequence of step b., in a
suitable host cell;

d. Growing the cells in a suitable growth medium under
condition leading to expression of the variant of albumin,
fragments thereof or fusion polypeptide comprising said
variant albumin or fragment thereof; and

e. Recovering the variant of albumin, fragments thereof or
fusion polypeptide comprising said variant albumin or
fragment thereof from the growth medium; wherein the variant
of albumin, fragments thereof or fusion polypeptide
comprising said variant albumin or fragment thereof, has an
altered plasma half-1ife compared with the parent albumin,
fragments thereof or fusion polypeptide comprising said
variant albumin or fragment thereof;

Variants of HSA comprising said modification at D550,
conjugates, and pharmaceutical compositions thereof.

4. claims: 1-5, 7-12, 16-18(all partially)

A method for preparing a variant of albumin, fragments
thereof or fusion polypeptide comprising said variant
albumin or fragment thereof, comprising following steps:

a. Providing a nucleic acid encoding a parent albumin having
at Teast 80% sequence identity to SEQ ID NO: 2;

b. Modifying the sequence of step a., to encode a variant
albumin, fragments thereof or fusion polypeptide comprising
said variant albumin or fragment thereof having one or more
substitutions corresponding to the substitutions in SEQ ID
NO: 2 selected among:
K573A,C,D,E,F,G,H,I,L,M,N,P,Q,R,S,T,V,W,Y

c. Introducing the modified sequence of step b., in a
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suitable host cell;

d. Growing the cells in a suitable growth medium under
condition leading to expression of the variant of albumin,
fragments thereof or fusion polypeptide comprising said
variant albumin or fragment thereof; and

e. Recovering the variant of albumin, fragments thereof or
fusion polypeptide comprising said variant albumin or
fragment thereof from the growth medium; wherein the variant
of albumin, fragments thereof or fusion polypeptide
comprising said variant albumin or fragment thereof, has an
altered plasma half-1ife compared with the parent albumin,
fragments thereof or fusion polypeptide comprising said
variant albumin or fragment thereof;

Variants of HSA comprising said modification at K573,
conjugates, and pharmaceutical compositions thereof.

5-30. claims: 1-3, 5-12, 16-18(all partially)

A method for preparing a variant of albumin, fragments
thereof or fusion polypeptide comprising said variant
albumin or fragment thereof, comprising following steps:

a. Providing a nucleic acid encoding a parent albumin having
at Teast 80% sequence identity to SEQ ID NO: 2;

b. Modifying the sequence of step a., to encode a variant
albumin, fragments thereof or fusion polypeptide comprising
said variant albumin or fragment thereof having one or more
substitutions corresponding to the substitutions in SEQ ID
NO: 2 selected among: H440A, A490C, E492A, V493A, D494A,
E495A, T496A, P499A, E501A, N503A, A504C, E505A, T506A,
H510A, H535A, K536A, P537A, K538A, T540A, K541A, EH42A,
K574A, Q580A, A581C, A582C, G584A including the further
specifically claimed variants thereof

c. Introducing the modified sequence of step b., in a
suitable host cell;

d. Growing the cells in a suitable growth medium under
condition leading to expression of the variant of albumin,
fragments thereof or fusion polypeptide comprising said
variant albumin or fragment thereof; and

e. Recovering the variant of albumin, fragments thereof or
fusion polypeptide comprising said variant albumin or
fragment thereof from the growth medium; wherein the variant
of albumin, fragments thereof or fusion polypeptide
comprising said variant albumin or fragment thereof, has an
altered plasma half-1ife compared with the parent albumin,
fragments thereof or fusion polypeptide comprising said
variant albumin or fragment thereof;

Variants of HSA comprising said modification at H440, A490,
E492, V493, D494, E495, T496, P499, E501, N503, A504, E505,
T506, H510, H535, K536A, P537A, K538, T540, K541, E542,
K574, Q580, A581, A582, G584 conjugates, and pharmaceutical
compositions thereof.

31-35. claims: 2, 3, 5-12, 16-18(all partially)
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A variant of albumin, fragments thereof or fusion
polypeptides comprising said variant albumin or a fragment
thereof having altered plasma half-1ife compared with the
parent albumin, fragment thereof or fusion polypeptide
comprising said parent albumin or fragment thereof,
comprising one or more substitutions in positions
corresponding to the positions in SEQ ID NO:2 selected
among: 464, 575, 577, 578, 579.
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Continuation of Box II.2

Claims Nos.: 13-15

Present claims 13 to 15 relate to a compound which has a given desired
property or effect, namely a variant of albumin which binding to FcRn is
stronger than for the corresponding albumin or fragment. However, the
description does not provide support and disclosure in the sense of
Article 6 and 5 PCT for any such compound having the said property or
effect and there is no common general knowledge of this kind available to
the person skilled in the art. This non-compliance with the substantive
provisions is to such an extent, that no search was carried for the
subject-matter of these claims (PCT Guidelines 9.19 and 9.20).

The applicant's attention is drawn to the fact that claims relating to
inventions in respect of which no international search report has been
established need not be the subject of an international preliminary
examination (Rule 66.1(e) PCT). The applicant is advised that the EPO
policy when acting as an International Preliminary Examining Authority is
normally not to carry out a preliminary examination on matter which has
not been searched. This is the case irrespective of whether or not the
claims are amended following receipt of the search report or during any
Chapter II procedure. If the application proceeds into the regional phase
before the EPO, the applicant is reminded that a search may be carried
out during examination before the EPO (see EPO Guideline C-VI, 8.2),
should the problems which led to the Article 17(2) declaration be
overcome.
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