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Background: Recurrent HCV after OLT is a major cause of graft loss and death.
Preliminary studies suggest poorer survival in HCV-HIV coinfected than in
monoinfected patients (pts). This study determined 3-year survival in Spanish HCV-
HIV coinfected and HCV monoinfected OLT recipients (rcps).

Methods: 51 consecutive HCV-HIV coinfected pts with OLT between 2002-2005.
Data were obtained from the FIPSE OLT-HIV-05-GESIDA 45-05 database. HIV-
infected rcps were matched with 1,177 HCV-monoinfected pts who underwent OLT
during the same period in the same 14 institutions that performed OLT in HIV-
iInfected pts. Data for HIV-negative rcps were obtained from the ONT database.

Results: 12 (24%) HCV-HIV coinfected and 273 (23%) HCV monoinfected pts died
during a median (IRQ) follow-up of 1.3 (0.5-2.4) yrs. Survival (95% confidence
intervals) rates at 1, 2 and 3 years for HCV-HIV coinfected and HCV monoinfected
pts were 88% (74%-94%) vs. 81% (78%-83%), 75% (58%-86%) vs. 74% (70%-76%)
and 64% (43-79%) vs. 69% (65%-72%), respectively (p=NS). Graft survival rates at 3
yrs were also similar in both groups. The hazard risk (95% CI) of death adjusted by
age, gender and presence of hepatocellular carcinoma as an indication for OLT was
not different for HIV-positive or -negative rcps (1.74 [0.70-4.35]).

Conclusions: Patient and graft survival in HCV-HIV OLT coinfected pts is similar at
mid-term (3 yrs) to that of HCV monoinfected OLT rcps.




BACKGROUND

Recurrent HCV after OLT Is a major cause of graft loss

and death. Preliminary studies suggest poorer 3 year

survival in HCV-HIV coinfected patients than In
monoinfected patients.*

OBJECTIVE

The aim of this study was to know the 3-year survival

rate In Spanish HCV-HIV coinfected patients with OLT
In comparison with HCV monoinfected OLT recipients.

* Norris et al. Liver Transpl 2004;10: 1271-1278; De Vera et al. Am J Transplant. 2006;
6:2983-93; Duclos Vallee Jet al, 57th AASLD, Boston, 2006 Abstract 772.




PATIENTS & METHODS (1)

® Prospective study of all HIV-1-infected patients who
underwent OLT In Spain.

® HIV (stage, CD4 cell count, plasma HIV-1 RNA viral
load, ART), liver disease (etiology, stage), OLT
characteristics at baseline and after OLT, and anti-
HCV treatment characteristics were collected using a
standardized CRF.

® Each site used the same Immunosuppressive regimens
& prophylaxis protocols as for their HIV-negative
patients.




OLT INCLUSION CRITERIA IN HIV-
INFECTED PATIENTS*

® |_iver criteria; the same as for the non-HIV-infected
population.

® HIV criteria:
1) Clinical: no previous C events (CDC, 1993) except some
Ols (TB, Can, PCP); and,

2) Immunological: pre-SOT CD4 cell count >100 cells/mm3
for OLT; and,

3) Virological: RNA HIV-1 viral load BDL on cART or, if
detectable, post-SOT suppression predicted.

® Drug abuse: A) No heroin or cocaine abuse for >2
years; B) No alcohol abuse for >6 months.

* Miro JM et al. Enferm Infecc Microbiol Clin. 2005; 23:353-362.




CASES & CONTROLS (I1)

® Cases (HCV+HIV coinfected patients)
- Fifty-one consecutive HCV-HIV coinfected patients
with OLT between 2002-2005.
- Data were obtained from the FIPSE OLT-HIV-05-
GESIDA 45-05 database.

® Controls (HCV monoinfected patients)
- HIV-Infected recipients were matched with 1,177
HCV-monoinfected patients who underwent OLT
during the same period in the same 14 institutions that
performed OLT In HIV-Infected patients.

- Data for HIVV-negative recipients were obtained from
the ONT database.




STATISTICAL ANALYSIS

Categorical variables were compared using Fisher’s
exact test while continuous variables were compared
using the Student t test.

Patient survival analysis was performed using the

Kaplan-Meier method and groups were compared using
the log-rank test and Cox regression analysis.

All tests were two-tailed and the confidence level was
set at 95%.

The statistical analysis was performed using STATA
(StataCorp. 2003. Stata Statistical Software: Release 8.2. College Station,

TX: Stata Corporation).




Spanish Cohort of OLT In HIV-infected patients
(FIPSE OLT-HIV-05/ GESIDA 45-05 )(N=108)

B OLT-HIV

2002 2003 2004 2005 2006 2007-

*Data updated: September 1211, 2007; there were 108 OLT in 103 patients; 26 died (25%).




Spanish Cohort of OLT In HIV-infected patients
(FIPSE OLT-HIV-05/ GESIDA 45-05 )(N=108)

: Patients in
Hospitals No. cases | | No. deaths waiting list

w

Hosp. Cruces, Bilbao 17
Hosp. Bellvitge, Barcelona 13
Hosp. Vall d’Hebron, Barcelona 13
Hosp. Clinic, Barcelona

Hosp. Ramon y Cajal, Madrid

Hosp. 12 de Octubre, Madrid

Hosp. Gregorio Maranon, Madrid
Hosp. La Fe, Valencia

Hosp. Reina Sofia, Cordoba

Hosp. Virgen Arrixaca, Murcia

Hosp. Virgen del Rocio, Sevilla

Hosp. Juan Canalejo, LLa Coruna
Hosp. Santiago Compostela

Hosp. Clinico Lozano Blesa, Zaragoza
Hosp. Central de Asturias

Hosp. Carlos Haya, Malaga

Hosp. Margues Valdecilla, Santander

Total 108 26 (25%) 29
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Main Characteristics & Outcome
HIV+HCV|| HCV
N=51 NE=4

Male gender 39 (7/5%)" 824 (70%)"
Age (years)* 41 (38-45)* 56 (46-72)*

HBV coinfection [ (14%)" 90 (8%)"
HCC** 8 (16%)" 376 (32%)"
Follow-up (yrs)* 1.4 (0.8-2.5) 1.2 (0.5-2.3)
Retransplantation 2 (49%0) 38 (3%0)
Death 12 (249%) 273 (23%)

* Median (IQR); ** Hepatocellular carcinoma; * p<0.05.




Three-year patient survival of OLT In
HCV/HIV-coinfected recipients was similar to
that of HCV-monoinfected patients

HIV + HIV -

Recipients Recipients
N=51 N=1,177 P

Survival at:
1 year 88%0 81% NS
2 years 5% 49 NS
3 years 649%0 69% NS




Kaplan-Meier analysis of the cumulative patient survival
after OLT Iin HCV-infected patients according to HIV status.

Patient survival

m— |\ - 1,177 687 386
=—HIV+ 51 34 18




Three-year graft survival of OLT In
HCV/HIV-coinfected recipients was similar to
that of HCV-monoinfected patients

HIV + HIV -

Recipients Recipients
N=51 N=1,177 P

Survival at:
1 year 82%0 8% NS
2 years 2% 719% NS
3 years 61%0 65% NS




Kaplan-Meier analysis of the cumulative graft survival after
OLT in HCV-infected patients according to HIV status.

Graft survival

m— |\ - 1177 665 371
=—HIV+ 51 32 18




RESULTS

® Survival (95% confidence intervals) rates at 1, 2 and 3
years for HCV-HIV coinfected and HCV monoinfected
patients were 88% (74%-94%) vs. 81% (78%-83%), 75%
(58%-86%) Vvs. 74% (70%-76%) and 64% (43-79%) vs.
69% (65%-72%), respectively (p=NS).

® Graft survival rates at 3 years were also similar in both
groups.

® The hazard risk (95% CI) of death adjusted by age,
gender and presence of hepatocellular carcinoma as an
Indication for OLT was not different for HI\-positive or. -
negative recipients (1.74 [0.70-4.35]).




CONCLUSIONS

® Patient and graft survival in Spanish HCV-HIV OLT
coinfected patients was similar at mid-term (3 years) to
that of HCV monoinfected OLT recipients.

® The Spanish results are better than those previously

reported at 3 years In the US and some European
countries (France, UK)*.

® A longer follow-up (5 years) of the Spanish cohort Is
needed In order to confirm or refute these results.

* Norris et al. Liver Transpl 2004;10: 1271-1278; De Vera et al. Am J Transplant. 2006;
6:2983-93; Duclos-Vallee Jet al, 57th AASLD, Boston, 2006 Abstract 772.
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