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Summary of Clinical Trial Results  

 

A study to look at how well RO7049389 worked in people with chronic 
(long-term) hepatitis B virus (HBV) infection and how safe this 

medicine was 
 

See the end of the summary for the full title of the study. 
 

About this summary 

This is a summary of the results of a clinical trial (called a ‘study’ 
in this document) – written for: 
● Members of the public and  

● People who took part in the study 

 
This summary is based on information known at the time of 
writing (February 2023). More information may now be known. 
 

 

Contents of the 
summary 

1. General information 

about this study 

2. Who took part in 

this study? 

3. What happened 

during the study? 

4. What were the 

results of the study? 

5. What were the side 

effects? 

6. How has this study 

helped research? 

7. Are there plans for 

other studies? 

8. Where can I find 

more information? 

 
 

The study started in July 2019 and finished in March 2022. This 
summary was written after the study had ended. 
 
No single study can tell us everything about the risks and benefits 
of a medicine. It takes lots of people in many studies to find out 
everything we need to know. The results from this study may be 
different from other studies with the same medicine. 
● This means that you should not make decisions based on this 

one summary – always speak to your doctor before making 

any decisions about your treatment 

 
Thank you to the people who took part in this study 

The people who took part have helped researchers to answer important questions about a 
long-term liver infection called chronic hepatitis B and the study medicine RO7049389.  
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Key information about this study 

● This study was done to look at how well RO7049389 worked when given with ‘standard 

of care’ medicines in people with chronic hepatitis B virus infection 

● In this study, people were given RO7049389 with ‘standard of care’ medicines, either: 

o RO7049389 plus NUC, or  

o RO7049389 plus NUC with pegylated interferon-alpha (PEG-IFNα) 

● This study included 72 people across 8 countries/regions 

● The main finding was that RO7049389 plus ‘standard of care’ medicines greatly reduced 

the levels of HBV in the blood but did not remove it completely. Levels of viral nucleic 

acids (HBV, DNA and RNA) were greatly reduced; however, everyone had some 

remaining HBV surface antigens in their blood 

● None of the people taking part in this study had serious side effects that may have been 

related to the study medicine 

 
 

1. General information about this study 
 
Why was this study done? 

Hepatitis B is a serious liver infection caused by the hepatitis B virus (HBV). For most people, 
hepatitis B is short-term, also called acute, and lasts less than six months. But for others, the 
infection becomes long-term (chronic), meaning it lasts more than six months. Chronic 
hepatitis B increases a person’s risk of developing cirrhosis (a condition that permanently 
scars the liver and prevents it from working properly) or liver cancer. 

HBV infection happens when there is HBV DNA in liver cells. In chronic HBV infection 
removing this DNA – known as a ‘disease cure’ – is not currently possible but lowering HBV 
surface antigen – a protein on the surface of the virus against which the body’s immune 
system makes antibodies  – to an undetectable level can stop the disease getting worse. 
This is known as a ‘functional cure’.  
 
There are two types of antiviral ‘standard of care’ medicines (the usual treatment for the 
disease):  
1. Nucleoside or nucleotide analogues, called ‘NUCs’ (these are medicines that you take 
orally ‘by mouth’ daily  
2. Pegylated interferons (‘PEG-IFNα’ -long-acting interferons – these medicines are given 
once a week as an injection just under the skin) 
 
These ‘standard of care’ medicines can reduce a person’s level of HBV and the chance of 
liver problems. However, NUCs require long-term, sometimes lifelong treatment and are not 
effective for everyone, and interferons can often cause side effects. Moreover, these 
medicines rarely completely remove HBV from people. 
So, more effective and safer new treatments are needed to reduce the level of virus and 
cure people of chronic hepatitis B infection. 
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This study tested how well RO7049389 worked to reduce the levels of virus in people when 
given in combination with ‘standard of care’ medicines in people with chronic HBV infection.  

 
What was the medicine being studied? 
 

An experimental drug called ‘RO7049389’ was the focus of this study. 
● RO7049389 is called an experimental drug because health authorities have not 

approved it for the treatment of chronic hepatitis B 

● This study was developed to see how well RO7049389 worked for the possible 

treatment of chronic hepatitis B on top of ‘standard of care’ medicines  

● RO7049389 is given as a tablet to be taken orally 

● RO7049389 works by joining (or binding) to a part of the virus, which stops more 

virus being made (also known as ‘replication’) 

 
For people in this study, the following medicines were used as ‘standard of care’: NUC 
(entecavir [ETV], tenofovir alafenamide [TAF], or tenofovir disoproxil fumarate [TDF]) alone 
or together with pegylated interferon-alpha (PEG-IFNα). 

 
What did researchers want to find out? 

● Researchers did this study to test how well RO7049389 worked when given in 

combination with ‘standard of care’ medicines in people with chronic  

hepatitis B (see section 4 ‘What were the results of the study?’) 

● They also wanted to find out how safe RO7049389 was – by checking how many people 

had side effects and seeing how serious they were when taking the study medicine 

during this study (see section 4 ‘How many people had side effects or serious side effects 

throughout the study?’ and section 5 ‘What were the side effects?’) 

 
The main question that researchers wanted to answer was:  
1. How well does RO7049389 work after 6 months when given with ‘standard of care’ 
medicines to reduce the levels of virus (HBV DNA plus HBV surface antigen)? 
 
Other questions that researchers wanted to answer included:  
2. How well does RO7049389 work when given with ‘standard of care’ medicines to reduce 

the levels of virus over the whole study? 

3. How is RO7049389 moved around the body and processed? 

4. How many people had side effects or serious side effects throughout the study? 
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What kind of study was this? 

This was one of the first studies in people for RO7049389. The study was in 3 parts. Parts 1 
and 2 have already been completed, and only the results of Part 3 are presented here. To 
summarise Parts 1 and 2, researchers looked at how safe RO7049389 was, how the body 
processed it and if it may reduce HBV levels compared to a placebo. The placebo looked the 
same as RO7049389 but did not contain any real medicine. This means it had no medicine-
related effect on the body. 83 healthy people took RO7049389 or placebo once only or daily 
for 2 weeks, and 37 people with chronic hepatitis B infection took RO7049389 or placebo 
daily for 4 weeks.  

In this Part 3, 72 people with chronic hepatitis B took RO7049389 with existing ‘standard of 
care’ medicines for 48 weeks.  
 
This study was ‘open-label’. This means that both the people taking part and the study 
doctors knew the medicines that people were taking in this study. 
 

When and where did the study take place? 

The study started in July 2019 and finished in March 2022. This summary was written after 
the study had ended. 

 
The study took place at 16 study centres – across 8 countries. These were: Australia, 
Bulgaria, China, Hong Kong, New Zealand, Singapore, Taiwan and Thailand. 
 

2. Who took part in this study? 

In this study, 72 people with chronic hepatitis B took part. 

People who took part in the study were between 24–59 years of age. Forty-seven of the 72 
people (65%) were male and 25 of the 72 people (35%) were female.  
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People could take part in the study if they:  
● Were 18‒60 years old 

● Had a body mass index (BMI) that was slightly underweight to slightly obese 

(between 18–32kg/m2) 

● Had a confirmed diagnosis of chronic hepatitis B for more than 6 months before 

joining the study 

 
People could not take part in the study if they: 

● Were pregnant or breastfeeding  

● Had or previously had certain illnesses that were related to chronic liver disease other 

than HBV infection 

● Had been diagnosed with liver cancer 

● Were diagnosed with hepatitis A, C, D, E or HIV infection 

 

3. What happened during the study? 

During the study, people were selected to get one of three treatments depending on which 
treatment they had previously received and which group they were in.  
 
The three treatment groups were: 
● Group A (patients had previously received a single NUC for at least 12 months): 

o RO7049389, as a tablet given orally every day, plus, 

o NUC as a tablet given orally every day for 12 months 

● Group B (patients had received HBV treatment for less than 30 days and had not 

received HBV treatment within the past 3 months): 

o RO7049389, as a tablet given orally every day for 1 month, then plus, 

o NUC as a tablet given orally every day for another 11 months 

● Group C (patients had received HBV treatment for less than 30 days and had not 

received HBV treatment within the past 3 months): 

o RO7049389 as a tablet to be given orally every day, plus,  

o NUC (as a tablet given orally every day) and PEG-IFNα (as injections under 

the skin, once a week) for 12 months  

 
After 12 months, RO7049389 and PEG-IFNα (for Group C only) were stopped, and all 
patients were given NUC alone for 6 months except for those who met certain criteria. 
 
 
The study flowchart shows all planned stages and treatment groups of the study.  
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4. What were the results of the study?  
 
Question 1: How well does RO7049389 work after 6 months when given with 
‘standard of care’ medicines to reduce the levels of virus (HBV DNA plus HBV surface 
antigen)?  

Researchers looked at how many people had no detectable (or measurable) HBV DNA 
(genetic material) levels or HBV surface antigens in their blood 6 months after 12-months of 
treatment with RO7049389 and existing ‘standard of care’ medicines. The majority of 
people had undetectable HBV DNA at the end of treatment. Everyone in Groups A, B, and C 
had some HBV surface antigens in their blood at that time point.  
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Question 2: How well does RO7049389 work when given with ‘standard of care’ 
medicines to reduce the levels of virus over the whole study? 

Another piece of information that researchers collected was the change in HBV DNA and 
HBV RNA (another form of genetic material). Levels of HBV DNA and RNA are measured to 
see how the disease progresses. HBV DNA and RNA in blood were measured over the whole 
18-month study (one-year of treatment and the 6-month follow-up period). 

From the start of treatment to the end of the follow-up period: 
● In Group A (people who had previously received a single NUC for at least 12 months), 

at the start of treatment, no one had HBV DNA in their blood as expected, but some 

of them had detectable HBV RNA. At the end of the treatment, the majority of people 

in Group A had no HBV RNA. At the end of the follow-up, the HBV RNA levels had 

returned to around the same levels as at the start of the study 

● In Groups B and C (people who had not received previous NUC treatment), HBV DNA 

levels were high at the start of treatment as expected and reduced to undetectable 

levels at the end of treatment in most people. The level of HBV RNA went down to an 

undetectable level in most people with HBV RNA at the start of the treatment. In the 

follow-up period, HBV DNA levels stayed undetectable in people who continued NUC 

treatment. HBV RNA levels became detectable again in most people 
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Question 3: How is RO7049389 moved around the body and broken down? 

 
Researchers also looked at the levels of RO7049389 and parts of RO7049389 that remained 
after the body had processed it (known as metabolites) in each person’s blood. 

● RO7049389 was detectable in the blood very quickly, from between 1–3 hours after 

being taken, and then removed quickly from the blood 

● The level of RO7049389 found in the blood was similar when taken on its own 

(measured in people in Group B at Day 1, before NUC treatment was given) and when 

combined with NUC and with NUC and PEG-IFNα 

● There was little or no build-up of RO7049389 or its parts in the blood 
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Question 4: How many people had side effects or serious side effects throughout 
the study? 

Researchers looked at the number and seriousness of side effects when people were given 
RO7049389 with NUC or with NUC and PEG-IFNα.  

In this study, RO7049389 with NUC or with NUC and PEG-IFNα was well-tolerated and did 
not cause serious side effects when given with NUC or with NUC and PEG-IFNα.  
The number of people in each group who had side effects that were related to RO7049389 
is shown in the picture below, and most of them experienced only mild side effects (21 out 
of 26 people across all groups). The side effects are described in more detail in Section 5. 
 

 
 
 
This section only shows the key results from this study. You can find information about all 
other results on the websites at the end of this summary (see section 8). 

 
 

5. What were the side effects? 

Side effects (also known as ‘adverse reactions’) are unwanted medical problems (such as a 
headache) that happen during the study. 

● They are described in this summary because the study doctor believes the side effects 

were related to the study medicine (RO7049389) in the study 

● Not all of the people in this study had all of the side effects 

 
Serious and common side effects are listed in the following sections. 
 

Serious side effects 

A side effect is considered ‘serious’ if it is life-threatening, needs hospital care, or causes 
lasting problems. 
 
None of the people taking part in this study had a serious side effect or died during the 
study due to side effects that may have been related to the study medicine. 

 
During the study, none of the people taking part decided to stop taking the study medicine 
because of side effects. 
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Most common side effects 

During this study, 26 patients had at least one RO7049389-related side effect that was not 
considered serious.  
 
The most common side effects are shown in the following table – these are the four most 
common side effects that were reported in more than 1 in 10 people (more than 10%) in a 
group.  

 

 

 

Most common side 
effects reported in 
this study 

People in Group A 
(32 people total) 

People in Group B  
(10 people total) 

People in Group C 
(30 people total) 

Liver damage – 
shown by higher 
levels of something 
called ‘ALT’ in the 
blood  

0% 
(0 out of 32) 

10% 
(1 out of 10) 

17% 
(5 out of 30) 

Bloated stomach 
area (abdominal 
distension) 

0% 0% 
13% 

(4 out of 30) 

Higher levels of fat 
in blood (called 
triglycerides) 

0% 0% 
13% 

(4 out of 30) 

Headache 

0% 0% 
13% 

(4 out of 30) 

 

 
Other side effects 

You can find information about other side effects (not shown in the sections above) on the 
websites listed at the end of this summary – see section 8. 
 
 

6. How has this study helped research? 

The information presented here is from a single study of 72 people with chronic hepatitis B. 
These results helped researchers learn more about chronic hepatitis B and RO7049389 in 
combination with ‘standard of care’ medicines. 

 
 
No single study can tell us everything about the risks and benefits of a medicine. It takes lots 
of people in many studies to find out everything we need to know. The results from this 
study may be different from other studies with the same medicine.  

● This means that you should not make decisions based on this one summary – always 

speak to your doctor before making any decisions about your treatment 
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7. Are there plans for other studies? 

No more studies looking at RO7049389 are planned at the time of writing this summary. 

 
 

8. Where can I find more information? 

You can find more information about this study on the websites listed below: 

● https://clinicaltrials.gov/ct2/show/results/NCT02952924 

● https://www.clinicaltrialsregister.eu/ctr-search/trial/2019-001139-30/results  

● https://forpatients.roche.com/en/trials/infectious-diseases/hbv/a-study-to-investigate-

the-safety--tolerability--pharmacokinetic2.html 

 
 
Who can I contact if I have questions about this study? 

If you have any further questions after reading this summary: 

● Visit the ForPatients platform and fill out the contact form – 

https://forpatients.roche.com/en/trials/infectious-diseases/hbv/a-study-to-investigate-

the-safety--tolerability--pharmacokinetic2.html 

● Contact a representative at your local Roche office. 

 
If you took part in this study and have any questions about the results: 

● Speak with the study doctor or staff at the study hospital or clinic. 

 
If you have questions about your own treatment: 

● Speak to the doctor in charge of your treatment. 

 
Who organised and paid for this study? 

This study was organised and paid for by F. Hoffmann-La Roche Ltd who have their 
headquarters in Basel, Switzerland. 

 
Full title of the study and other identifying information 

The full title of this study is: ‘A safety, tolerability, pharmacokinetics and 

efficacy study of RO7049389 in: (1) single- (with or without food) and multiple- (with 

midazolam) ascending doses in healthy volunteers; (2) patients chronically infected 

with hepatitis B virus (3) patients with chronic hepatitis B.’ 

 
 

https://clinicaltrials.gov/ct2/show/results/NCT02952924
https://www.clinicaltrialsregister.eu/ctr-search/trial/2019-001139-30/results
https://forpatients.roche.com/en/trials/infectious-diseases/hbv/a-study-to-investigate-the-safety--tolerability--pharmacokinetic2.html
https://forpatients.roche.com/en/trials/infectious-diseases/hbv/a-study-to-investigate-the-safety--tolerability--pharmacokinetic2.html
https://forpatients.roche.com/en/trials/infectious-diseases/hbv/a-study-to-investigate-the-safety--tolerability--pharmacokinetic2.html
https://forpatients.roche.com/en/trials/infectious-diseases/hbv/a-study-to-investigate-the-safety--tolerability--pharmacokinetic2.html
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● The protocol number for this study is: YP39364 

● The ClinicalTrials.gov identifier for this study is: NCT02952924 

● The EudraCT number for this study is: 2019-001139-30 

 


