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ABSTRACT
Background: The aim of this study was to analyze the safety and efficacy of sofosbuvir-based regimens (SOF/velpatasvir and SOF/ledipasvir, SOF/VEL and SOF/LDV) for the treatment of hepatitis C in children aged 5--17 years in a real-life setting.
Methods: All participants who received SOF-based regimens beginning in August 2019 were included. The treatment duration was 12 weeks for both the SOF/LDV and SOF/VEL regimens; however, in the case of children infected with HCV genotype 1 and presenting with cirrhosis, the duration of the SOF/LDV treatment was extended to 24 weeks. In all cases, fixed doses of SOF/LDV and SOF/VEL were used adjusted to the patients’ age and weight. The primary endpoint for these studies included evaluation of treatment efficacy (defined as sustained virologic response, SVR12, with undetectable HCV RNA at 12 weeks posttreatment).
Results: We identified 90 patients aged 5 to 17 years eligible for the study: 50 who were treated with SOF/VEL and 40 who received SOF/LDV. The SVR12 assessment was available for 89 patients. In all of them, SVR12 was achieved (100% efficacy in per-protocol analysis; 99% efficacy in intention-to-treat assessment). One-third of the study participants reported adverse events (AEs) related to antiviral treatment, all of which were mild or moderate. Headache, fatigue, and abdominal pain were the most common symptoms. Some differences in the frequency of AEs according to the DAA used were noted (abdominal pain and asthenia were less common in children treated with SOF/LDV than in those treated with SOF/VEL). No case of treatment discontinuation occurred.
Conclusion: This study confirms the excellent efficacy and good tolerability of SOF-based regimens for the treatment of hepatitis C in children aged 5 to 17 years in real-life settings, supporting the inclusion of pediatric patients in national treatment policies.
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INTRODUCTION
Direct-acting antivirals (DAAs) were implemented for the treatment of hepatitis C virus (HCV) infection a decade ago in adult patients, and they revolutionized the treatment of chronic hepatitis C (CHC) (1, 2). Their approval for pediatric patients was delayed, but since 2017, subsequent DAA combinations have also been registered for children. The first approved DAA regimen for pediatric patients by both the Food and Drug Administration (FDA) and the European Medicines Agency (EMA) was sofosbuvir/ledipasvir (SOF/LDV), followed by glecaprevir/pibrentasvir (GLE/PIB), sofosbuvir plus ribavirin (SOF+RBV), sofosbuvir/velpatasvir (SOF/VEL), sofosbuvir/velpatasvir/voxilaprevir (SOF/VEL/VOX, only by the EMA), and elbasvir/grazoprevir (EBR/GZR) (1, 3-11). Thus, at present, DAA combinations may be successfully used for CHC treatment in children as young as 3 years of age (12). Among them, there are both pangenotypic regimens, namely, SOF/VEL, GLE/PIB, and SOF/VEL/VOX, and genotype-specific regimens, including SOF/LDV, SOF+RBV, and EBR/GZR. According to the recent systematic review and meta-analysis performed by Indolfi et al., almost 2500 children and adolescents have received DAA treatment thus far, mainly in clinical trials (13). Over 2000 patients were treated with SOF-based regimens, and most of them were adolescents (12--18 years). The overall treatment efficacy, defined as a sustained virologic response 12 weeks after the end of treatment (SVR12), was 100% (95% confidence interval (CI): 96–100%); however, it was lower in the youngest children, particularly those treated with SOF/VEL (SVR12 83%, 95% CI: 70–93%) (13). Despite the wider access to DAA therapies for pediatric patients, there are still gaps in our knowledge concerning the effects of these novel treatment options on HCV treatment in children. Thus, the aim of the current study was to analyze the safety and efficacy of SOF-based regimens (SOF/VEL and SOF/LDV) for CHC treatment in children aged 5--17 years in a real-life setting.

METHODS
Study design and patients
Before April 1, 2025, children had not been included in Polish national programs for HCV treatment with DAAs. However, in our tertiary health care department, we have conducted therapeutic programs for pediatric patients with CHC since August 2019, first for adolescents aged at least 12 years. Since April 2021, these programs were extended to include children as young as 3 years of age. To date (August 2019–June 2025), 172 children have qualified for antiviral treatment within the two projects, in which similar management protocols were used: the POLAC project and the PANDAA-PED study. In brief, the POLAC Project (‘Treatment of Polish children and adolescents with chronic hepatitis C using direct-acting antivirals’) is a real-life therapeutic program launched in our department for HCV-infected children in August 2019 from all Polish regions (14, 15). The program is led courtesy of the donation of DAAs (SOF/LDV, GLE/PIB) by pharmaceutical companies. The PANDAA-PED study (‘Treatment of chronic hepatitis C in children aged 6–18 years using the pangenotypic direct-acting antiviral sofosbuvir/velpatasvir’) (16) was a noncommercial, nonrandomized, open-label study funded by the Medical Research Agency, Warsaw, Poland (grant number 2019/ABM/01/00014). In this study, 50 patients aged 6–18 years were successfully treated for HCV infection between January 2022 and October 2022 via a 12-week course of SOF/VEL given at fixed doses adjusted for body weight (16).
[bookmark: _Hlk208838720][bookmark: _Hlk208901842]In both of these projects, children qualified for treatment on the basis of the confirmed CHC (a positive HCV PCR RNA test for at least 6 months), irrespective of the HCV genotype (for pangenotypic regimens), or infected with HCV genotypes 1 or 4 in the case of SOF/LDV therapy. For the purpose of this study, we selected all participants who received SOF-based regimens (SOF/LDV and SOF/VEL) within both the POLAC Project and PANDAA-PED study, reported previously (14-16). No child in our department received SOF/VEL/VOX or SOF+RBV therapy. The treatment duration was 12 weeks for both the SOF/LDV and SOF/VEL regimens; however, , the duration of SOF/LDV therapy  was extended to 24 weeks in treatment-experienced children infected with HCV genotype 1 and presenting with cirrhosis, according to the current guidelines of the European Society of Pediatric Gastroenterology, Hepatology and Nutrition (ESPGHAN) (17). In all cases, fixed doses of SOF/LDV and SOF/VEL were used, adjusted to the patients’ age and weight (12, 17). Patients were screened at baseline and then monitored every 4 weeks during therapy, at the end of treatment (EOT), and at 12 weeks posttreatment to assess SVR12. The primary endpoint of these studies included the evaluation of DAA efficacy (defined as SVR12, with undetectable HCV RNA at 12 weeks posttreatment) (14-16). Nonresponse was defined as persistent HCV during and after treatment, whereas relapse was considered the reappearance of HCV RNA after its previous clearance during or after therapy. Nucleic acid testing (HCV RNA) was performed via quantitative real-time polymerase chain reaction (RT‒PCR, Test Cobas 5800 HCV, Roche Diagnostics, Rotkreuz, Switzerland; with a measurement linearity range of 15–1.0 × 108 IU/ml). Biochemical serum testing was performed via commercially available laboratory kits. To assess liver fibrosis and steatosis at baseline, transient elastography (TE) was performed by certified trained examiners using a FibroScan device (Echosens, Paris, France) equipped with S, M, and XL probes. The final liver stiffness measurement (LSM) result was expressed in kilopascals (kPa) and it was the median value of at least 10 valid measurements. It corresponded to liver fibrosis on the METAVIR scale according to the Castera TE cutoffs (18). All adverse events (AEs) that occurred during treatment were recorded and analyzed.
Statistical analysis
Statistical analyses were performed via MedCalc Statistical Software version 22.018 (MedCalc, Ostend, Belgium). A two-sided p value of < 0.05 was considered significant. Data are presented as numbers (percentages of total) or medians (interquartile ranges, IQRs), as appropriate. Categorical variables were compared via the chi-square test, and continuous data were compared via the Mann‒Whitney test. To compare continuous variables between subsequent visits, a paired samples Student’s t test was performed, with the data presented as medians (95% CI for the median).

RESULTS
Study group
[bookmark: _Hlk208902900]We identified 90 patients aged 5 to 17 years eligible for the study: 50 who were treated with SOF/VEL and 40 who received the SOF/LDV regimen (Figure 1). The baseline characteristics of the patients in the study group according to the DAA regimen used are presented in Table 1. Children treated with SOF/LDV were older than those who received SOF/VEL, as most of them were eligible for treatment between 2019 and 2020, when DAAs were approved only for patients at least 12 years of age. In addition, patients in this group were more frequently ineffectively treated with interferon and RBV before receiving DAA therapy. Moreover, 12% of patients treated with SOF/LDV presented with significant fibrosis (F≥2 on the Metavir scale), whereas 2% of patients in the SOF/VEL group presented with significant fibrosis. There were 3 patients in the SOF/LDV group diagnosed with F4 (cirrhosis) on TE evaluation (one girl aged 12 years, and 2 boys aged 16 and 17 years), but none of them presented with symptoms of liver disease decompensation.  In addition, in the SOF/LDV group, two patients had HIV coinfections, and one was positive for total anti-HBc antibodies, suggesting previous HBV infection. The differences in body mass index, hemoglobin level and creatinine concentration were likely related to the differences in age between the two groups.
Treatment efficacy
The SVR12 assessment was available for 89 patients. One 17-year-old patient was lost to follow-up after 4 weeks of treatment with SOF/LDV, when his HCV RNA was undetectable. However, he completed his 24-week therapy, as drug home delivery was arranged for him (during the COVID-19 pandemic). In the remaining patients, SVR12 was 100% (in per-protocol analysis, intention-to-treat assessment revealed 99% efficacy in the whole study group; Figure 2). 
Biochemical evaluation revealed a significant improvement in alanine aminotransferase levels, mainly at 4 weeks of treatment, compared with the baseline values (Table 2). Interestingly, the decrease was more pronounced in the SOF/VEL group than in the SOF/LDV group.
Treatment safety
SOF-based therapies were well tolerated. In total, one-third of the study participants (20/50, 40% in the SOF/VEL group, and 11/40, 28% in the SOF/LDV group) reported AEs related to antiviral treatment, all of which were mild or moderate. Among all AEs, headache, fatigue, and abdominal pain were the most common (Table 3). In the PANDAA-PED part of the study, two severe AEs were reported (bronchopneumonia and yersiniosis), both of which were considered unrelated to the study drug. Some differences in the frequency of AEs according to the DAA used were noted, e.g., abdominal pain and asthenia were less common in children treated with SOF/LDV than in those who received SOF/VEL.
DISCUSSION
Sofosbuvir is an HCV NS5B polymerase inhibitor that is included in numerous antiviral regimens and has a low potential for drug resistance (19). It is usually combined with NS5A inhibitors (LDV, VEL) to form a fixed-dose DAA combination. These SOF-based therapies were among the first DAAs registered for adults and then for children suffering from CHC (3).
In this real-life study, we analyzed the safety and efficacy of two SOF-based regimens (SOF/VEL and SOF/LDV) for the treatment of CHC in children aged 5 to 17 years. We confirmed 100% per protocol efficacy of both DAAs, irrespective of the participants’ age, extent of liver fibrosis, HCV genotype, or previous ineffective treatment with interferon. These findings support previous reports on the excellent efficacy of both combinations in pediatric patients (13). According to the systematic review with meta-analysis performed by Indolfi et al., SOF/LDV was the most frequently used combination (1570/2484, 63% of all participants included in the analysis), particularly in the adolescent group (1353/1882 cases, 71.9%). The overall efficacy of this combination was 100% (99–100%) for adolescents (12–18 years), 99% (97–100%) for older children (6–11 years), and 99% (93–100%) for young children (3–5 years) (13). Far less data exist for the SOF/VEL combination, as only 3 studies analyzing the efficacy of this combination are available, including our PANDAA-PED study (4, 16). In the preregistration trial by Jonas et al., in 216 children treated with SOF/VEL, the SVR12 rates were 95% (97/102) among 12–17-year-olds, 93% (68/73) among 6–11-year-olds, and only 83% (34/41) among 3–5-year-olds (4). Two of the nonresponders in this study experienced virologic failure, 7 were lost to follow-up, and another 8 discontinued treatment for various reasons (4). In a Bangladeshi study, SVR12 was achieved in 38/41 (92.7%) children treated with SOF/VEL, including 66.6% young children (3--5 years), 90.9% aged 6--10 years, 91.7% aged 11--15 years, and 100% aged 16--18 years (20). In total, there were 3 cases of virological failure in this study (20). All these data suggest that SOF-based DAA efficacy is significantly lower in young children than in older children, which seems to be a concern. However, in most cases, the lack of SVR12 achievement in this age group was not related to virological failure; rather, it was a result of treatment discontinuation or the loss of participants to follow-up (13). Notably, young children are usually underrepresented in study cohorts, and thus, even 1 child not achieving SVR12 in this group forms a large proportion, as in the Bangladeshi study (1/3 failing to achieve SVR12 in this age group) (20). These observations contrast with our real-life experience. In our study, there were 7 children aged 5 to 6 years (two 5-year-olds treated with SOF/LDV granulate formula and five 6-year-olds who received 200/50 mg tablets of SOF/VEL). All these participants achieved SVR12, and no problems with their compliance were reported.
In our study, both SOF-based combinations were well tolerated. One-third of the participants reported AEs possibly related to the study drug, which were all mild to moderate. Some differences in the occurrence of AEs were observed between SOF/VEL and SOF/LDV, suggesting that the pangenotypic regimen may cause AEs more frequently than the genotype-specific SOF/LDV (40 vs. 28%, insignificant difference), and in particular, several symptoms (abdominal pain, asthenia) occurred more often in children treated with SOF/VEL. This finding is consistent with other observations in older children, suggesting that there was a greater proportion of AEs reported for SOF/VEL (81%) than for SOF/LDV (27%) (13). In general, the overall frequency of AEs decreases with increasing age, from 72% in 3–5-year-olds to 53% in 6–11-year-olds and 50% in 12–18-year-olds (13). Severe AEs were the most common in the youngest children (3%) whereas the rate of severe AEs was <1% in older age groups (13). These data are in contrast to our observations from the PANDAA-PED study, in which children presenting with AEs were older than those without AEs: 12 (9.5–13) years vs. 9 (8–11) years (p=0.008). In our study, in no patient did the observed AEs lead to treatment discontinuation. This is also in contrast to other papers, e.g., in the study by Jonas et al., in 216 patients treated with SOF/VEL, treatment discontinuation occurred in 6/41 (15%) 3–5-year-olds and 2/73 (3%) 6–11-year-olds (4).
Four patients presenting with F3-F4 fibrosis at baseline were scheduled for a regular posttreatment follow-up every 6-12 months due to the potential risk for liver cancer. Up to one year posttreatment, in 2 patients (a 12-year old girl treated with SOF/LDV with F4 at baseline, and a 13-year old girl after SOF/VEL therapy with F3 at baseline), the LSM normalized to <7 kPa. In a 16-year old boy treated with SOF/LDV, coinfected with HIV, the LSM value was persistently >12 kPa, and another 17-year old boy with F4 at baseline was the one  lost to follow-up. This indicates that after successful treatment with SOF-based DAAs regression of liver fibrosis is possible, but not certain (21). Results shown in our short-term study are particularly important in the context of the recently published long-term registry by Gonzalez-Peralta et al., showing durable virological response years following the achievement of SVR (22). In addition, prolonged follow-up for a median of 3.7 years of 426 pediatric patients who had completed treatment with SOF-based DAAs did not reveal any changes in growth or sexual development. Thus, SVR translates to HCV ‘cure’ and prolonged clinical follow-up of children who have achieved SVR, without liver fibrosis at baseline, might not be necessary.
Another important issue is the duration of DAA treatment and the possibility of shortening the duration of therapy. All our patients were treated for at least 12 weeks, in accordance with the current ESPGHAN guidelines (12, 17). Two cirrhotic, interferon-experienced patients infected with genotype 1 HCV required 24 weeks of treatment. One of them was unfortunately lost to follow-up after week 4 of treatment, when his HCV RNA was undetectable. The possibility of shortening the duration of DAA treatment would be beneficial from an economic point of view. Recently, the EMA, which extrapolates adult data, endorsed the use of SOF/LDV for as little as 8 weeks, but only in treatment-naïve, noncirrhotic children infected with genotype 1, with a pretreatment HCV viral load < 6 million IU/mL (12). No recommendations on the possibility of shortening the SOF/VEL treatment exist. However, in our study, a significant proportion of patients had already cleared HCV viremia during the first 4 weeks of treatment, as only 2/50 (4%) of the participants in the SOF/VEL group and 6/40 (15%) in the SOF/LDV group had detectable HCV RNA at this point. No child presented with a detectable viral load at EOT. This finding indicates rapid HCV clearance after the implementation of SOF-based therapy. In addition, we previously described a case of an 11-year-old boy (not included in our current study) treated successfully with a generic SOF/VEL for only 8 weeks, which suggested that shortening treatment with SOF/VEL to 8 weeks may be effective for eliminating HCV in children (23). Thus, it would be reasonable to confirm the possibility of shortening the duration of SOF/VEL treatment in larger groups of pediatric patients.
There are also other SOF-based DAA combinations that were not used in our department but are worth mentioning. Among them, the combination of SOF+RBV plays a pivotal role in the treatment of HCV genotypes 2 and 3 when no alternative regimens are available (12). The efficacy of SOF+RBV ranged between 92% and 99% according to the age group (13). Currently, in the era of pangenotypic DAAs, the role of SOF+RBV therapy is marginal, and this combination is no longer recommended. In Europe, there is also a three-component SOF/VEL/VOX fixed-dose combination approved by the EMA for adolescents aged 12--17 years, but it is recommended only for DAA-experienced patients and not as a first-line regimen (11, 12). Another combination is SOF/daclatasvir (SOF/DCL), which has not been approved for use in children by either the EMA or the FDA, but it is recommended by the World Health Organization in children aged 3--17 years for HCV treatment (13). Preliminary data, mainly from Egypt, confirm the 100% efficacy and safety of this combination, which might expand the global access to HCV therapy as a low-cost alternative (12, 13).
Our study was performed on a significant number of patients; however, some limitations should be noted. First, this was not a randomized trial; thus, comparisons of the two regimens must be considered with precaution. In addition, the SOF/VEL and SOF/LDV groups were not age-matched because most of the children treated with SOF/LDV were included when this combination was approved for children at least 12 years of age.
In conclusion, our study confirms the excellent efficacy and good tolerability of SOF-based DAA regimens for the treatment of CHC in children aged 5 to 17 years in real-life settings, supporting the inclusion of pediatric patients in national treatment policies. Further investigations are needed regarding the use of DAAs in the youngest age group.
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Table 1. Baseline characteristics of the study group according to the direct-acting antiviral combination used
	[bookmark: _Hlk126340249]Characteristics
	Whole group
(n=90)
	SOF/VEL
(n=50)
	SOF/LDV
(n=40)
	P

	Sex (Male/Female)
	40 (44)/50 (56)
	23 (46)/27 (54)
	17 (43)/23 (57)
	0.74

	Age (years)
	12 (9-14)
	10 (8–12)
	14 (12-15.5)
	<0.0001

	HCV genotype
1
3
4
	
72 (80)
10 (11)
8 (9)
	
37 (74)
10 (20)
3 (6)
	
35 (88)
-
5 (12)
	

0.008

	Mode of infection
Mother-to-child transmission
Unknown
	
80 (89)

10 (11)
	
47 (94)

3 (6)
	
33 (83)

7 (17)
	

0.08

	Treatment experienced*
	18 (20)
	3 (6)
	15 (38)
	0.0002

	BMI (kg/m2)
	18.6 (16.6-21.7)
	18.4 (15.8–20.5)
	20.2 (17.4-22.4)
	0.03

	BMI z-score
	0.4 (-0.5-1.2)
	0.5 (-0.5–1.2)
	0.2 (-0.6-0.8)
	0.36

	ALT (IU/mL)
	43 (32-62)
	48 (34–65)
	38.5 (30-52)
	0.06

	AST (IU/mL)
	45 (33-54)
	48 (39–57)
	39 (32-53)
	0.04

	Total bilirubin (µmol/L)
	10.2 (7.9-13.6)
	9.6 (7.2–13.1)
	11.6 (9.1-15.4)
	0.01

	Albumin (G/L)
	46.7 (42.2-48.9)
	47.5 (45.8–49.2)
	45.1 (43.1-48.7)
	0.004

	Creatinine (µmol/L)
	47.5 (41-57)
	45 (39–50)
	56.5 (46-64)
	<0.0001

	Prothrombin index (%)
	97 (93-102)
	93 (90–97)
	101.5 (97-106)
	<0.0001

	HCV viral load (log10 IU/mL)
	5.7 (5.3-6.2)
	5.8 (5.4–6.2)
	5.7 (5.2-6.1)
	0.41

	Positive HBsAg
	0
	0
	0
	-

	Positive anti-HBc total
	1 (1)
	0
	1 (3)
	0.26

	Positive anti-HIV
	2 (2)
	0
	2 (5)
	0.11

	LSM (kPa)
	4.7 (4.0-5.5)
	4.5 (3.9-5.3)
	5.1 (4.2-6.2)
	0.01

	CAP (dB/m)
	188 (160-211)
	178 (153-211)
	192 (173-212)
	0.08

	Liver fibrosis on Metavir scale
F0/F1
F2
F3
F4 (cirrhosis)
	

84 (93)
2 (2)
1 (1)
3 (3)
	

49 (98)
0
1 (2)
0
	

35 (88)
2 (5)
0
3 (7)
	


0.06


The data are presented as numbers (%) or medians (IQRs), as appropriate.
[bookmark: _Int_7c0jobp3]*previous ineffective treatment with pegylated interferon plus ribavirin
ALT – alanine aminotransferase; AST – aspartate aminotransferase; BMI – body mass index; CAP – controlled attenuation parameter; LDV – ledipasvir; LSM – liver stiffness measurement; SOF – sofosbuvir; VEL - velpatasvir
 












Table 2. Differences in alanine aminotransferase levels between subsequent visits according to the sofosbuvir-based drug used
	Period
	Whole group
(n=90)
	SOF/VEL
(n=50)
	SOF/LDV
(n=40)
	P

	Baseline vs. 4-week of treatment
	23.0 (19.0-26.0)
	26.0 (23.0-31.8)
	17.5 (12.0-22.6)
	0.007

	Baseline vs. EOT
	22.0 (17.2-28.8)
	30.0 (23.0-31.8)
	16.5 (10.0-22.0)
	0.02

	baseline vs. SVR12
	25.5 (22.2-30.7)
	31.5 (-0.2-39.8)
	23.5 (19.6-28.3)
	0.37


Data are presented as the median (95% confidence interval for the median) of the difference.
EOT – end of treatment; LDV – ledipasvir; SOF – sofosbuvir; SVR12 – sustained virologic response at 12 weeks posttreatment; VEL - velpatasvir





Table 3. Prevalence of adverse events related to the use of SOF-based direct-acting antiviral agents in the study group.
	Symptom
	Whole group
(n=90)
	SOF/VEL
(n=50)
	SOF/LDV
(n=40)
	P

	Number of children with any AE*
	31 (34)

	20 (40)
	11 (28)
	0.21

	Headache
	13 (14)
	9 (18)
	4 (10)
	0.28

	Fatigue
	9 (10)
	4 (8)
	5 (13)
	0.48

	abdominal pain
	8 (9)
	8 (16)
	0
	0.008

	Asthenia
	6 (7)
	6 (12)
	0
	0.02

	Diarrhea
	4 (4)
	2 (4)
	2 (5)
	0.82

	Somnolence
	4 (4)
	2 (4)
	2 (5)
	0.82

	Dizziness
	3 (3)
	3 (6)
	0
	0.11

	Nausea
	2 (2)
	2 (4)
	0
	0.20

	Rash
	1 (1)
	1 (2)
	0
	0.37

	calf cramps
	1 (1)
	1 (2)
	0
	0.37

	acceleration of period by 11 days 
	1 (1)
	1 (2)
	0
	0.37


*There were children who reported more than 1 AE
LDV – ledipasvir; SOF – sofosbuvir; VEL - velpatasvir





Figure 1. Flowchart of patient selection in the study
[image: Obraz zawierający tekst, zrzut ekranu, linia, Czcionka

Zawartość wygenerowana przez sztuczną inteligencję może być niepoprawna.]
LDV – ledipasvir; LTFU – lost to follow-up; SOF – sofosbuvir; SVR12 – sustained virologic response at 12 weeks posttreatment; VEL – velpatasvir
*2 cirrhotic, interferon-experienced patients infected with genotype 1 HCV who required 24 weeks of treatment




Figure 2. Proportion of patients who achieved a sustained virologic response at 12 weeks posttreatment (SVR 12) in the study group and according to the direct-acting antiviral regimen

[image: Obraz zawierający tekst, zrzut ekranu, Wielobarwność, Równolegle

Zawartość wygenerowana przez sztuczną inteligencję może być niepoprawna.]

ITT – intention-to-treat; LDV – ledipasvir; PP – per protocol; SOF – sofosbuvir; SVR12 – sustained virologic response at 12 weeks posttreatment; VEL - velpatasvir



image1.jpeg
PANDAA-PED POLAC PROJECT

_t

35 with a fixed dose of 15 with a fixed dose of 38 with a fixed dose of 2 with afixed dose of
400/100 mg 200/50 mg 400/90 mg 150/33.5 mg-200/45 mg

1 patient LTFU
after treatement





image2.jpeg
100%

90%
80%
70%
60%
50%
40%
30%
20%
10%

0%

Whole group (n=90) SOF/VEL (n=50) SOF/LDV (n=40)
W SVR12(ITT) mSVR12 (PP)




