| WHAT 1§ CLAIMED IS:

Rethod of diagnosing whether a patient suffers from a hepatic or liver condition

from the group co V’isting of liver cancer, hepatitis C and cirrhosis of the liver.

3. The method o claim 1 or claim 2, wherein said liver cancer is hepatocellular

carcinoma.

4. The method of one of claims 1 to 3, wherein said concentration is at least

about 500 pM.

5. The method of any-o of claims 1 to 4, wherein said determining comprises

binding hPG in the sample fr said patient with at least one antibody or with a plurality

of antibodies.

6. The method of any one of & laim 1 to 5, wherein said sample is contacted with a

first antibody specific for a first epi pe of hPG and a second antibody specific for a

different epitope of hPG.

7. The method of any one of clai; to 6, wherein one of said antibodies bears a

detectable marker and the level of bound$iPG is determined by quantifying the level of

the detectable marker.

8. The method of any one of claims 1 t‘, wherein said patient belongs to a

population having a higher than average incid & 1ce of hepatitis C or said patient resides in
; ge incidence of hepatitis C or said patient

a geographical region having a higher than aver

has a drug or alcohol dependency condition.

9. A method of diagnosing whether a patient s ers from a hepatic or liver

condition, wherein a patient has been diagnosed with first liver pathology or a liver

pathology other than hepatitis C, comprising the step , determining the human progastrin
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(hPG evcl in a sample from said patient, wherein the progastrin level, if higher than a

value, indicates that the patient is suffering from hepatitis C.
10. T method of claim 9, wherein the threshold value is at least 400 pM.

11.  The of claim 9, wherein said patient belongs to a population having a
higher than a rage incidence of hepatitis C or said patient resides in a geographical

region having ' igher than average incidence of hepatitis C or said patient has a drug or

alcohol depende condition.

12. A method oetecting the development of a liver pathology in a patient having at

least one non-liver pathology or in a patient diagnosed with cancer, comprising the step of

detecting using a bioc mical assay or immunoassay in a sample from said patient, a

level of human progastr (hPG) indicative of the development of said liver pathology.

13.  The method of clai 12, wherein said patient has been previously diagnosed with

‘one or more liver pathologie,

14.  The method of claim 14or claim 13, wherein said indicative level of hPG is at

feast about 400 pM.

15. A method of diagnosing w ther a patient suffers from a plurality of hepatic or

liver conditions comprising the step c f:
(a) identifying a paﬁent wi a blood hPG concentration of at least about 400
pM;
(b) testing said patient for at le two of the following conditions:
i) liver cancer, using dradiography or imaging technique;
ii) hepatitis C virus, using a nucleic acid-based assay; and

iii) cirrhosis of the liver, by festing a blood sample from said

patient for one or more se markers of fibrosis,
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' thereb)}‘\llfi.;agnosing whether the patient suffers from a plurality of hepatic or liver

conditions.

16. A method fgr determining a patient’s risk for a plurality of liver conditions,

comprising:
(@ determi gng by a biochemical assay a patient’s serum or plasma hPG
%

levels; and ﬁ

®) on the basis (a), assigning the patient a relative risk for one or more

liver pathologies, wherein:

i) anhP - level of below 100 pM indicates that the patient isat a

“low risk” for one or more liver pathologies;

if) an hPG level of between 100 pM and 400 pM indicates that a
patient is at i“::‘high risk” for having cirrhosis with or without
liver cancer, a‘%i\d at an “elevated risk” for also having hepatitis

C, and \ ,

iii) an hPG level of abgiye 400 pM indicates that a patient is ata

“severe risk” for having liver cancer, cirrhosis, and hepatitis C;

(c) wherein said patient is optionally Wrther tested using other diagnostic
means to confirm that said patient does not ﬁi;ve liver cancer if said patient has

hPG levels below 100 pM; and

(d) wherein said patient is optionally further \ ested using other diagnostic

means for liver cancer and/or hepatitis C if the pat%@nt has hPG levels between 100

pM and 400 pM.

17. A method for determining a patient’s risk for a liver pa ology, comprising:

(a) determining by a biochemical assay a patient’s bI‘Ad hPG levels;

&
3
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disease, said method comprising:

blood hPG concentration above a threshold am -

or liver disease;

hPG concentration above the threshold amount; and

amount, continuing the therapeutic regimen and if said p3

L) determining by a biochemical assay a patient’s blood alpha fetoprotein

. (“AFP”) levels; and

the basis of (a) and (b), assigning the patient a relative risk for liver

()

athology, wherein:

iv) a first threshold level of hPG and AFP indicates that the patient

is at a “low risk” for liver pathology;

a second threshold level of hPG and AFP indicates that the

patient is at an “elevated risk” for liver pathology.

vi) Tthird threshold level of hPG and AFP indicates that the

p ’i,ent is at a “high risk” for liver pathology.

A method for monitoring the disease status of a patient with a hepatic or liver

(a) subjecting a patient suffering fro m a hepatic or liver disease and-having a
unt a therapeutic regimen for said hepatic

(b) after step (a), determining whether‘sd patient continues to have a blood

(c) if said batient continues to have a hPG cqncentration above the threshold

itient no longer has a blood hPG
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concentrationbove said threshold amount periodically monitoring said patient’s blood

hPG levels to d rmine whether they rise above said threshold amount.

19.  Asystem fol .diagnosing a patient’s liver or hepatic health status, the system
comprising: \ ‘

(a)  aninput t‘ﬂ receives values of a patient’s blood hPG concentration;

(b)  aprocessor cor figured to compare the patient’s blood hPG concentration

to a reference blood hPG conce'\_ratxon, the processor configured to output a risk level for

liver pathology for the patient bask d wholly or in part on the patient’s blood hPG

concentration; and

(© a display configured to i%play the risk level for liver pathology.
\Y
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The claims defining the invention are as follow:

1. A method of diagnosing whether a patient is susceptible to present
multiple liver pathologies, wherein a patient has been diagnosed with a first liver
pathology, comprising the step of determining the human progastrin (hPG) level in a
sample from said patient, wherein a progastrin level of at least 400pM is indicative that
the patient is susceptible to present multiple liver pathologies.

2. The method according to claim 1, wherein said first liver pathology is

selected from the group consisting of: liver cancer, cirrhosis, and hepatitis C.

3. The method according to claim 1 or 2, wherein said multiple liver

pathologies are selected from the group consisting of:

liver cancer and cirrhosis,

liver cancer and hepatitis C,

liver cancer, cirrhosis and hepatitis C.

+

4. The method according to any one of claims 1 to 3, wherein the step of
determining the hPG level is carried out by an antibody that specifically binds hPG.

5. The method according to any one of claims 1 to 4, wherein the progastrin
level is at least S00pM.

6. The method according to any one of claims 1 to 5, wherein said patient
belongs to a population having a higher than average incidence of hepatitis C or said
patient resides in a geographical region having a higher than average incidence of
hepatitis C or said patient has a drug or alcohol dependency condition.

7. The method according to claim 1, comprising the steps:

(a) identifying a patient with a blood hPG concentration of at least about

400pM,

(b)  testing said patient for at least two of the following conditions:

) liver cancer, using a radiography or imaging technique;
(i)  hepatitis C virus, using a nucleic acid-based assay; and

(ii1)  cirrhosis of the liver, by testing a blood sample from said patient

for one or more serum markers of fibrosis,

thereby diagnosing whether the patient suffers from multiple liver pathologies.
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8.

comprising:

(@)

(b)

©

(d)

A method of determining a patient’s risk for a plurality of liver conditions,

determining by a biochemical assay a patient’s serum or plasma hPG
levels; and

on the basis of (a), assigning the patient a relative risk for one or more
liver pathologies, wherein:

® an hPG level of below 100pM indicates that the patient is at a low

risk for one or more liver pathologies,;

(ii)  an hPG level of between 100pM and 400pM indicates that a patient
is at a high risk for having cirrhosis with or without liver cancer,

and at an elevated risk for also having hepatitis C, and

(iii))  an hPG level of above 400pM indicates that a patient is at a severe
risk for having liver cancer, cirrhosis, and hepatitis C;

wherein said patient is optionally tested using other diagnostic means to

confirm that said patient does not have liver cancer if said patient has hPG

levels below 100pM; and

wherein said patient is optionally further tested using other diagnostic
means for liver cancer and/or hepatitis C if the patient has hPG levels

between 100pM and 400pM.
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