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PARTICIPANT INFORMATION SHEET 
 

INVESTIGATION ACRONYM: SPL7013 COVID-19 Investigation 
 

FULL INVESTIGATION TITLE: A randomised, double-blind, placebo-controlled 
investigation to evaluate the performance and safety of SPL7013 Nasal Spray 

in non-hospitalised patients with COVID-19 
 
 
Dear Participant,  
 
We would like to ask you to take part in our clinical investigation. Before you decide whether 
you would like to take part it is important that you understand why this research is being done 
and what it will involve. One of our team members will go through this information sheet with 
you and answer any questions or concerns you may have. Please ask us if there is anything 
that is not clear or if you would like more information and talk to others if you wish. You may 
take as much time as you wish before you decide whether you would like to take part in this 
investigation.  
 
We are inviting adults 16 years of age or older who are currently experiencing mild coronavirus 
disease 2019 (COVID-19) related symptoms (e.g., dry cough, mild fever, tiredness, loss of 
smell) to participate in this research investigation to evaluate the performance and safety of 
SPL7013 Nasal Spray. This document gives information about the investigation including the 
aims, risks and benefits of taking part. 
 
Thank you for taking the time to read this document. 
 

 
WHAT YOU SHOULD KNOW ABOUT THIS RESEARCH INVESTIGATION: 
 
1) Why is this research being done? 
 
Starpharma Pty Ltd (called the “Sponsor”), has developed SPL7013 Nasal Spray (the 
investigation device) as a new product intended to trap and block cold and respiratory viruses 
in the nasal cavity before an infection develops fully. SARS-CoV-2 (coronavirus) is a 
respiratory virus that can lead to the severe respiratory illness, known as COVID-19. 
Symptoms of COVID-19 include, but are not limited to, fever (high body temperature), 
coughing, sore throat, fatigue (tiredness), and shortness of breath, and the disease has been 
associated with hospital intensive care admissions and a significant death rate. Population 
density and the highly contagious transmission route (direct contact with infected people, 
respiratory aerosols or droplets, or contaminated surfaces) of respiratory virus infections are 
factors that worsen the spread and severity of infectious diseases as has been seen globally 
through the rapid spread of COVID-19.  
 
 
2) What is the purpose of this study? 
 
Viruses, like SARS-CoV-2, act by attaching themselves to receptors on human cells. 
Attachment to these receptors allows the virus to enter, or infect, these cells and cause 
replication of the virus that is then released from the cells and can infect other cells in the 
body. The receptors that SARS-CoV-2 binds to are found in high numbers on cells that line 
the nasal cavity, and these cells are a key target for initial infection. Therefore, it has been 
proposed that a product that can stop respiratory viruses such as SARS-CoV-2 from attaching 
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to the cells in the nasal cavity could help prevent or treat respiratory disease by reducing 
exposure to viruses. SPL7013 Nasal Spray works by forming a barrier that contains a molecule 
called SPL7013, which can trap viruses before they attach to cells. Therefore, SPL7013 Nasal 
Spray could be used prior to infection along with other protective measures, including PPE 
and vaccines, to help further reduce risk of exposure to virus, or after infection to help reduce 
the severity of symptoms and progression of disease. 
 
The nasal spray containing SPL7013 is a medical device registered and marketed in several 
European countries and in the UK under the brand name, Viraleze™. 
 
SPL7013 Nasal Spray has been applied to the nasal cavity of healthy volunteers under 
controlled conditions in a clinical trial and was demonstrated to be well tolerated when used 4 
times a day for 14 days. As of 31 December 2021, approximately 570,000 bottles of the nasal 
spray had been sold and no complaints or safety issues have been recorded. 
 
The purpose of this investigation is to add to the current body of data by testing the 
performance and safety of SPL7013 Nasal Spray in COVID-19 patients under controlled 
conditions. We want to find out whether applying the spray reduces the amount of virus in your 
nasal cavity, and what effects it has on you and your health. 
 
 
3) Why have I been chosen? 
 
You are invited to participate in this investigation because you are 16 years of age or older, 
are infected with SARS-CoV-2 and therefore have COVID-19, you are asymptomatic or have 
COVID-19 symptoms but you do not require hospitalisation, you are able to understand and 
are willing to comply with the procedures to be performed in this investigation, you don’t have 
allergy to any of the ingredients in the nasal spray, and you are not being treated or about to 
be treated with medications administered nasally or by inhalation with exception of asthma 
related treatment). 
 
Please, note that this investigation is not open to women who are pregnant, planning to 
become pregnant or breastfeeding. If you are a woman, and think that you might be pregnant, 
you are planning to become pregnant or you are breastfeeding, please let us know as under 
such circumstances you cannot participate in this investigation. 
 
 
4) Do I have to take part?  
 
It is up to you to decide whether or not to take part in this investigation. If you do decide to 
take part, you will then be given this information sheet to keep and asked to sign a consent 
form within 2 hours, before we check that you are eligible. You will be free to withdraw from 
the study at any time and without giving a reason. A decision to withdraw at any time, or a 
decision not to take part, will not affect the standard of care you receive from the NHS.  
 
If you have any questions or concerns about this investigation, or if you do not fully understand 
any part of it, please ask the researchers (there are contact details at the end of this sheet). 
 
 
5) What happens next if I agree to take part in this investigation? 
 
If you decide to take part in this investigation, you will be asked to sign the consent to be 
enrolled and then you will undergo the investigation procedures. 
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You will be tested for SARS-CoV-2 infection at our hospital swabbing station using a lateral 
flow test (or rapid antigen test). Please make sure that you report to the swabbing station in 
the Hospital Parking lot close to A&E and be very careful not to go to the main entrance of the 
Hospital, as you could easily spread the infection to people present in that area. 
 
It is very important that you come at the swabbing station as soon as possible after you have 
decided to participate. Your test results are key for the success of this investigation and having 
them as early as possible will greatly contribute to the intended outcome. 
 
If your lateral flow test results are positive, you will be enrolled in the investigation. However, 
enrolment will be preliminary and subject to confirmation of COVID-19 via PCR test (see 
below). 
 
Upon enrolment in the investigation, you will attend an Enrolment Visit, in which you will either 
be randomised, or randomly allocated, into the treatment group (SPL7013 Nasal Spray) or the 
control group (Placebo Nasal Spray). The placebo is a device that looks identical to SPL7013 
Nasal Spray and does not contain SPL7013. One group of participants will use SPL7013 Nasal 
Spray and another group will use the Placebo Nasal Spray. The performance and side effects 
during use, if any, will be compared between the two groups. 
 
You and the study researchers will not know which group you have been randomised to. In 
addition, we will record your age, gender, race and ethnicity; record details about relevant 
medical history (e.g., COVID-19 vaccination); measure your height and weight; perform a 
general physical examination (depending on your symptoms); request you to complete a 
questionnaire about your COVID-19 symptoms; and request you to self-obtain a nasal swab 
or the research team will swab you. We will use this nasal swab to test the amount of virus in 
your body via PCR, and thus confirm your infection. If we do not detect any virus in the swab, 
you will be withdrawn from the investigation. 
 
At the end of the Enrolment Visit, you will be dispensed the investigational medical device 
(SPL7013 Nasal Spray or Placebo Nasal Spray) and requested to self-spray it in each nostril 
four times a day at evenly spaced timepoints for a total of 7 days. If your COVID-19 worsens 
and you require hospital admission, you will not need to further use the investigation device. 
 
During the nasal spray application period, you will be requested to self-swab every day to test 
the current amount of virus in your nasal cavity. We will agree with you how and when to 
collect your self-obtained nasal swabs. You will be also requested to complete a daily online 
questionnaire to collect information about your COVID-19 symptoms, any other medical 
condition you experience, any medications taken, and information about the nasal spray 
application and the swabbing times. We may call you to request additional information about 
these aspects. 
 
After the 7-day treatment course, you will be requested to attend the clinical site for a Final 
Visit. During this visit we will take a nasal swab; request you to complete a questionnaire about 
your COVID-19 symptoms; and ask you about any other medical condition you may have 
experienced and/or any medications you may have taken. We will also request you to return 
all the dispensed investigational device. 
 
All the swab samples we collect from you will be coded using a unique number linked to you, 
so the samples can be identified by the research team at ASPH NHS FT. Your samples will 
be stored temporarily in the ASPH Pathology Department for the analysis of the amount of 
virus in your body. Once the analysis is complete the samples will be destroyed in accordance 
with the HTA (Human Tissue Authority) code of practice. 
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The investigational device supplied for the investigation will not be available to you after you 
have ended your participation. However, the nasal spray is commercially available in the UK 
from Lloyds Pharmacy under the brand name ViralezeTM. 
 
You are expected to notify us if you feel unwell or are admitted to hospital. You may contact 
us via email or phone call (R&D Main Office, Tel no: 0193 272 3534). 
 
 
6) Are there any financial costs or payments? 
 
All the investigation treatments will be free. Your medical staff will not be paid for your 
participation in this study. At the end of the investigation, you will be paid £100 to compensate 
you for study-related inconveniences and travel expenses, or refreshments. 
 
 
7) What are the possible benefits of this investigation? 
 
We anticipate that if you are randomised to SPL7013 Nasal Spray, the use of the device may 
reduce the amount of virus in your nasal cavity, which may help to ease or reduce your 
symptoms and help with your recovery. However, you should be aware that to date this 
potential benefit has not been demonstrated in people. No benefits are anticipated if you are 
randomised to Placebo Nasal Spray. 
 
This investigation may or may not help you personally, but it can help COVID-19 patients in 
the future if the performance of the investigation device against SARS-CoV-2 is demonstrated. 
 
 
8) What are the possible risks of this investigation? 
 
SPL7013, the molecule contained in SPL7013 Nasal Spray, has been previously tested in 
studies involving more than 1,200 people including an investigation with the SP7013 Nasal 
Spray and several studies using SPL7013 formulated in a vaginal gel used for the treatment 
and prevention of bacterial vaginosis, a condition caused by excessive growth of bacteria in 
the vagina. These studies have shown that side effects following the application of SPL7013 
containing products are generally mild in nature and likely not associated with SPL7013 itself. 
Furthermore, studies have also shown that SPL7013 remains at the place of application, and 
it is not absorbed into your blood stream. Therefore, side effects affecting body areas other 
than the regions where SPL7013 is applied to are unlikely. 
 
In the investigation with the nasal spray, healthy volunteers sprayed either SPL7013 Nasal 
Spray (30 people) or Placebo Nasal Spray (10 people) in their noses four times a day for 14 
days. A small number of participants reported headache, nasal discomfort, nasal congestion, 
discharge of thin nasal mucus or bleeding nose. These side effects were observed at similar 
rates in both SPL7013 Nasal Spray and Placebo-treated participants, which suggested that 
these effects were not directly associated with the use of SPL7013. 
 
The effects of SPL7013 formulated in the vaginal gel are relevant to the nasal application 
because the skin inside the vagina is similar to the skin inside the nasal cavity. SPL7013 
vaginal gel has been studied in 1,185 women, who applied the product vaginally once daily 
for 7 days, twice daily for 14 days, or every second day for 16 weeks. Side effects were mild 
and in most of the cases resolved spontaneously. The most frequently reported side effects 
were vaginal yeast infection, headache, bladder infection, vaginal itching, vaginal discharge 
and abdominal pain. These side effects were also reported with similar frequency by women 
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that used a Placebo formulation, suggesting that these observations were not directly 
associated with the use of SPL7013. 
 
SPL7013 Nasal Spray has been marketed in Europe since February 2021 and in the UK since 
March 2022. To date, with more than 500,000 bottles sold, no safety concerns have been 
identified in the market. 
 
Nonetheless, there may be additional adverse effects in humans that are not yet known. If the 
study doctor has any concerns regarding your health during the study, additional tests may be 
performed to ensure your safety. These may include physical examinations, measuring your 
vital signs, performing an ECG and/or collecting blood samples to check your general health. 
 
As with any other treatment, there is the potential risk of anaphylaxis - a severe allergic 
reaction that can cause itchy rash, throat swelling, and a drop-in blood pressure. This type of 
reaction is very rare and has not previously been observed with products containing SPL7013. 
 
If you experience any symptoms of anaphylaxis when self-administering at home you 
should call 999 or the research team immediately at 0193 272 3534. 
 
 
9) Can I stop my investigation treatment or my participation early? 
Yes, you can stop participation in the investigation at any time without giving a reason. 
However, anonymised information (data that cannot identify you) that has been collected up 
to that point will continue to be used by the research team. 
 
 
10) If I have any questions or problems, who do I contact? 
 
If you have a concern about any aspect of this investigation, you should ask to speak to the 
researchers who will do their best to answer your questions. If you remain unhappy and wish 
to complain formally, you can do this by contacting our hospital. Should you require advice in 
making your complaint; staff from the Patient Advice and Liaison Service (PALS) at St Peter’s 
Hospital will be able to help you.  Their contact details are: 
Telephone: 0193 272 3553, Email Asp-tr.patient.advice@nhs.net  
 
 
11) Will my taking part in this investigation be kept confidential? 
 
The investigation research team will collect, record and use information about you for the 
investigation purposes. Any information about you that is collected during this investigation 
will remain confidential and will not be used or disclosed except as mentioned in this 
Participant Information Sheet, where permitted by you or where permitted under law. The Trust 
Confidentiality Policies, GCP guidelines, Data Protection Act 2018 and the General Data 
Protection Regulation (GDPR) will be followed at all times to ensure the confidentiality and 
protection of your personal data. 
 
Two types of information will be collected: personal information, this is your name, address 
or any other personal or contact details that could personally identify you; and research data, 
this is anonymised information about your physical or mental health or condition, health 
information about you in medical records, and information from your investigation visits or 
other procedures related with this investigation. Research data cannot personally identify you. 
 
Your personal information will be accessible by the research team, the staff at the investigation 
coordinating centre (Ashford and St Peters Hospital). 
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In order to check the investigation is being adequately conducted, this is ensuring your rights, 
wellbeing, privacy and confidentiality are protected and that the collected research data is 
accurate; the Sponsor, its representatives assisting with the research, including the central 
laboratory, investigation monitors or auditors; and the health authorities (government) or 
research ethics committees may visit the hospital and review the investigation records. During 
these visits, your collected personal information may be seen by these people and entities. 
Such information can only be seen when being physically at the hospital or research doctor’s 
office in the UK. Your personal information will not leave these premises. 
 
The research data about you collected in this investigation will leave the investigation centre 
and will be transferred to the Sponsor, its delegates, health authorities and/or ethics 
committees for the purposes of medical, laboratory, statistical or regulatory activities related 
to the research. This research data may also be published. As indicated above, research data 
will be anonymised information that cannot personally identify you. 
 
By signing this investigation’s consent form, you are giving permission for the processing of 
your personal information and research data for this investigation. You are also giving 
permission for the transfer of research data about you to the people and organisations 
mentioned above. These entities may be situated overseas. 
 
You may use your rights under your local data protection laws to access and correct your 
personal information or ask for it to be deleted. You can object to any further processing of 
your information by applying to your research doctor. 
 
You can find out more about how we use your information at: 
www.ashfordstpeters.nhs.uk/gdpr-protecting-your-data   
 
 
12) What if something goes wrong? What arrangements are in place to cover me in 

terms of compensation? 
 
We will provide compensation for any injury caused by taking part in this study in accordance 
with the guidelines of the Association of the British HealthTech Industries (ABHI). 
 
We will pay compensation where the injury probably resulted from: 
 

 A device being tested or administered as part of the investigation plan; 
 Any test or procedure you received as part of the trial. 

 
Any payment would be without legal commitment. (Please ask if you wish more information 
on this). We would not be bound by these guidelines to pay compensation where the injury 
resulted from a device, drug or procedure outside the investigation plan or where the plan 
wasn't followed. 
 
 
13) How will we use information about you? 
 

We will need to use information from you and your medical record for this research project.  

 

This information will include your initials, NHS number, name and contact details. People will 
use this information to do the research or to check your records to make sure that the 
research is being done properly. 
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People who do not need to know who you are will not be able to see your name or contact 
details. Your data will have a code number instead. 

 

We will keep all information about you safe and secure.  

 

Some of your information will be sent to Australia. They must follow our rules about keeping 
your information safe.  

 

Once we have finished the study, we will keep some of the data so we can check the results. 
We will write our reports in a way that no-one can work out that you took part in the study. 

 
 
14) What are my choices about how my information is used? 
 
You can stop being part of the study at any time, without giving a reason, but we will keep 
information about you that we already have.  
 
If you choose to stop taking part in the study, we would like to continue collecting information 
about your health from your hospital. If you do not want this to happen, tell us and we will 
stop. 
 
We need to manage your records in specific ways for the research to be reliable. This means 
that we won’t be able to let you see or change the data we hold about you. 
 
 
15) Where can you find out more about how your information is used? 
 
You can find out more about how we use your information: 

 at www.hra.nhs.uk/information-about-patients/   

 our leaflet available from the research team 

 by asking one of the research team 

 by sending an email to: asp-tr.rd-research-and-development@nhs.net    

 by contacting the Sponsor’s Data Protection Officer at privacy@starpharma.com  

 
 
16) How long will my personal data be stored or accessed after the investigation has 

ended? 
 
Personal information, this is information that could personally identify you, will be stored or 
accessed for 6-12 months after the investigation has ended. Data will be stored in the Trust 
under lock and key. The computers will be password protected as per Trust policies. The Trust 
Confidentiality Policies, GCP guidelines, Data Protection Act 2018 and General Data 
Protection Regulations (GDPR) will be strictly followed at all times to ensure the confidentiality 
of your personal data. 
 
 
17) What will happen to the results of the research investigation? 
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After the end of this investigation the results will be analysed and may be published in medical 
scientific journals. All the information you provide will be combined with the results from 
everyone else and it will not be possible to identify any individual from the results. If you are 
interested in reading the publication of the results, please feel free to ask the research team 
for any information. 
 
Results may also be updated on the hospital’s research and development website, which is 
located at: https://www.ashfordstpeters.nhs.uk/research-development 

 
 
18) Who is organising and funding the investigation?  
 
This investigation has been organised and is sponsored and funded by Starpharma Pty Ltd, 
an Australian based company. This investigation is managed by Metanoic Health Ltd, which 
will be acting as the CRO/Sponsor’s Representative in the UK, and conducted at Ashford & St 
Peter’s Hospitals NHS Foundation Trust (ASPH), which is the only UK site for this study. The 
Founder and CEO of Metanoic Health Ltd is also Associate Director of Research & 
Development at Ashford and St Peter’s Hospitals NHS Foundation Trust.  
 
 
19) Who has reviewed the investigation? 
 
All research in the NHS is looked at by an independent group of people, called a Research 
Ethics Committee, to protect your interests. This study has been reviewed and given 
favourable opinion by the HRA and Leicester Central Research Ethics Committee, REC 
Reference Number 22/EM/0252. 
 
 
20) Who is conducting the investigation? 
 
This investigation is being conducted by researchers at Ashford and St Peter’s Hospitals NHS 
Trust (ASPH). ASPH will be acting as the lead trial site and responsible for conducting this 
investigation. 
 
 
21) Contact for Further Information 
 
Please feel free to ask any question you may have about this investigation. If you have a 
concern about any aspect of this investigation, you should ask to speak to the researchers 
who will do their best to answer your questions. 
 
Contact Details:  
CI/PI Name: Dr Stephen Winchester 
Job Title: Consultant in Medical Virology and Virology Specialty Lead 
Hospital/ Site Name: Ashford and St Peter’s Hospital NHS Foundation Trust (ASPH) 
E: s.winchester@nhs.net    
T: 01932 723029 
 
You can also speak to the ASPH Research team by contacting them on 0193 272 3534 
or email us at SPL7013 Nasal Spray Trial email: asp-tr.starpharmatrial@nhs.net  


