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A method for predicting clinical response to the administration
of a pharmaceutical composition comprising of stem cells,
stromal cells, regulatory T-cells, fibroblasts and combinations
in a patient suffering from tissue damage, an ischemic, an
inflammatory and/or an immune disorder thereof by evaluating

oxe or more lymphocytes markers.

A metQod for treating a human subject having tissue damage, an
ischemt an inflammatory and/or an immune disorder with a
pharmaceWical composition comprising of stem cells (preferably
mesenchymal\ stem cells), stromal cells, regulatory T-cells,

fibroblasts and combinations thereof comprising

i) determining w\ether the patient is a responder or a non-
responder to said \pharmaceutical composition by evaluating a
lymphocyte marker in\a blood sample obtained from said human
subject and
ii) administering said armaceutical composition only if the

human subject is determined\to be a responder.

A method according to claims\l or 2 wherein said lymphocyte
marker is selected from the grNup comprising CD4+ lymphocyte
level, CD8+ Ilymphocyte level, mphocyte HLA-II level and

combinations thereof.

A method according to any of claims 1 Yo 3 wherein a subject
having a CD4+ level equal to or less than\a value in the range
of 35% to 55% of the total T-lymphocytes \is classified as a

responder.

A method according to any of claims 1 to 3 wherRin a subject
having a CD8+ level equal to or greater than a vXxlue in the
range of 45% to 65% of the total T-lymphocytes is cladsified as

a responder.
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A method according to any of claims 1 to 3 wherein a subject
having a CD4:CD8+ ratio equal to or lower than 1.5 1is

classified as a responder.

A method according to any of claims 1 to 3 wherein a subject
having a reduction in lymphocyte HLA-II level after contact
hereof with allogeneic mesenchymal stem cells is classified as
esponder.

A nq&thod according to any of claims 1 to 7 wherein the stem

cells \re mesenchymal stem cells.

A method \according to any of claims 1 to 8 wherein the stem

cells are m\ltipotent stromal or stromal stem cells.

A method accoNing to claims 8 or 9 wherein the mesenchymal

stem cells are adNpose tissue derived mesenchymal stem cells.
A method according tdeither of claims 1 to 10 wherein the stem
cells are allogeneic s®em cells.

A pharmaceutical compositi comprising of stem cells, stromal
cells, regulatory T-cells, fNproblasts and combinations thereof
for use 1in the treatment, odulation, prophylaxis, and/or
amelioration of one or more syyptoms associated with tissue
damage, an ischemic, an inflammatoxy and/or an immune disorder
in a human subject wherein said humay subject has a CD4+ level
equal to or less than a value in the nge of 35% to 55% of T-
lymphocytes.
A pharmaceutical composition comprising of em cells, stromal
cells, regulatory T-cells, fibroblasts and comNinations thereof
for use in the treatment, modulation, prophklaxis, and/or
amelioration of one or more symptoms associated\with tissue
damage, an ischemic, an inflammatory and/or an immuNe disorder
in a human subject wherein said human subject has a CR8+ level
equal to or greater than a value in the range of 45% to\65% of

T-lymphocytes.

A pharmaceutical composition comprising of stem cells, strom

cells, regulatory T-cells, fibroblasts and combinations thereof
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for use 1in the treatment, modulation, prophylaxis, and/or
amelioration of one or more symptoms associated with tissue
damage, an ischemic, an inflammatory and/or an immune disorder
in a human subject wherein said human subject has a CD4:CD8

ratio equal to or lower than 1.5.

pharmaceutical composition comprising of stem cells, stromal
ls, regulatory T-cells, fibroblasts and combinations thereof
use 1in the treatment, modulation, prophylaxis, and/or
amelidration of one or more symptoms associated with tissue
an ischemic, an inflammatory and/or an immune disorders
in a humay subject wherein said human subject has a reduction

HLA-II level after contact thereof with

Use of stem 1ls, stromal cells, regulatory T-cells,
fibroblasts and comMpinations thereof for the preparation of a
pharmaceutical compogition for the treatment, modulation,
prophylaxis, and/or aNelioration of one or more symptoms
associated with tissue mage, an ischemic, an inflammatory
and/or an immune disorder i\ a human subject wherein said human
subject has a CD4+ level equdl to or less than a value in the
range of 35% to 55% of T-lympho
Use of stem cells, stromal 11s, regulatory T-cells,
fibroblasts and combinations thereof\for the preparation of a
pharmaceutical composition for the \treatment, modulation,
prophylaxis, and/or amelioration of or more symptoms
associated with tissue damage, an ischenc, an inflammatory
and/or an immune disorder in a human subject herein said human
subject has a CD8+ level equal to or greater \than a wvalue in

the range of 45% to 65% of T-lymphocytes.

Use of stem cells, stromal cells, regulator
fibroblasts and combinations thereof for the prepara
pharmaceutical composition for the treatment, modu\ation,
prophylaxis, and/or amelioration of one or more symtoms
associated with tissue damage, an ischemic, an inflammatXry
and/or an immune disorder in a human subject wherein said huma

subject has a CD4:CD8 ratio equal to or lower than 1.5.
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Use of stem cells, stromal cells, regulatory T-cells,
fibroblasts and combinations thereof for the preparation of a
pharmaceutical composition for the treatment, modulation,
prophylaxis, and/or amelioration of one or more symptoms
associated with tissue damage, ischemic, inflammatory and/or an
immune disorders in a human subject wherein said human subject
h a reduction in lymphocyte HLA-II level after contact

theNeof with allogeneic mesenchymal stem cells.
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Claims

A method for predicting clinical response to the administration of a pharmaceutical
composition comprising stromal and/or mesenchymal stem cells in a patient
suffering from tissue damage, an inflammatory and/or an immune disorder by
evaluating one or more lymphocyte markers, wherein said lymphocyte marker is
the CD4+ and/or the CD8+ lymphocyte level.

A method according to claim 1 wherein a subject having a CD4+ level equal to or
less than a value in the range of 35% to 55% of the total T-lymphocytes is

classified as a responder.

A method according to claim 1 wherein a subject having a CD8+ level equal to or
greater than a value in the range of 45% to 65% of the total T-lymphocytes is

classified as a responder.

A method according to claim 1 wherein a subject having a CD4:CD8+ ratio equal

to or lower than 1.5 is classified as a responder.

A method according to any one of claims 1 to 4 wherein the mesenchymal stem
cells are adipose tissue derived mesenchymal stem cells.

A method according to any one of claims 1 to 5 wherein the stem cells are

allogeneic stem cells.

Use of stromal and/or mesenchymal stem cells for the preparation of a
pharmaceutical composition for the treatment, modulation, prophylaxis, and/or
amelioration of one or more symptoms associated with tissue damage, an
inflammatory and/or an immune disorder in a human subject wherein said human
subject has a CD4+ level equal to or less than a value in the range of 35% to 55%

of T-lymphocytes.

Use of stromal and/or mesenchymal stem cells for the preparation of a
pharmaceutical composition for the treatment, modulation, prophylaxis, and/or
amelioration of one or more symptoms associated with tissue damage, an

inflammatory and/or an immune disorder in a human subject wherein said human
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subject has a CD8+ level equal to or greater than a value in the range of 45% to
65% of T-lymphocytes.

Use of stromal and/or mesenchymal stem cells for the preparation of a
pharmaceutical composition for the treatment, modulation, prophylaxis, and/or
amelioration of one or more symptoms associated with tissue damage, an
inflammatory and/or an immune disorder in a human subject wherein said human

subject has a CD4:CD8 ratio equal to or lower than 1.5.
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