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o ducgmem mllchhm:y thrglw dnubtﬁon p?onty 'flalm(s) or whu::-.11 is step when the document is Laken alone
cited to establish the publication date of another citation or other “yr do
cument of particulay relevance; the elaimed invention cannot be
— iFEcIB] reason {ms specified) ) e considered to involve an inveniive ctep when the document is
(o) g o an oral d ire, use, exhib or other combined with one or more other such d s, such combination
means being obvious (o a person skilled in the an
“P" document published prior to the intemational filing date but laterthan  «g»  yocument member of the same patent family
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Box No. 1 MNucleotide and/or amino acid sequence(s) (Continuation of item 1.c of the first sheet)

1. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international search was
carried out on the basis of a sequence listing:

a forming part of the international application as filed;

in the form of an Annex C/ST.25 text file.
D on paper or in the form of an image file.

b. |:| furnished together with the international application under PCT Rule 137er, 1(a) for the purposes of intemational search
only in the form of an Annex C/ST.25 text file,

A E] furnished subsequent to the international filing date for the purposes of intemational search only:
|:| in the form of an Annex C/ST.25 text file (Rule 137e7, 1(2}).
I:] on paper or in the form of an image file (Rule 13se7. 1(b) and A dministrative [nstructions, Section 713).

2. In addition, in the case that more than one version or copy of a sequence listing has been filed or furnished, the required
statements thal the information in the subsequent or additional copies is identical to that fonning part of the application as
filed or does not go beyond the application as filed, as appropriate, were fumished.

3. Additional comments:

Forn PCT/ISA/210 {continuation of first sheet (1)) (January 2015)
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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 parts 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:

v
3. X craims Nos.: 24-27, 55.78, 8087
because they ure dependent claims and are not drafted in accordance with the second and third sentences of Rule #.4(a).

Box Ne, [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:
This application contains the following Inventions or groups ul inventions which are not sa linkad as ko form a single general inventive
concept under PCT Rule 13.1. In ordar for all inventions to be examined, the appropriate additional examination feee must be paid.

Group |, claims 1-23 and 23-54, directed to an aqueous compuasition.
Group Il claim 78, directed to a method of treating a disease in a subject in need of treatment.
Group lll, claim 88-83, directed to a method for stabilizing viral vectors.

The inventions listed as Groups |, [l and || do not relata to a single spacial tachnical feature under PCT Rule 1.1 because, under PCT
Ruls 13.2, they lack the same or comasponding spadal tachnical features for the followlng reasons:

~gontinued on first extra shest attached harete—

1. D Axs all required additionsl search fees were timely paid by the applicant, this intemational search report covers all searchable
claims.

2, D As all searchable claims could be searched without effort jusiifying addilional fees, this Authority did not invite payment of
additional fees.

3 D As unly some ofthe required additional search fees were timely paid by the applicant, this intermnational search report covers
only those claims for which foes were paid, specifivally claims Nos.:

4, E No required additional search fees were timely paid by the applicant Consequently, this intemational search report is

1rr.25;n;taed5 :u the invention first menticned in the claims; it is covered by claims Nos.:

Remark on Profest D The additionel search fees were accompanied by the applicant™s protest and, where applicable, the
payment of a protest fiee,

D The additional search fees were accompanied by the applicant’s profest but the applicable protest
fee was not paid within the time limit specified in the invitation,

I:I No protest accompanied the payment of additional search fees,

Form PCT/ISA{210 {continuation of first sheet (2)) (January 2015)
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—continuation of Bext No [1l--

Spaciet tachnical featurag
Grouwp | has the special tachnica! feature of an aqueous composition comprising a viral vactor, a specific amount of trahaloss, and a
phammacsutically acceplable diluent, thatis not required by Groups 1l or I,

Group |l has the spacial tachnical feature of a mathod of treating a disease comprising administering to a subject a population of cells,
that is not required by Groups | or [1l.

Group It has the spacial technical feature of a methad for stabilizing viral veciors, that is not raquired by Groups | or Il

Common technical features:

Groups Il share the commeon technical featurs of a composltion comprising a viral vecter and trehalose. Groups [ and | share the
composition of claim 1,

Howaver, this shared tachnical feature does not represent a contribution over prior art, becausa this shared technical feature is
anticipated by WO 2014/140645 A1 to ARECOR LTD, {hereinafier Arecar).

Arecor teaches an agueous composition (p. 14, In 25) comprising:

{a) a viral vector (p. 3, In 5 'the formulation comprisas an adenovirus vector);

{b) about 3% o about 15% trehalose or derivatives thereof by weight (p. 2, In 24-28 'the formulation furlther comprises a tonicity modifier
salected from the group consisting of 1,2-propanediol, glycarol, mannitel, sorbitol, sucrose, lactose, maltose, and trehalose. Prefarebly,
the tonicity modifier is sucrose. In some embadiments, the tonicity madifier is et 8 concentration sufficient ta provide osmolarity between
about 100 mOsmY1 and about 1000 mOsm/1, preferably betwaen about 200 mCam/1 and about 500 mOsm/1'); and

(c) a pharmageutically scceptable diluant (p. 10, In 33-37 the formulation is a pharmacautical formulation. For exampla, the edenovirus
vectors can be combined with one or more phamacseutically acceptable camlers for an Injecteble pharmacsutical formulation...Such
pharmaceutical carriers can be sterile liquids, such as water and oils').

As the tachnical features wera known in the art at the time of the invention, they cennot ba considared special technical features that
would otherwisa unify the groups. .

Therefore, Groups -1 lack unity of invention under PCT Ruta 13.

NOTE, continuation of number 4 above: claims 24-27, 55-78, 80-87 are held unsesrcheble because they are dependent claims and ara
not draftad in accordance with the second and third sentences of Rule 6.4{a).

NOTE, Claims 88-93 depending from claim 81, as draftad, aru objected to, bacausa claim 81 lacks antecedent method for stabilizing

viral vectors required in claima 88-83. For this intarnationat Search and Opinion, claims 88-93 is reconstrued as depandent claims of
claim 88.

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