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UK-CAB 77: Meeting with Janssen 

Friday 30 April 2021 
 
Meeting report 

 
 
 

 
Present from Janssen: 
 
Diana Ribeiro - Patient Engagement and Advocacy Manager 
Malcolm Macartney – Medical Advisor 
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Summary 
 
Janssen explained that they could not present any data from the ENSEMBLE trial on their COVID vaccine, as 
the COVID vaccine was still undergoing the approval process in the UK. 
 
Janssen is working with ViiV on long-acting injectables for HIV treatment, using a combination of rilpivirine 
(Janssen) and cabotegravir (ViiV). ViiV is marketing these drugs, so Janssen cannot talk more about them. 
UK-CAB has had presentations on these from ViiV. 
 
Janssen is focusing now primarily on vaccines. They mentioned their HIV vaccine trials. These are using a 
promising “mosaic” approach, using components from several HIV strains. IMBOKODO, a trial in South 
Africa for women is fully recruited now and results are expected in mid to late 2022. MOSAICO, a trial in 
men, was delayed due to the COVID pandemic, but is recruiting again now, and results are expected 
2023/4. 
 
A key area of interest for Janssen is hepatitis B, where they are looking to develop a cure. A Phase 2 trial 
using a form of combination therapy is planned. Janssen is not looking at HCV. 
 
Janssen is working on other vaccines too - for RSV, Ebola, E. Coli and HBV. 
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They could not discuss the COVID vaccine trial results from ENSEMBLE, but some information on this from 
the UK-CAB Janssen pre-meeting is included in this report. 
 

Background 
 
UK-CAB had sent questions in advance to Janssen. These questions were not addressed directly at the 
meeting, though many were answered to some extent during their presentation. But Janssen did not follow 
the list of questions in order. They also explained that they could not present any data from the ENSEMBLE 
trial, as the COVID vaccine was still undergoing the approval process in the UK. They said they could answer 
questions, though. 
 
The questions UK-CAB sent Janssen are given below: 
 

HIV Vaccine updates  
 
1. HIV vaccine trials IMBOKODO and MOSAICO. They use a mosaic vaccine. You reported at AIDS 2020 that 
IMBOKODO was now fully vaccinated.  
a) Can you share any results with us? If not, when are results for both trials due? (MOSAICO is running a bit 

later than IMBOKODO?).  
 
2. Are any other HIV vaccine candidates being developed, or other HIV vaccine trials planned?  
 
3. Is Janssen working on long acting injectables?  
 
COVID vaccine 
 
1. ENSEMBLE - JNJ-78436735: the investigational vaccine candidate for the prevention of COVID- 19 studied in 
ENSEMBLE has now been approved by the FDA. A small number of people living with stable HIV were in this 
trial. 601 received a single dose of the vaccine and 617 received placebo. Among people with HIV who 
received the vaccine, there were 5 cases of moderate to severe/critical COVID-19 with onset at least 14 after 
vaccination and 2 cases with onset at least 28 days after vaccination. Numbers among people with HIV who 
received placebo were 5 and 4 respectively. These figures give a vaccine efficacy of -5% and 48% at the 14 and 
28 days cut-off respectively, but the very large confidence intervals preclude firm conclusions.  

a)  Can you share the results of that trial with us?  
b)  Please comment on this. Is any further work being done to assess the efficacy in PLWH?  
 

2. ENSEMBLE 2: This is looking at a 2-dose option, rather than the single dose in ENSEMBLE.  
a)  What is the thinking behind this?  
b)  Do you have more data about immune response over time after a single (or double)  
does?  
c)  Are you still recruiting in the UK, given the large uptake of other licensed vaccines in  
the UK, which might make interpretation of results difficult? 
d)  What extra benefit do you think will come from this? 
e) Will this provide better protection for those who are immune-compromised, or older? How are you 
looking at these groups in particular? 

 
3. How are you marketing the new COVID vaccine? Is there a not-for-profit intention?  
 
4. Are Janssen researching and delivering treatment options for COVID-19 and Long COVID?  
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1. Meeting 
 

• Long-acting injectables for HIV treatment 
• HIV vaccine 
• Hepatitis B virus (HBV) cure 
• Respiratory Syncytial Virus (RSV) 
• Ebola 
• E. Coli 
• HPV 
• COVID 
• Q &A 

 

2. Long-acting Injectables for HIV Treatment 
 
Janssen confirmed that they were working on long-acting injectables, by providing long-acting rilpivirine 

(RPV) for use in combination with ViiV’s cabotegravir (CAB), and listed the trials that were being done: 
But as the product is being marketed by ViiV, they could not present any data.  UK-CAB had met with ViiV in 
February 2021, and much of this was discussed then. This combination has already been given to 26 people 
in the UK on compassionate access grounds, and appears to work well. 
 
Janssen said that the intent was for ViiV to market the version requiring 8 weekly injections, probably in 
2022. 
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3. HIV vaccine 
 
Janssen said that they were focusing on vaccines. Despite the development of long-acting injectables for 
HIV treatment, Janssen feels that there is a place for an HIV vaccine, which would remove the need for life-
long use of drugs. It may also be better for countries where access to clinics and drugs can be an issue. 
 
For HIV, their goal is to find a vaccine that protects against the many different forms (clades) of HIV-1. They 
aim to do this by using a vector, Ad26, which will deliver the vaccine into the cell. To give wide protection 
against the different clades of HIV, they are using what they call a mosaic design of HIV genes, with 4 
components (Gag, Pol, Env antigens, and a soluble trimeric gp140 envelope protein). 
 
This is “delivered” to cells using Janssen’s AdVac technology. This uses an adenovirus as a vector (a carrier) 
of a mosaic of genetic codes. This mimics the components of a pathogen (something causing a disease, like 
a bacterium or virus), but although it produces bits of the pathogen (antigens), these only mimic the 
disease and do not cause actual disease. When the body’s immune system sees these, it produces immune 
cells and antibodies. Then if the body sees the actual pathogen in the future, it will be able to respond 
quickly and prevent disease. This technology was developed for Janssen’s Ebola virus vaccine. 
 
Janssen had done studies in macaques which had shown good immune responses; they had then looked at 
human immune responses in a proof-of-concept study, which showed that the human response was 
actually better than that in non-human primates.  
 
IMBOKODA—a Phase 2b proof of concept efficacy study of this HIV vaccine regimen taking place across 
southern Africa— has reached an important milestone: all participants have been fully vaccinated. The 
study, which achieved full enrolment of 2,600 participants (all women aged 18-35) in May 2019, is testing 
whether Janssen’s mosaic-based vaccine can safely and effectively reduce the rate of new HIV infections. 
This news also means that initial results on the regimen's safety and efficacy may be available late 2021. 
 
MOSAICO, a Phase 3 efficacy study, will evaluate the vaccine regimen in men who have sex with men 
(MSM) and transgender people aged 18-60. It aims to recruit 3,800 participants at approximately 55 clinical 
trial sites across North America, South America and Europe - making it Janssen’s largest study to date for 
the vaccine. This trial was delayed by the COVID pandemic, and is about 6 months behind schedule. About 
50% of participants have been recruited, and all sites are now recruiting again. Data should be presented in 
late 2023/early 2024 
 
Janssen do not believe this preventative vaccine would have any therapeutic benefit for people already 
with HIV. But they are looking at other options for a therapeutic HIV vaccine. The goal is to develop a “long-
term remission” for HIV infection, to suppress HIV without the need for life-long ART. Pre-clinical studies 
have shown promising results in non-human primates, and Phase 1 studies are ongoing. 
 
Janssen were asked if there was any evidence of antibodies to adenoviruses causing problems in the use of 
it as a viral vector.  Janssen vaccine uses adenovirus 26 as a vector in a similar way to a number of other 
treatments for genetic conditions.  They were asked if there was any evidence of people developing 
antibodies to this vector, the adenovirus 26, and or cross resistance to other adenoviruses.  Janssen did not 
see this as an issue having not seen the development of antibodies to adenovirus 26 when it has been used 
as a vector, even for treatments that have required 4 injections of the vector.  They said that there was an 
initial immune response to the adenovirus 26 but it did not persist.  They also said that there is little 
evidence of background immunity to adenoviruses having an impact as only China is known to have an 
appreciable level of antibodies to adenovirus 26. 
 
This question is about the “shell” (adenovirus) used to transport the vaccine. Does the body develop an 
immune response (antibodies) to the shell, and destroy it before it has change to transport the vaccine into 
the cell? This could in principle mean that once you’ve been exposed to the shell in one vaccine, you might 



UK-CAB meeting with Janssen April 2021 Page 5 of 10 

not be able to use it in another vaccine, as now your immune system would recognise it and destroy it. But 
the reply from Janssen suggests that this is not an issue and has not been seen. 
 
 
4. Hepatitis B (HBV) Cure 
 
Chronic hepatitis B, caused by the hepatitis B virus (HBV), is a potentially fatal liver disease that threatens 
the health of more than 257 million people worldwide. In 2015, there were an estimated 887,000 deaths 
due to complications of hepatitis B, including cirrhosis and liver cancer. 
Despite available treatments, cure rates for chronic hepatitis B remain low. Janssen seeks to overcome the 
treatment challenges in chronic hepatitis B, such as the need for people to require life-long therapy. The 
aim is to develop a functional cure for chronic hepatitis B. 
 
About 10% of people with HIV also have HBV co-infection. To treat the HBV, they usually need to take an 
HIV ART regimen containing tenofovir (TDF or TAF). But this may limit their HIV treatment options, so 
finding alternative treatments or a cure for HBV would be beneficial. 
 
A functional cure is when HBV markers are reduced to undetectable levels in the blood even after stopping 
treatment. Janssen believes that a functional cure for hepatitis B will require a combination regimen, 
comprising multiple compounds, in order to effectively attack the virus and also engage the immune 
system in the most robust way. Most studies conducted to date have combined just one new compound 
with a current therapy. This new approach combines three different mechanisms of action, with each 
acting on a different part of the virus life cycle. 
 
Janssen entered into an agreement with Arrowhead Pharmaceuticals, Inc., (Arrowhead) for an exclusive, 
worldwide license to develop and commercialize ARO-HBV, a subcutaneous, ribonucleic acid interference 
(RNAi) therapy candidate which is designed to silence HBV gene products by specifically targeting two 
regions of the HBV genome. 
 
Arrowhead completed the Phase 1/2 clinical trial for ARO-HBV. Janssen is leading the clinical development 
from Phase 2b onwards. They have renamed ARO-HBV to JNJ-3989, and are doing are trial called REEF-1. 
This is a Phase 2b, multi-centre, double-blind, active-controlled, randomized study to investigate the 
efficacy and safety of different combination regimens, including JNJ-3989, JNJ-6379, NA, and/or placebo in 
patients with chronic hepatitis B virus infection. The study is planned to include up to 450 patients who will 
be randomized to receive up to 48 weeks of treatment. 
 
An extra boost to the immune system would be helpful in treating or curing HBV. Janssen is looking at toll-
like receptor 7 (TLR-7), which can produce immune effects similar to those triggered by pathogens. They 
have an oral TLR-7 drug called JNJ-4964 for the treatment of HBV currently in phase 1 trial development. 
 
More detail about these regimens and how they work were presented in the slides, which will be available 
on the UK-CAB website soon. There is actually more detail on Janssen’s HBV studies in the slides from their 
2019 meeting with UK-CAB: 
https://tinyurl.com/453c6e4m 
 
Janssen were asked about how they were measuring this ‘cure’ of HBV.  A cure requires that all HBV 
cccDNA be eradicated from liver cells and this can only be known by repeated liver biopsies which is not a 
suitable method of assessment.  Janssen said they will look for HBV DNA disappearing from the blood and 
the appearance of HBV surface antigens in the blood as a proxy marker for success of the treatment.  They 
called this disappearance of HBV DNA from the blood a ‘silencing’.  This term ‘silencing’ is likely to become 
the new term used in describing success or failure of newer HBV treatments although it does not mean a 
person is proven to be cured. 
 
Janssen is not working on Hepatitis C. 

https://tinyurl.com/453c6e4m
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Hepatitis delta, also known as hepatitis D or HDV, is a liver infection caused by the hepatitis delta virus that 
results in the most severe form of viral hepatitis known to humans. Only those already infected with 
hepatitis B can acquire hepatitis delta, however, as it is dependent on the hepatitis B virus to reproduce. In 
some parts of the world, up to 20% of people with HBV also have HDV; in the UK, it is about 5%. HDV 
progresses 3-4 times more rapidly than HBV, in terms of progressing to cancer. Tenofovir has no impact on 
HDV. 
 
5. Respiratory Syncytial Virus (RSV) 
 
Most people who come down with this common infection of the lungs and respiratory tract just think they 
have a regular head cold, since symptoms are usually mild. But for some people, RSV, as it’s known, can 
quickly turn serious. RSV causes around 336,000 hospitalisations in older adults worldwide each year. 
 
RSV is so common that about 80% of children have been infected with it by the age of 3.  
 
Currently, there is no effective antiviral treatment available for an RSV infection. Janssen is pursuing 
multiple avenues to reduce the serious harm caused by RSV infections, such as evaluating potential 
treatments for RSV infection that aim to reduce viral load and clinical symptoms by targeting the virus at 
different stages of its replication. 
 
Janssen is also working to find preventive approaches to RSV, including a vaccine for adults. They are 
aiming for a 5-yearly vaccine, to be marketed in 2023/4. Results from a randomized, double-blind, placebo-
controlled Phase 2b study to assess the efficacy, immunogenicity and safety of an Ad26.RSV.preF-based 
regimen in the prevention of PCR-confirmed RSV-mediated Lower Respiratory Tract Disease in adults aged 
65 years and older (CYPRESS) showed promising results, with good vaccine efficacies. They were hoping to 
recruit for a vaccine study in the UK later this year, but because of the lockdown measures for COVID, there 
have been hardly any cases of respiratory illnesses such as flu and RSV in the UK this year. This would make 
a vaccine trial very difficult. 
 
 
6. Ebola 
 
Janssen has a licensed 2-dose vaccine. There are still ongoing studies, for example in pregnant women. 
There is some data from earlier trials from women who got pregnant during the trial. The vaccination 
strategy for Ebola is ring-fencing and vaccination of everyone in a 10 mile radius from the outbreak. 
 
 
7. E. coli 
 
E. Coli is usually associated with outbreaks of food-borne illnesses that can cause severe stomach cramps, 
vomiting and more. Strains of the bacterium are among the most common and potentially lethal causes of 
food poisoning. 
 
But there are other strains of E. coli. Some are harmless gut bacteria, but others - specifically, extra 
intestinal pathogenic escherichia coli (ExPEC) are dangerous, and even fatal, particularly if you're an older 
adult.  ExPEC is responsible for most urinary tract infections (UTIs) in older people. Due to rising 
antimicrobial resistance, the antibiotics used to fight dangerous infections caused by ExPEC, like 
bacteraemia, which occurs when bacteria enters the blood, and sepsis, the body's extreme and dangerous 
reaction to infection, are becoming less effective. 
 
A vaccine - co-designed and developed by Janssen and LimmaTech of Switzerland, a subsidiary of GSK - may 
soon be available that could have the potential to protect people age 60 and older from these infections. 
Janssen is developing a bio-conjugate vaccine. This uses a part of the bacterium - in this case, the outer 
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coating of sugar molecules called polysaccharides - and links them with protein carriers to create a vaccine. 
The protein carrier creates a stronger immune response than using a piece of bacteria alone because 
protein is more easily recognized by the immune system compared to polysaccharides. This vaccine 
principle has been applied successfully to help create paediatric bacterial vaccines against meningitis and 
pneumonia.  
 
This is in the first phases of clinical development and Janssen is in the process of preparing for Phase 3 
feasibility studies - a dry run of a potential future clinical efficacy study that assesses how the treatment 
works in real-world conditions. This will be for older adults in the United States and parts of Europe, 
although they are also considering Japan because they have a high population of older people. 
 
8. HPV 
 
There are vaccines already available and being used in many countries to protect against many strains of 
HPV, and this is expected to reduce the number of cases of certain cancers linked with HPV, such as 
cervical, anal and throat cancer.  But not all strains of HPV are affected by the vaccine, and over time, these 
unaffected strains may become the dominant strain, rendering current vaccines ineffective. So Janssen is 
looking at developing a vaccine for these strains that currently are relatively rare, but for which current 
vaccines do not work. They are at an early stage, with phase I/II trials. 
 
9. COVID 
 
This is general information about the Janssen COVID-19 vaccine, from the J&J website: 

https://www.jnj.com/latest-news/things-to-know-about-johnson-johnson-janssen-covid-19-vaccine 
 
In summary: 
 
• It is an adenovirus vaccine, using an inactivated virus (common cold) to carry a gene from the 

coronavirus into human cells. The cells then produce an immune response. 

• It is a single injection. 

• The results from the key phase 3 study, ENSEMBLE, will be discussed below. 

• J&J have 9 manufacturing sites.  

• The vaccine is stable for 3 months at normal fridge temperatures (36-46 deg F) 

 
The COVID vaccine was developed used Janssen’s AdVac technology, which was initially developed for use 
in the Ebola vaccine. The AdVac technology works by using an adenovirus as a vector (a carrier) of an 
antigen’s genetic code, to mimic components of a pathogen (a bacterium, virus, or other disease-causing 
organism). Antigens (components of a pathogen) are produced to mimic the pathogen, without causing 
severe disease. When the body encounters the antigen, the body will induce both a long-lasting humoral 
and cellular immune response against the antigen, by producing immune cells and antibodies. In the future, 
if the body encounters the actual pathogen, the body will be able to respond faster and more effectively, as 
immune cells and antibodies specific to the pathogen will be rapidly produced in the body to prevent the 
pathogen from inducing disease. 
 
Janssen commented that AZ has previously worked on a vaccine during the SARS outbreak in 2009, which 
enabled them to quickly develop a covid vaccine. Janssen has added some components to a basic vaccine 
construct that should offer more protection on covid variants. This was based on studies in macaques. 
 

https://www.jnj.com/latest-news/things-to-know-about-johnson-johnson-janssen-covid-19-vaccine
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They then did phase 1 and 2 studies in humans to look at the immune response to their vaccine, which 
showed encouraging results and suggested that one shot of vaccine was enough to provide good efficacy. 
 
This allowed Janssen to conduct a large-scale phase trial, ENSEMBLE.  As mentioned, Janssen is not able to 
present the results of their trials in this area at present. So some of the material presented during the Uk-
CAB pre-meeting is presented here. 
 
The Phase 3 ENSEMBLE study is a randomized, double-blind, placebo-controlled clinical trial in individuals 
18 years of age and older. The study was designed to evaluate the safety and efficacy of Janssen’s vaccine 
candidate in protecting against both moderate and severe COVID-19 disease, with assessment of efficacy as 
of day 14 and as of day 28 as co-primary endpoints.  
 
The study has enrolled a total of 43,783 participants. The trial, conducted in eight countries across three 
continents, includes a diverse and broad population including 34 percent of participants over age 60. The 
study has enrolled 44 percent of participants in the United States. Seventy-four percent of participants in 
the U.S. are White/Caucasian; 15 percent are Hispanic and/or Latino; 13 percent are Black/African 
American; 6 percent are Asian and 1 percent are Native American. Forty-one percent of participants in the 
study had co-morbidities associated with an increased risk for progression to severe COVID-19. 
 
Because of the wide geographic coverage, which included South Africa, it was shown that the Janssen 
vaccine is effective against COVID variants, such as the S African one. The study also shown effectiveness in 
older people, and people with co-morbidities. 
 
Some people with HIV were included in the trial, but the numbers were too small to come to any 
conclusion about whether or not the vaccine was less effective in people with HIV. 
 
The vaccine has been authorised in the US by the FDA for emergency approval; and in Europe by the EMA. 
It is currently being evaluated in the UK, and it is hoped that UK approval will follow in a few weeks’ time. 
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Q & A 
 
1. How effective is the vaccine in dealing with COVID variants? 
 
In the trial, variants from S Africa and parts of S America were present, and the vaccine was effective. But 
real worlds data is needed. 
 
2. What about the concerns about blood clots? 
 
Phase 3 trials will not pick up very rare side effects. The trial had about 40,000 participants. But the blood 
clots have been seen is 8 cases after 7 million doses; so it’s about a 1 in 1,000,000 risk. The trial numbers 
are too small to see that during a trial. The FDA temporarily halted use of the vaccine whilst they looked at 
the data, but have now resumed use. The EMA has said the vaccine is safe and effective, but added a rare 
event risk for the blood clots. Work is being done to try to understand why the clots happen. It seems to be 
mostly in younger women, and may be linked to a platelet activation factor, and also may be linked to 
previous heparin exposure. 
 
3. Does that vaccine work in people with HIV? 
 
See above…the numbers are too small to be sure, though there is some suggestion from the 28 day data 
that the vaccine offers protection. But ENSEMBLE follow-up may give more information. 
 
4. In the UK, what percentage of the population needs to be vaccinated to give herd immunity? 
 
There was no clear answer to this. There was discussion about the development of variants. These will 
become dominant if they have an advantage, such as a shorter replication time, but this does not 
necessarily mean they are more infectious.  
 
5. Should we be concerned about the Indian “double variant”? 
 
We don’t know yet. The term double variant is not universally accepted. Most variants have multiple 
mutations. It is not clear what the impact of the Indian variant might be. 
 
6. I’ve had meningitis. Is the vaccine safe for me? 
 
No vaccine should be taken if you are currently suffering from an infection. But there should not be a 
problem for past infections, once you are fully recovered. 
 
7. Does the COVID vaccine have a therapeutic effect? 
 
We don’t know. But probably not… 
 
8. Some vaccines have efficacies of 65-70%; others more like 95%. Why should we accept a vaccine with 
lower efficacy? 
 
Care needs to be taken when looking at these “headline” effectiveness numbers. These trials were done at 
different times, in different populations. They are an average of results for young people and older people. 
They are typically for mild and sever COVID combined. The key message is this: for ALL. The COVID vaccines 
so far available in the UK all show virtually zero cases of COVID requiring hospitalisation, and virtually no 
deaths. 
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UK-CAB Participants 
 

  Name Organisation Destination 

1 Ana de Oliveira GHT, UK-CAB rep / BHIVA Pregnancy guidelines Manchester 

2 Becky Walker Blue Sky Trust Newcastle upon Tyne 

3 Ben Cromarty Yorkshire Mesmac; York Teaching Hospital Northallerton 

4 Derek Germon Metro  London 

5 Elijah Amooti EATAN  London 

6 Fabiola Bayavuge Individual Manchester 

7 Fotios Saltaferis  Individual Camden  

8 Grace Chigaru Individual London 

9 Husseina Abdul Hamza UK-CAB SG member /Red ribbon Livingwell London 

10 James Dunworth HIV I-Base London 

11 Jo Josh UK-CAB SG, BHIVA, Co-Chair Sophia Forum Redhill 

12 Larry Wiles Individual Bridgerule, Devon 

13 Memory Sachikonye UK-CAB London 

14 Mercy Ngwale CAFPH, Positively UL Luton 

15 Nicoletta Policek UK-CAB Steering Group, HIV Scotland Edinburgh 

16 Par Gustafsson Body Positive Dorset Bournemouth 

17 Richard Desmond Positively UK Mentor, Switchboard & UKCAB  London 

18 Robert James Individual Brighton 

19 Roy Trevelion SSSTDI London  

20 Simon Collins HIV i-Base London 

21 Simon Horvat-Marcovic Positively UK London 

22 Suzanne Thompson HIV i-Base London 

23 Vicky Lomas Plushealth North Ferriby 

 
Apologies: 
 

1. Alex Sparrowhawk 
2. Jose Meja 
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