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HIV/HCV Coinfection



HIV/HCV Coinfection Background

Chew, Kara W.; Bhattacharya, Debika. Virologic and immunologic aspects of HIV–hepatitis C virus coinfection. 

AIDS 30(16):p 2395-2404, October 23, 2016. | DOI: 10.1097/QAD.0000000000001203
 

• Approximately 2 M people worldwide are coinfected with HIV and HCV

• Patients with HIV/HCV coinfection have a more rapid progression to advanced 
fibrosis compared to HCV monoinfected patients, even in era of highly effective ART.

• Also lower spontaneous clearance of HCV if also HIV-infected

• Sustained virologic response to IFN and ribavirin was lower in coinfected patients; 
however, with newer directly acting antivirals (ie. Sofosbuvir/velpatasvir, 
glecaprevir/pibrentasvir) is the same as monoinfected patients

• With cleaner first line HIV regimens, there are much fewer drug-drug interactions but 
beware of a few: elvitegrevir/cobi and G/P, EFZ and sof/vel, boosted PI regimens. 
Due to limited experience, renal monitoring is recommended in patients taking 
tenofovir disoproxil fumarate and cobicistat or ritonavir with sofosbuvir/velpatasvir.



HCV Treatment Progress



CDC Study of HCV Treatment Patterns (2014-23)

Teshale E.  Abstract 57 The Liver Meeting 2024.  San Diego, CA

Background

• As of 2020, 1.2 million Americans infected with HCV were treated

• Landscape has changed since then with fewer restrictions, simplified algorithm, 

and lower cost of tx

Data

• IQVIA pharmacy claims database 

• Doesn’t include VA, carceral system, and managed care orgs; only has first paid 

claim



Results

• Using IQVIA data, 980,062 

persons were treated with 

DAAs

• Peak year was 2015

• Compared to peak, there 

were 48% fewer persons 

treated in 2023
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Characteristics of Persons Treated with DAAs (2014-23)

• 69% white, 19% Black, 10% Hispanic

• Most common age group was 60+ yo but is declining and in last two years is 40-

59 yo age group

• More men treated than women

• Commercial insurance was most common source of insurance, but Medicaid 

increasing quickly, accounted for 50% in 2023

• Top states: DC, LA, KY, AK, WV, MA, OR



Proportion of persons treated by provider type and year, 

United States, 2014-23
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Cepheid Xpert for HCV RNA Detection 

Abstract 5051 Gail Louw, et al. The Liver Meeting, San Diego, CA 2024.

• First POC HCV RNA molecular test to 

receive de novo FDA approval and CLIA-

waiver

• Detects HCV RNA through K-EDTA 

fingerstick whole blood sample

• Processing time <1 hr

• LOD is 35-136 IU/ml

• US CDC recommend a 2-step testing algorithm for diagnosis 

of active HCV infection, with individuals with positive HCV 

antibody test results tested for HCV infection with an FDA-

approved molecular testing done at a referral laboratory1. 

• This limits diagnosis of HCV infection to HCV antibody positive 

individuals and HCV RNA testing at the reference laboratory 

may result in lost to follow-up2. 

• Decentralization of diagnosis and treatment based on “test-

and-treat” strategies, irrespective of HCV antibody status, at 

point of care, could help improve continuity of care in 

populations at-risk and/or symptomatic for HCV infection. 

• To assess the clinical performance of the Xpert® HCV test at 

point of care, in K2EDTA fingerstick blood collected from adults 

symptomatic and/or at-risk of HCV infection when performed by 

untrained users using the GeneXpert® Xpress System.

• Xpert® HCV is the first HCV RNA molecular test that received FDA De Novo authorization and CLIA-Waiver 

by application approval that allows for HCV RNA testing at the point-of care using K2EDTA fingerstick whole 

blood. 

• Xpert® HCV demonstrated good performance relative to PIS in specimens obtained from individuals at risk 

and/or symptomatic of HCV infection (irrespective of HCV antibody status) and in individuals with non-HCV 

liver disease. 

• Discrepant results observed in the clinical study may be explained by:

• Differences in technical attributes between qualitative Xpert® HCV (LoD range in fingerstick blood of 

35.0 IU/mL to 136.4 IU/mL) and the quantitative cobas test (LoD in serum of 13.7 IU/mL).

• Suspicion of specimen handling and testing errors in 2 samples confirmed by repeat cobas testing; with 

data re-analysis showing improved performance of Xpert® HCV, with NPA increased from 99.8% to 

99.9% and PPA increased from 93.4% to 94.3%. 

• Initial ND rate of Xpert ® HCV was 6%, with final ND rate of 1.2% (data not shown). Collecting  ≥250uL 

fingerstick blood, with demonstrated 4-hour fingerstick blood stability at 2-30oC in microtainer, enabled the 

ability to re-test the same specimen. Re-testing with the Xpert ® HCV test can still enable a timely and 

accurate diagnosis (within a single patient visit), and treatment initiation or linkage to care can also occur on 

the same day. 

Gail Louw

gail.louw@cepheid.com

Gail Louw1,2, Sarah Brown1, Wei Zhang1, Laura Spelmink3, Marika Kleman3, Suzette Chance1, Scott Campbell1

1. Cepheid, Sunnyvale, California, USA

2. Cepheid (PTY) LTD, Johannesburg, South Africa
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CLINICAL PERFORMANCE EVALUATION OF THE XPERT® HCV TEST AT 

POINT OF CARE IN A MULTI-SITE PROSPECTIVE CLINICAL STUDY

INTRODUCTION 

OBJECTIVES

METHOD

DISCUSSION

CONTACT INFORMATION

RESULTS

Figure 2. Study Specimen Accountability

• 1279 specimens enrolled, with 264 deemed ineligible

• 30 specimens excluded due to i) protocol deviations (n=15); ii) unresolved repeat non-determinate results by 

Xpert testing (n=11) and; iii) non-evaluable comparator test results (n=4)

• 985 specimens included in performance analysis

Table 1. Demographic Characteristics of Eligible Participants

Participants/Specimens enrolled 

(n=1279)

Participants/Specimens eligible

(n=1015)

Participants/Specimens not meeting 

eligibility criteria or issues with ICF

(n=264)

Participants/Specimens eligible

(n=1000)

Specimens excluded due to protocol deviations

(n=15)

Specimens excluded due to unresolved repeat 

ND result for Xpert testing 

(*n=11)

(* 1 specimen not counted, but counted for 

exclusion based on protocol deviations)Participants/Specimens in 

analysis/evaluable population

(n=989)
Specimens excluded due to non-evaluable cobas® 

HCV and/or Elecsys® Anti-HCV II test results

(n=4) 

Participants/Specimens in 

performance analysis 

(n=985)

Consented, eligible adults with signs and symptoms 

AND/OR 

at risk of HCV infection

Prospective collection of paired fingerstick and 

venous whole blood at 15 point-of-care sites

Fingerstick blood collection in

K2EDTA microtainer 

( 1 x ≥250 µL)  

Venous whole blood collection in 

Serum Separator Tubes 

(2 x ≥5 mL tubes)*

Test of fingerstick blood with Xpert® 

HCV test on GeneXpert Xpress 

System at 15 point of care sites 

Process venous whole blood to 

obtain serum
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Figure 1. Study Methodology and Workflow

*Additional venous whole blood collected in K2EDTA tube and frozen, if participant consented, for future study purposes

Demographic N % (n=1015)

Age Range

≥18 to <22

≥22 to ≥60

>60

3

646

366

0.3%

63.6%

36.1%

At-risk 936 92.2%

Symptomatic 374 36.8%

History of HCV Infection 293 28.9%

History of Injection Drug Use 437 43.1%

History of non-HCV liver disease 68 6.7%

HIV-positive 156 15.4%

HBV-positive 16 1.6

• Limited data on individuals 18 to <22 years old, thus limited performance demonstrated for 
Xpert® HCV in this age cohort 

• Pregnant individuals not excluded, but pregnancy status not collected as data point. 

RESULTS (CONT.)

Table 2. Agreement between Xpert HCV and Patient Infected Status (PIS)

PISa

HCV Positiveb HCV Negativec Total
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HCV DETECTED 114 2 116

HCV NOT DETECTED 8 861 869

Total 122 863 985

PPA 93.4% (95% CI: 87.6 - 96.6)

NPA 99.8% (95% CI: 99.2 - 99.9)

a PIS categories defined as 1) active chronic infection based on reactive HCV antibody and “HCV Detected” cobas results; 
2) past/resolved infection based on reactive HCV antibody and “HCV Not Detected” cobas results; 3) active acute infection based on 
non-reactive HCV antibody and “HCV Detected” cobas results and; 4) not infected based on HCV non-reactive HCV antibody and 
“HCV Not Detected” cobas results. 
b Active chronic or acute infection
c Past/resolved infection or not infected

Figure 3. Performance of Xpert® HCV to PIS in HCV Antibody Reactive and Non-Reactive Specimens
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Point Estimates

Antibody Reactive Antibody Non-Reactive

Non-HCV Liver 

Disease
TP FN TN FP PPA (95% CI) NPA (95% CI)

Fatty Liver Disease 1 0 23 0
100.0% 

(95% CI: 20.7 - 100.0 )

100.0% 

(95% CI:85.7- 100.0 )

Non-alcoholic 

steatohepatitis
0 0 1 0 Not Applicable

100.0% 

(95% CI: 20.7 - 100.0 )

Primary biliary 

cirrhosis
2 0 11 0

100.0% 

(95% CI: 34.2 - 100.0 )

100.0% 

(95% CI: 74.1 - 100.0 )

Chronic HBV 0 0 2 0 Not Applicable
100.0% 

(95% CI: 34.2 - 100.0 )

Alcoholic liver 

disease
0 0 10 0 Not Applicable

100.0% 

(95% CI:72.2 - 100.0 )

Autoimmune 

hepatitis
0 0 3 0 Not Applicable

100.0% 

(95% CI:43.9 - 100.0 )

Other 1 0 14 0
100.0% 

(95% CI: 20.7 - 100.0 )

100.0% 

(95% CI:78.5 - 100.0 )

Total 4 0 64 0
100.0% 

(95% CI: 51.0 - 100.0 )

100.0% 

(95% CI:94.3 - 100.0 )

Table 3.  Performance of Xpert HCV relative to PIS in non-HCV Liver Disease

1. Centers for Disease Control and Prevention (CDC). Testing for HCV infection: an update of guidance for 

clinicians and laboratorians. MMWR Morb Mortal Wkly Rep. 2013 May 10;62(18):362–5. 

2. Trickey A, Fajardo E, Alemu D, Artenie AA, Easterbrook P. Impact of hepatitis C virus point-of-care RNA 

viral load testing compared with laboratory-based testing on uptake of RNA testing and treatment, and 

turnaround times: a systematic review and meta-analysis. Lancet Gastroenterol Hepatol. 2023 

Mar;8(3):253–70.

REFERENCES

CONCLUSIONS
• Xpert® HCV demonstrated acceptable clinical performance relative to PIS in individuals with active HCV 

infection (irrespective of HCV antibody status).

• Xpert® HCV is sensitive, specific and acceptable for use as a test for the detection of HCV RNA in 

K2EDTA  fingerstick blood from adults at risk and/or symptomatic of HCV infection at the point of care. 

This study, Pro0075996, was approved by Advarra IRB

ClinicalTrials.gov registration: NCT06508996

US IVD. In Vitro Diagnostic Medical Device

The research reported in this publication was supported by the National Institutes of Health (contract award 

numbers 75N92022D00015/75N92022F00003, 75N92022D00013/75N92022F00004, 

75N92022D00014/75N92023F00001) as part of the Rapid Acceleration of Diagnostics (RADx) initiative

FUNDING



Cepheid Xpert

• US CDC recommend a 2-step testing algorithm for diagnosis 

of active HCV infection, with individuals with positive HCV 

antibody test results tested for HCV infection with an FDA-

approved molecular testing done at a referral laboratory1. 

• This limits diagnosis of HCV infection to HCV antibody positive 

individuals and HCV RNA testing at the reference laboratory 

may result in lost to follow-up2. 

• Decentralization of diagnosis and treatment based on “test-

and-treat” strategies, irrespective of HCV antibody status, at 

point of care, could help improve continuity of care in 

populations at-risk and/or symptomatic for HCV infection. 

• To assess the clinical performance of the Xpert® HCV test at 

point of care, in K2EDTA fingerstick blood collected from adults 

symptomatic and/or at-risk of HCV infection when performed by 

untrained users using the GeneXpert® Xpress System.

• Xpert® HCV is the first HCV RNA molecular test that received FDA De Novo authorization and CLIA-Waiver 

by application approval that allows for HCV RNA testing at the point-of care using K2EDTA fingerstick whole 

blood. 

• Xpert® HCV demonstrated good performance relative to PIS in specimens obtained from individuals at risk 

and/or symptomatic of HCV infection (irrespective of HCV antibody status) and in individuals with non-HCV 

liver disease. 

• Discrepant results observed in the clinical study may be explained by:

• Differences in technical attributes between qualitative Xpert® HCV (LoD range in fingerstick blood of 

35.0 IU/mL to 136.4 IU/mL) and the quantitative cobas test (LoD in serum of 13.7 IU/mL).

• Suspicion of specimen handling and testing errors in 2 samples confirmed by repeat cobas testing; with 

data re-analysis showing improved performance of Xpert® HCV, with NPA increased from 99.8% to 

99.9% and PPA increased from 93.4% to 94.3%. 

• Initial ND rate of Xpert ® HCV was 6%, with final ND rate of 1.2% (data not shown). Collecting  ≥250uL 

fingerstick blood, with demonstrated 4-hour fingerstick blood stability at 2-30oC in microtainer, enabled the 

ability to re-test the same specimen. Re-testing with the Xpert ® HCV test can still enable a timely and 

accurate diagnosis (within a single patient visit), and treatment initiation or linkage to care can also occur on 

the same day. 
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CLINICAL PERFORMANCE EVALUATION OF THE XPERT® HCV TEST AT 

POINT OF CARE IN A MULTI-SITE PROSPECTIVE CLINICAL STUDY

INTRODUCTION 

OBJECTIVES

METHOD

DISCUSSION

CONTACT INFORMATION

RESULTS

Figure 2. Study Specimen Accountability

• 1279 specimens enrolled, with 264 deemed ineligible

• 30 specimens excluded due to i) protocol deviations (n=15); ii) unresolved repeat non-determinate results by 

Xpert testing (n=11) and; iii) non-evaluable comparator test results (n=4)

• 985 specimens included in performance analysis

Table 1. Demographic Characteristics of Eligible Participants

Participants/Specimens enrolled 

(n=1279)

Participants/Specimens eligible

(n=1015)

Participants/Specimens not meeting 

eligibility criteria or issues with ICF

(n=264)

Participants/Specimens eligible

(n=1000)

Specimens excluded due to protocol deviations

(n=15)

Specimens excluded due to unresolved repeat 

ND result for Xpert testing 

(*n=11)

(* 1 specimen not counted, but counted for 

exclusion based on protocol deviations)Participants/Specimens in 

analysis/evaluable population

(n=989)
Specimens excluded due to non-evaluable cobas® 

HCV and/or Elecsys® Anti-HCV II test results

(n=4) 

Participants/Specimens in 

performance analysis 

(n=985)

Consented, eligible adults with signs and symptoms 

AND/OR 

at risk of HCV infection

Prospective collection of paired fingerstick and 

venous whole blood at 15 point-of-care sites

Fingerstick blood collection in

K2EDTA microtainer 

( 1 x ≥250 µL)  

Venous whole blood collection in 

Serum Separator Tubes 

(2 x ≥5 mL tubes)*

Test of fingerstick blood with Xpert® 

HCV test on GeneXpert Xpress 

System at 15 point of care sites 

Process venous whole blood to 

obtain serum
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Figure 1. Study Methodology and Workflow

*Additional venous whole blood collected in K2EDTA tube and frozen, if participant consented, for future study purposes

Demographic N % (n=1015)

Age Range

≥18 to <22

≥22 to ≥60

>60

3

646

366

0.3%

63.6%

36.1%

At-risk 936 92.2%

Symptomatic 374 36.8%

History of HCV Infection 293 28.9%

History of Injection Drug Use 437 43.1%

History of non-HCV liver disease 68 6.7%

HIV-positive 156 15.4%

HBV-positive 16 1.6

• Limited data on individuals 18 to <22 years old, thus limited performance demonstrated for 
Xpert® HCV in this age cohort 

• Pregnant individuals not excluded, but pregnancy status not collected as data point. 

RESULTS (CONT.)

Table 2. Agreement between Xpert HCV and Patient Infected Status (PIS)

PISa

HCV Positiveb HCV Negativec Total
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HCV DETECTED 114 2 116

HCV NOT DETECTED 8 861 869

Total 122 863 985

PPA 93.4% (95% CI: 87.6 - 96.6)

NPA 99.8% (95% CI: 99.2 - 99.9)

a PIS categories defined as 1) active chronic infection based on reactive HCV antibody and “HCV Detected” cobas results; 
2) past/resolved infection based on reactive HCV antibody and “HCV Not Detected” cobas results; 3) active acute infection based on 
non-reactive HCV antibody and “HCV Detected” cobas results and; 4) not infected based on HCV non-reactive HCV antibody and 
“HCV Not Detected” cobas results. 
b Active chronic or acute infection
c Past/resolved infection or not infected

Figure 3. Performance of Xpert® HCV to PIS in HCV Antibody Reactive and Non-Reactive Specimens
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Point Estimates

Antibody Reactive Antibody Non-Reactive

Non-HCV Liver 

Disease
TP FN TN FP PPA (95% CI) NPA (95% CI)

Fatty Liver Disease 1 0 23 0
100.0% 

(95% CI: 20.7 - 100.0 )

100.0% 

(95% CI:85.7- 100.0 )

Non-alcoholic 

steatohepatitis
0 0 1 0 Not Applicable

100.0% 

(95% CI: 20.7 - 100.0 )

Primary biliary 

cirrhosis
2 0 11 0

100.0% 

(95% CI: 34.2 - 100.0 )

100.0% 

(95% CI: 74.1 - 100.0 )

Chronic HBV 0 0 2 0 Not Applicable
100.0% 

(95% CI: 34.2 - 100.0 )

Alcoholic liver 

disease
0 0 10 0 Not Applicable

100.0% 

(95% CI:72.2 - 100.0 )

Autoimmune 

hepatitis
0 0 3 0 Not Applicable

100.0% 

(95% CI:43.9 - 100.0 )

Other 1 0 14 0
100.0% 

(95% CI: 20.7 - 100.0 )

100.0% 

(95% CI:78.5 - 100.0 )

Total 4 0 64 0
100.0% 

(95% CI: 51.0 - 100.0 )

100.0% 

(95% CI:94.3 - 100.0 )

Table 3.  Performance of Xpert HCV relative to PIS in non-HCV Liver Disease

1. Centers for Disease Control and Prevention (CDC). Testing for HCV infection: an update of guidance for 

clinicians and laboratorians. MMWR Morb Mortal Wkly Rep. 2013 May 10;62(18):362–5. 

2. Trickey A, Fajardo E, Alemu D, Artenie AA, Easterbrook P. Impact of hepatitis C virus point-of-care RNA 

viral load testing compared with laboratory-based testing on uptake of RNA testing and treatment, and 

turnaround times: a systematic review and meta-analysis. Lancet Gastroenterol Hepatol. 2023 

Mar;8(3):253–70.
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CONCLUSIONS
• Xpert® HCV demonstrated acceptable clinical performance relative to PIS in individuals with active HCV 

infection (irrespective of HCV antibody status).

• Xpert® HCV is sensitive, specific and acceptable for use as a test for the detection of HCV RNA in 

K2EDTA  fingerstick blood from adults at risk and/or symptomatic of HCV infection at the point of care. 

This study, Pro0075996, was approved by Advarra IRB

ClinicalTrials.gov registration: NCT06508996

US IVD. In Vitro Diagnostic Medical Device

The research reported in this publication was supported by the National Institutes of Health (contract award 

numbers 75N92022D00015/75N92022F00003, 75N92022D00013/75N92022F00004, 

75N92022D00014/75N92023F00001) as part of the Rapid Acceleration of Diagnostics (RADx) initiative

FUNDING

Machine costs $20k

Important to co-locate POC with access 

to treatment, harm reduction, vaccination
Sensitivity: 114/114+ 8 = 93.4%

Specificity: 861/861+ 2 = 99.8%

Positive Predictive Value: 114/116 = 98.2%

Negative Predictive Value: 861/869 = 99.1%



Same Day and Next Day Treatment Starts

La Bodega Clinic (Buffalo, NY)

• Co-located hepatology and addiction medicine, integrated pharmacy support

• Referrals from prisons, STI clinics, primary care, street medicine, ED

• SW helps arrange transport or facilitate telemedicine

• Patients given red, yellow, green designation for needed level of support

• Has on-site POC testing



La Bodega Clinic

• Characteristics: 47% under 40 yo, 62% male, 7% had cirrhosis, 58% on MAT, 

43% had active substance use, 83% on Medicaid

• 51% preferred shorter duration of therapy (younger and those on MAT especially)

• Overall full adherence was 59%

• Overall LTFU was 32%, esp. in telemedicine (acute detox setting)

• SVR12 97% (124/128)



RAPID HCV: rapid test and treat with peer support in opioid 

treatment programs

Falade-Nwulia O, et al. Abs #168, The Liver Meeting 2024, San Diego, CA

Characteristic Total
(N=122)

RAPID HCV
(N=66)

SOC
(N=56)

P-value

Mean age, m (SD), years ) 48.0 (11.8) 48.3 (11.5) 47.5 (12.3) 0.72

Male, n (%) 73 (59.8) 36 (54.5) 37 (66.1) 0.20

Race, n(%) 

White 71 (58.2) 37 (56.1) 34 (60.7) 0.76

Black 45 (36.9) 25 (37.9) 20 (35.7)

Homeless in prior 6 months 38 (31.1) 21 (31.8) 17 (30.4) 1.00

Substance detected in urine 82 (67.2) 41 (62.1) 41 (73.2) 0.25

Fentanyl 64 (52.5) 37 (56.1) 27 (48.2) 0.51

Cocaine 56 (45.9) 29 (43.9) 27 (48.2) 0.29

• HCV treatment uptake among people who use 
drugs (PWUD) is low due to multilevel barriers 
including a disconnect between where PWUD 
access services and where HCV treatment is 
routinely provided

• Opioid treatment programs (OTPs) in North 
America are government regulated facilities 
that offer outpatient medically supervised 
treatment for opioid use disorders (OUD)

• The optimal approach to HCV care for PWUD 
enrolled in OTPs is unknown

• To assess effectiveness of on-site HCV test and 
treat with peer support at OTPs compared to 
standard of care offsite referral for specialist 
HCV care

• Multicenter, open-label, randomized (1:1) trial 
• Onsite HCV test and treat with peer support 

(RAPID HCV)  vs standard of care referral to 
specialist HCV treatment (SOC)

• 5 OTPs in Baltimore, MD,  Birmingham, AL, 
San Francisco, CA and Toronto, Canada

• HCV treatment with glecaprevir/pibrentasvir
• Primary outcome: HCV treatment initiation 

within 12 weeks of randomization
• Secondary outcomes: Time to treatment 

initiation, Sustained virologic response at 12 
weeks

• Safety: Grade 3 or higher adverse events

Just highlight this text and replace with your own text. 
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METHODS

*Recurrent viremia does not distinguish viral relapse
and HCV reinfection 

Characteristic Total
(N=122)

RAPID HCV
(N=66)

SOC
(N=56)

P-value

Mean age, m (SD), years ) 48.0 (11.8) 48.3 (11.5) 47.5 (12.3) 0.72

Male, n (%) 73 (59.8) 36 (54.5) 37 (66.1) 0.20

Race, n(%) 

White 71 (58.2) 37 (56.1) 34 (60.7) 0.76

Black 45 (36.9) 25 (37.9) 20 (35.7)

Homeless in prior 6 months 38 (31.1) 21 (31.8) 17 (30.4) 1.00

Substance detected in urine 82 (67.2) 41 (62.1) 41 (73.2) 0.25

Fentanyl 64 (52.5) 37 (56.1) 27 (48.2) 0.51

Cocaine 56 (45.9) 29 (43.9) 27 (48.2) 0.29
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standard of care offsite referral for specialist 
HCV care
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Recurrent HCV viremia* 11(17) 1(2)

Unable to get blood draw 
due to poor venous access

2(3) (0)

Did not return for SVR 12 
assessment

6(9) 3(5)

Safety: No drug related grade 3 or higher or 
serious adverse events reported

Table 2: Reasons for not achieving SVR 12

METHODS

*Recurrent viremia does not distinguish viral relapse
and HCV reinfection 

Characteristic Total
(N=122)

RAPID HCV
(N=66)

SOC
(N=56)

P-value

Mean age, m (SD), years ) 48.0 (11.8) 48.3 (11.5) 47.5 (12.3) 0.72

Male, n (%) 73 (59.8) 36 (54.5) 37 (66.1) 0.20

Race, n(%) 

White 71 (58.2) 37 (56.1) 34 (60.7) 0.76

Black 45 (36.9) 25 (37.9) 20 (35.7)

Homeless in prior 6 months 38 (31.1) 21 (31.8) 17 (30.4) 1.00

Substance detected in urine 82 (67.2) 41 (62.1) 41 (73.2) 0.25

Fentanyl 64 (52.5) 37 (56.1) 27 (48.2) 0.51

Cocaine 56 (45.9) 29 (43.9) 27 (48.2) 0.29

• HCV treatment uptake among people who use 
drugs (PWUD) is low due to multilevel barriers 
including a disconnect between where PWUD 
access services and where HCV treatment is 
routinely provided

• Opioid treatment programs (OTPs) in North 
America are government regulated facilities 
that offer outpatient medically supervised 
treatment for opioid use disorders (OUD)

• The optimal approach to HCV care for PWUD 
enrolled in OTPs is unknown

• To assess effectiveness of on-site HCV test and 
treat with peer support at OTPs compared to 
standard of care offsite referral for specialist 
HCV care

• Multicenter, open-label, randomized (1:1) trial 
• Onsite HCV test and treat with peer support 

(RAPID HCV)  vs standard of care referral to 
specialist HCV treatment (SOC)

• 5 OTPs in Baltimore, MD,  Birmingham, AL, 
San Francisco, CA and Toronto, Canada

• HCV treatment with glecaprevir/pibrentasvir
• Primary outcome: HCV treatment initiation 

within 12 weeks of randomization
• Secondary outcomes: Time to treatment 

initiation, Sustained virologic response at 12 
weeks

• Safety: Grade 3 or higher adverse events
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Figure 2: HCV treatment initiation by randomization arm

Figure 4: SVR12 by randomization arm among  
randomized  participants 

CONCLUSIONS

• On site HCV test and treat with peer support at 
OTPs was associated with significantly higher 
rates of HCV treatment initiation and SVR 
compared to offsite referral for specialist HCV 
treatment

• HCV treatment integration into OTPs has 
potential to advance HCV elimination efforts 
among PWUD
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HCV Treatment in Pregnancy: 

Interim Analysis of STORC Study



Kushner T, et al. Hepatol Commun. 2018;2(11):1306-1310.





Why not just wait until post-partum?

This approach is NOT working.



It is also not working for exposed infants…

CM Thomas, et al. Open Forum Infectious Diseases, Volume 12, Issue Supplement_1, February 2025, 

ofae631.1180, https://doi.org/10.1093/ofid/ofae631.1180

2023 pediatric recommendations – screen with HCV RNA 2-6 months

Study from Tennessee examining testing for HCV in infants 

exposed during pregnancy

• >3,000 HCV-exposed infants

• Only 26% with any HCV screening

• Significant differences by race/ethnicity

• 51 infants with confirmed/probable HCV

https://doi.org/10.1093/ofid/ofae631.1180




Study Design

• Open label, prospective clinical trial of sof/vel in pregnant women

• International study: 6 US sites, 3 Canadian

Inclusion Criteria Exclusion Criteria

Age 18-45 yo Previous DAA tx 

RNA detectable Contraindicated medications

Chronic, not acute HCV History of cirrhosis

20-30 wks of pregnancy Confirmed chromosomal abn

Nl 20 wk ultrasound Clinically significant drug use

Neg HBsAg Significant abnl screening labs

If HIV+, on ART and undetectable If HIV+, CD4 ct <200 c/ml in last 6 mos

If taking antacids, willing to modify for sof/vel tx



Study Flow (as of October 28, 2024)

61 patients screened

50 enrolled

46 delivered meds, 44 completed study med

35 completed SVR assessment

1 had vomiting, 

1 withdrew 

consent



Demographics and Clinical Characteristics (n=50)

• Median age: 31 (18-40 yo)

• 84% public insurance, 16% private insurance

• 92% had FIB-4 <1.45, 8% indeterminate

• 84% white, 6% multiracial, 4% Asian, 2% Black, 2% Native American

• 80% smokers, 80% IDU hx

• 46 previous children exposed to HCV

• 28% previous children tested for HCV (no MTCT)

• 24% hx of pre-term birth



Pregnancy Outcomes from 44 Deliveries

Preterm Birth Clinical Circumstances

• 36+4 wks premature rupture of membranes

• 36+4 wks premature rupture of membranes

• 36+2 wks premature rupture of membranes

• 36+2 wks spontaneous preterm labor

• 33+5 wks spontaneous preterm labor, breech presentation

• 33+4 wks marginal placental abruption

Outcomes N (%) or Median # Participants

Gestational Age at Delivery 38 + 0 wks 44

Pre-term birth 6 (14%) 44

Cholestasis 0 (0%) 44

SVR12 35 (100%) 35

Perinatal HCV Transmission 0 (0%) 26



Maternal and Infant Safety Data

Maternal (N=40)

• Nausea/vomiting (18)

• GERD (7)

• Fatigue (7)

• Headache (5)

• Elevated CK (1)

• Light sensitivity (1)

• Numbness fingers (1)

• Arthralgias (1)

• Insomnia (1)

Infant (N=4)

• Hirschprung’s Disease

• Retrognathia

• Pyloric stenosis

• Pre-auricular skin tag

None of the maternal or infant SAEs were 

deemed related to SOF/VEL



Key Points

• Sof/vel is well-tolerated in pregnancy

• High effectiveness in cure in women and preventing MTCT

• Benefit of lowering risk of cholestasis of pregnancy

• More GI side effects

• Key window of opportunity to treat 

• Who should treat HCV in pregnancy?



Summary

• Peak HCV Tx was 2015, patients are increasingly younger and on 

Medicaid

• POC NAT may help expedite tx

• New treatment paradigms are needed to treat current patients, rapid 

starts with support appear successful

• Sof/vel is safe and effective in pregnant women; who should treat them?

• G/P is safe and effective in acute hep C, use 8 wks
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