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HCV-TARGET 

• Mission: to establish an international registry of patients undergoing treatment 
with new therapies for HCV at both academic and community practices 

• Study Design: Longitudinal, observational study 
– Inclusion criteria: Adult patients (≥ 18 years) being treated with regimens 

containing at least one direct acting anti-viral agent.   
– Exclusion criteria: Inability to provide informed consent  

• Specific aims 
– Improve information of populations underrepresented in phase III trials 
– Identify and remediate educational gaps and adverse event management 
– Serve as a core for collaborative, translational studies 

• Structure   
– Clinical coordinating center and biorepository (University of Florida)  
– Data coordinating center (University of North Carolina) 
– Genentech PegBase USA data integrated in HCV-TARGET 
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HCV-TARGET: An International Consortium 
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Patients Enrolled 
in HCVT 
(n=1919) 

Patients 
In Current Analysis 

(n=1457) 

Early Discontinuation 
of All Treatment 

n=335 (23%) 

Still on treatment, > 16 weeks 
N=664 (46%) 

Still on Treatment, <16 weeks 
N=139 (6%) 

Completed Full Course PEG/RBV/DAA 
N=319 (22%) 

Reason for Early 
Discontinuation 

% of Total 
(n=1457) 

Lack of Efficacy 8% 

Adverse Event 9% 

Other Reasons 5% 

Multiple Reasons 2% 

Patients 
with 

Cirrhosis 
(n=550) 

Patient Disposition 



Characteristics Total (n= 1457) Telaprevir (n=1079) Boceprevir (n=342) 

Age, years (Mean) 
     18-39 years (n,%) 
     40-64 years 
     65 and older 

         62 years 
   123 (8%) 

  1160 (80%) 
   104 (7%) 

59.5 years 
    92 (9%) 

  887 (82%) 
    73 (7%) 

67.1 years 
   31 (9%) 

  270 (79%) 
    31 (9%) 

Gender: Male/Female 60%/40% 60%/40% 62%/38% 

BMI 29.4 29.7 28.8 
Race or Ethnicity 
     Caucasian 
     African-American 
     Asian 
     Hispanic 

 
1056 (72%) 
  300 (21%) 
    22   (2%) 
    95 (7%) 

 
790 (73%) 
223 (21%) 
  16 (1%) 

   76   (7%) 

 
245 (72%) 
 72 (21%) 
   6 (2%) 
  18 (5%) 

HCV Genotype 
     1a 
     1b 
     1 (No subtype) 
     2,3,4 

 
842 (58%) 
283 (19%) 
204 (14%) 
  16 (1%) 

 
639 (59%) 
207 (19%) 
152 (14%) 
  11 (1%) 

 
192 (56%) 
70 (20%) 
45 (13%) 
 4 (1%) 

Cirrhosis 550 (38%) 437 (41%) 106 (31%) 

Prior treatment status 
     Naïve 
     Treatment Experience 

 
720 (49%) 
714 (49%) 

 
526 (49%) 
547 (51%) 

 
182 (53%) 
154 (45%) 



HCV-Genotyping in HCV-TARGET 

• HCV-TARGET utilizes a standardized, centralized source data abstraction 
core to abstract HCV treatment data from de-identified clinical medical 
records provided from participating sites 
 

• Thus, all source documents from participating patients are  available for 
review 
 

• Retrospective review of available genotyping data performed in a sample 
of HCVT patients   



HCV Genotyping in HCV-TARGET 

206 Patients 
Randomly Chosen 

(~10% of HCVT population) 

Source Documents  
Academic Sites= 4 

Community Sites =2 

Genotype Noted in 
Clinical Narrative 

only 
N=74 
(36%) 

Hard Copy 
Report 
N=132 
(64%) 

Assay Names 
Reported 

N=0 



Hard Copy 
Report 
N=132 
(64%) 

Date Range 
1999-2013 

HCV-Genotyping in HCV-TARGET 

• 11 (8%) “Genotype 1a or 1b” 
Date range between 2011-2012 

• 32 (24%) No Subtype 
Date range between 2004-2012 

• 34 (25%) Genotyped prior to 2010 



HCV-Genotyping in HCV-TARGET 
Assays 
• Specific assay names were identified in only 27% of the 

reports (Versant, Invader TWT, Genosure) 
• Where HCV Genotype is identified in the clinical narratives, 

assay names are not included 
• HCV reports provided from clinical trials do not provide the 

specific assay names 
 

Testing Laboratories 
• 66% of patients had HCV Genotyping resulted from QUEST, 

LabCorp, or ARUP 
• 1% indicated the Genotype Assay Name/Version used 

 
 

 
 

Lab Methodology 
ARUP Dye-Terminator Chem (ABI) 
LabCorp Not specified on reports 
QUEST LiPA, Assay Name not given 



REAL-WORLD REPORTS 



LABCORP 

ASSAY and METHODOLOGY NOT SPECIFIED 

2011 



 QUEST- 2010 

2010 

METHODOLOGY SPECIFIED 



QUEST-2011 

2011 
1b 
Cannot rule out 6 (c-1).  The hybridization pattern indicates the  
Presence of HCV Genotype 1b.  However, we cannot rule out 
HCV Genotype 6 (c-1) 



QUEST-2012 

METHODOLOGY SPECIFIED, 



ARUP 

2011 

Cannot determine  
HCV subtype 

METHODOLOGY SPECIFIED, 
ASSAY NOT SPECIFIED 



CPL 

2011 

SPECIFIES ASSAY AND METHODOLOGY 



Local Report from EMR 

METHODOLOGY NOT SPECIFIED, 
ASSAY NOT SPECIFIED 
 
Result transcribed into EMR by 
center staff without assay name or 
methodology 



Local Lab (Academic Center) 

2009 

No subtype available 

ASSAY SPECIFIED BUT SUBTYPE NOT AVAILABLE 



MPL- 2009 

ASSAY SPECIFIED BUT THIS ASSAY CANNOT PROVIDE SUBTYPE 



MPL- 2012 

2012 
GENO 1A 

SPECIFIES ASSAY 
(VERSANT 2.0) 
& METHODOLOGY 



RETEST CHALLENGES WITH CURRENT ASSAYS 
Genotype Result 2006 

No Subtype 

No Subtype 

Center Retests Genotype in 2011 



HCV Genotyping 
SUMMARY & IMPLICATIONS 

• >1/3 Clinical centers are relying on HCV Genotype information from 
clinical notes transcribed over time. 
– 35% of those do not indicate HCV Genotype Subtype 

• Specific assay information is available for only 17% of HCV Genotypes 
(hardcopy reports- 35%, clinical notes- 0%)   

• The most commonly used laboratories in the US do not provide 
adequate information about HCV Genotype Assaying on HCV Genotype 
reports 
– Laboratory reporting techniques should be revised 
– Provider education on methodology is necessary 

• There are important implications as genotype specific and genotype-
preferred therapeutic regimens become available 
– Many patients will require HCV Genotype retesting when HCV 

genotype subtype is of clinical significance to selecting a treatment 
regimen  
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