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[11.b] “the three fragments being a BstX]

and SnaBI, HS2-spanning nucleotide fragment

of said LCR, a BamHI and HindIII, HS3-spanning
nucleotide fragment of said LCR, and a BamHI and

Banll, HS4-spanning nucleotide fragment of said LCR,”.....

[11.c] “said vector providing

expression of the globin in a mammal in vivo; and™ .............

[11.d] “(b) obtaining hematopoietic progenitor

cells or stem cells from the mammalian individual,” ............

[11.e] “and transducing the

cells with the recombinant VECIOL.” .....vvveeeeeeeeeeeeeeeeeeeeeeieees

XI.  Ground 2: The May Thesis in Combination With Himanen Teaches

or Suggests All of the Limitations of Claim 5 of the 061 Patent

A. Claim 5: “The cell of claim 1,

wherein said functional globin is a mutant globin.”

XII.  Ground 3: The May Article Teaches All of the Limitations of Claims

1,2, 6-7,and 11 of the ’061 Patent
A. Claim1
1.
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[1.pre] “An isolated mammalian
hematopoietic progenitor cell or an

isolated mammalian stem cell comprising”™............cccceeeueeen.

[1.a] “a recombinant lentiviral vector which comprises,” .....

[1.b] “a nucleic acid encoding a functional
globin operably linked to a 3.2-kb nucleotide
fragment which consists essentially of three
contiguous nucleotide fragments obtainable from

a human B-globin locus control region (LCR),”....................

[1.c] “the three fragments being a BstXT

and SnaBI, HS2-spanning nucleotide fragment

of said LCR, a BamHI and HindlIll, HS3-spanning
nucleotide fragment of said LCR, and a BamHI and

Banll, HS4-spanning nucleotide fragment of said LCR,”.....

[1.d] “said vector providing expression of the globin in a

MAMMAL 172 VIVO.” oot e e eeee e eeee e e eeeaneens
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Claim 2: “The cell of claim 1, wherein the mammalian

hematopoietic progenitor cell or the stem cell is a human cell.” .....

Claim 6: “The cell of claim 1,

wherein said functional globin is a wild-type globin.” ....................

Claim 7: “The cells of claim 1,

wherein said functional globin is a B-globin.” ...........cccceeeeieeeennnnnns
(O] -1 3o 1 USSP

1. [11.pre] “A method for making
a mammalian hematopoietic progenitor cell or a

mammalian stem cell composition which comprises™...........

2. [11.a] “(a) preparing a recombinant
lentiviral vector comprising a nucleic acid
encoding a functional globin operably linked to a
3.2-kb nucleotide fragment which consists essentially
of three contiguous nucleotide fragments obtainable

from a human B-globin locus control region (LCR),” ...........

3. [11.b] “the three fragments being a BstX]
and SnaBI, HS2-spanning nucleotide fragment
of said LCR, a BamHI and HindlIll, HS3-spanning
nucleotide fragment of said LCR, and a BamHI and

Banll, HS4-spanning nucleotide fragment of said LCR,”.....

4. [11.c] “said vector providing

expression of the globin in a mammal in vivo; and” .............

5. [11.d] “(b) obtaining hematopoietic progenitor

cells or stem cells from the mammalian individual,” ............

6. [11.e] “and transducing the

cells with the recombinant VECLOr.” .....vvveeeeeeeeeeeeeeeieeeeeieaes

XIII. Ground 4: The May Article Teaches or Suggests All of

the Limitations of Claims 1, 2, 6, 7, and 11 of the ’061 Patent

XIV. Ground 5: The May Article in Combination with Himanen Teaches

or Suggests All of the Limitations of Claim 5 of the 061 Patent
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Claim 5: “The cell of claim 1,

wherein said functional globin is a mutant globin.” ........................
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