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FAQs trial with adults with
immunocompromising conditions

RBDCOV is a European project that will perform two clinical trials currently based on previous AEMPS
(Spanish Agency of Medicines and Medical Products) and EMA (European Medicines Agency’s) advisory
meetings.

1. Whatis an open label study?

An open label study is a study in which the participant, the clinician and the researcher
know which study medication(s) or vaccine(s) participants are receiving.

2. What are eligibility criteria?

Eligibility criteria are a set of guidelines that clarify who can or cannot take part in a
study. They include such characteristics as your age, vaccination status or general health
status.

3. What is an informed consent form/written authorisation?

Informed consent is the process of providing you with key information about a research
study. This information should be given to you before you decide whether or not to
accept the offer to take part. If you sign this form, it means that you agree to take part
in this study. It also tells you about the possible risks and benefits of the study. It should
also let you know that you can leave the study at any time.

4. Will my participation in the clinical trials be confidential and how will my
privacy be protected?

Your participation in this clinical trial will be confidential throughout. Our procedures
follow strictly the privacy and confidentiality laws of the country in which you are
participating. In addition, after the end of the study, we will anonymise (remove) the
identifiable information about you so it will be impossible for anyone who looks into the
results to see who participated in the trial.

5. How has this vaccine been developed?

As with all medicines, every vaccine must go through extensive and rigorous testing to
ensure it is safe before it can be introduced into a country’s vaccine programme. Each
vaccine under development must first undergo screenings and evaluations to determine
which antigen should be used to stimulate an immune response. An experimental
vaccine is first tested in animals to evaluate its safety and its potential to prevent
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infection and/or disease; then, if the vaccine triggers an immune response, it is tested
in humans through several different phases of clinical trials. This vaccine is currently in
phase lll.

6. What are the ingredients in this vaccine?

The HIPRA COVID-19 vaccine includes an important part of a protein from the surface of
the SARS- COV-2 virus from its alpha and beta variants. This protein is harmless and is
used by our body to generate immunity against the protein fragment. It does not contain
the whole virus, which means we cannot get infected by the vaccine. The vaccine also
contains a solution — called an adjuvant — to increase the capacity to induce an immune
response. This adjuvant is similar to the one used in millions of doses of the influenza
(flu) vaccine.

7. How long is the trial going to last?

According to the current protocol, the trial is estimated to last approximately one year
from the first appointment to the last follow-up visit.

8. How many appointments will | have in this trial?

There will be five appointments in total, from the first appointment to the last follow-
up visit.

9. How much time will | spend in the clinic/hospital/centre?

The first appointment will last about 30-45 minutes. The following appointments are
expected to last about 15 minutes each.

10. What will happen during the visits?

During the first visit the clinical team will properly explain to you all the objectives of the
study and its associated procedures, and check that you understand what your
participation in the trial implies. You will then be asked to sign the informed consent
form.

If you choose to sign, your medical record and current medications will be reviewed and
blood samples will be collected. Then the study vaccine will be administered and you
will be asked to remain at the site for a 15 minute observation period. We will provide
you with instructions to fill a vaccine diary card for the following 7 days. During the
follow-up visits, more blood samples will be collected and we will discuss any reactions
you may have had to the vaccine or answer any questions you may have.
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11. Why will blood samples be taken?

We need to take some blood samples in order to assess the impact that the vaccine has
on your immune system and overall health condition.

12. Are there risks involved in participating in this clinical trial?

All trials carry a small degree of risk, and so safeguard measures have been put in place
to ensure your safety. These measures will be explained to you at your first visit.

13.1Is it possible to experience side effects during this clinical trial?

Every medication and vaccine may have side effects. Most frequently reported side
effects of this vaccine include sensitivity and pain at the injection site, fatigue/tiredness
and headache for less than 72 hours, similar to a mild-moderate flu, without limitation
of normal daily life activities. In case of any side effects, you should contact the doctor
or clinical team to let them know.

14.What safeguards are there to protect me during my participation in this
clinical research?

We do our best to make sure that your participation is as safe as possible. Every
participant is monitored when the vaccine is administered and followed up throughout
the trial by the clinical team. In the background there is an independent board, called
the Data Safety Monitoring Board, who looks out for unexpected events.

15.Can | stop participating at any time?

Your participation is completely voluntary. You are always free to withdraw from the
study at any time if you no longer want to participate.

16. What will happen to my medical care if | stop participating in the trial?

If you decide to stop participating in this trial then your medical care will go back to the
previous care pathway.

17.Will | be compensated for participating in this clinical trial?

You will receive compensation for your time used for each visit, and to cover your travel
expenses. The investigator team will tell you about the amount and expected schedule
for payments.
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18. Will I need insurance to cover my participation in this study?
No, this matter has been taken care of by the clinical trial insurance.

19. What happens with the results of my participation after the clinical trial
ends?

Once a clinical trial or study has ended, the researchers will collect and analyse the data
to see what next steps are needed as a result of the findings. You will be able to access
the results of the research.

20. Why should I participate?

With your participation, you can contribute to science and help others. It will help us to
understand better how our investigational vaccine works in people with specific health
conditions or treatments that can affect the immune response to vaccines. If successful,
we hope that the vaccine will give you a stronger immunity against infection SARS-CoV-
2 and/or serious symptoms that COVID-19 may give you.
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