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  Novartis Clinical Trial Results  

Sponsor 

Novartis 

Generic Drug Name 

 DEB025 

Trial Indication(s) 

Hepatitis C and how biomarkers affect the response to treatment of the disease. 

Protocol Number 

CDEB025A2212 

Protocol Title 

A Retrospective Pharmacogenetic Analysis of Hepatitis C Patients treated with Alisporivir (DEB025) Alone or in Combination with 
Peg-IFN2a and/or Ribavirin 

Clinical Trial Phase 

Phase IIB 

Phase of Drug Development 

 Phase II 

Study Start/End Dates   

 28 Feb 2012 to 07 Nov 2012 

Reason for Termination 
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Not applicable. 

Study Design/Methodology 

The study population consists of 7, 37, and 109 patients, who completed DEB-025-103, DEB-025-HCV-203 or DEB-025-HCV-205, 
respectively. These patients came back to the investigator site, signed informed consent and had blood drawn for this retrospective 
pharmacogenetic study. 

Of note, two patients with HIV mono-infection in DEB025-025-103 were excluded from this analysis. DNA extraction did not yield 
sufficient DNA of quality for 1, 1 and 4 samples from studies DEB-025-103, DEB-025-HCV-203 or DEB-025-HCV-205, respectively, 
and these patients were therefore excluded from the present analysis. As only 1/37 and 2/109 (one without sufficient DNA of 
quality) are non-Caucasian in studies DEB-025-HCV-203 or DEB-025-HCV-205, these 3 non-Caucasians were also excluded from 
this analysis to avoid the effect of ethnic background. Of the remaining patients, 4, 30 and 86 subjects were treated with DEB025-
containing regimens in studies DEB-025-103, DEB-025-HCV-203 or DEB-025-HCV-205, respectively, and were therefore included 
in the present analysis. 

Centers 

centers in 8 countries: Belgium, Canada, France, Germany, Italy, Poland, Romania, Spain 

Objectives: 

Primary objective(s) 

• To examine the impact of IL28B genotype on early viral response after 2 weeks in patients treated with DEB025 alone 
(monotherapy) in DEB-025-103 

• To examine the impact of IL28B genotype on rapid virologic response (RVR) after 4 weeks in patients treated with DEB025 alone 
or with Peg-IFN in DEB-025-HCV-203 

• To examine the impact of IL28B genotype on sustained virologic response (SVR72) in patients treated with DEB025 in 
combination with Peg-IFN and RBV for 24 or 48 weeks in DEB-025-HCV-205 

Test Product (s), Dose(s), and Mode(s) of Administration 

This was a  retrospective pharmacogenetic study; patients received DEB025 in previous studies. 
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Statistical Methods  

• DEB-025-103: No statistical analysis was performed. 

• DEB-025-HCV-203: Statistical analyses were conducted to evaluate association between IL28B genotype and rapid viral 

response (RVR) after 4 weeks of treatment, using logistic regression adjusting for body weight, treatment arm, baseline viral 

load and viral genotype (group A: genotype 1 and 4; group B: genotype 2 and 3). SNP was tested using dominant 

(comparing presence of one or two copies of the minor allele versus none), recessive (comparing presence of two copies of 

the minor allele versus none or one copy), and additive (none, one or two copies of the minor allele were coded 0, 1 and 2, 

respectively, inheritance. T is the minor allele of IL28B rs12979860. 

• DEB-025-HCV-205: Statistical analyses were conducted to evaluate association between IL28B genotype and sustained 

virologic response 72 weeks after initiation of treatment (SVR72), using logistic regression adjusting for body weight, 

treatment arm, baseline viral load and viral genotype. SNP was also tested using additive, dominant and recessive model of 

inheritance. 

Study Population: Key Inclusion/Exclusion Criteria  

Inclusion criteria 

• Patients must have completed studies DEB-025-103, DEB-025-HCV-203 and DEB-025-HCV-205. Written informed consent 

must be obtained prior to any assessments being performed. 

Exclusion criteria 

• None 

Participant Flow  

In studies DEB-025-103, DEB-025-HCV-203 or DEB-025-HCV-205, 4, 30 and 86 subjects were treated with DEB025 respectively, 
and were therefore included in the present analysis. 
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Baseline Characteristics  

Age Range 

 

Trial has subjects under 18 No 

In Utero No 

Preterm newborn infants (up to 
gestational age < 37 weeks) 

No 

Newborns (0-27 days) No 

Infants and toddlers (28 days-23 months) No 

Children (2-11years) No 

Adolescents (12-17 years) No 

Adults (18-64 years) Yes 

Elderly (>=65 years) Yes 

 

 Gender 
 

Female Yes 

Male Yes 
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Primary Outcome Result(s)  

IL28B genotype and clinical data of patients from DEB-025-103 

 

 
P values of logistic regression evaluating association between IL28B genotype and viral responses in DEB-025-HCV-203 
 

 
 
P values of logistic regression evaluating association between IL28B genotype and viral responses in DEB-025-HCV-205 
 

 

Safety Results  

Not reported in this retrospective pharmacogenetic analysis. 

Other Relevant Findings 
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IL28B genotype and clinical data of patients from DEB-025-HCV-203 

 

 



 

 

Page | 7  
 

IL28B genotype and clinical data of patients from DEB-025-HCV-205 
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Conclusion: 
 
Consistent with previous findings, this targeted pharmacogenetic analysis supports that HCV patients of IL28B CC genotype, 
compared to patients of CT/TT genotype, responded better to DEB025-containing regimens in DEB-025-HCV-203 and DEB-025-
HCV-205, reflected by greater rates of RVR and SVR72 respectively. 

Date of Clinical Trial Report 

25-Oct-2013 

 
 

 

 

 

 

 

 

 

 

 

 

 


