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[Study Title, Research Institution/Facility Name]
Participant information
Coronavirus disease 2019 (COVID-19) is caused by a virus that belongs to a family of viruses called
“Coronaviruses”. Infections of humans with this new coronavirus was first seen in Wuhan in China
at the end of 2019, but has now spread around the world including here in [country name]. There is
a lot on the News about the spread of COVID-19 disease around the world, and this is also why we
have experienced restrictions to our travel and activities, to try and reduce the rate at which people
are catching the virus from each other.
Why are we doing this study?
Having COVID-19 might affect someone’s lungs, and their breathing. Some people can be very ill
with COVID-19 and need to go into hospital to be cared for, and some people are hardly ill at all.
We don’t yet know exactly what causes different levels of illnesses in different people. We know
that being older, and having other illnesses like diabetes or hypertension (high blood pressure) at
the same time may also increase the risk of having more severe COVID-19 effects, but this is not
true for everyone. We are doing this study to understand better what happens to people who have
COVID-19, and what might cause them to be more, or less, ill when they have been infected with
this coronavirus.
Can I refuse to take part in this study?
You do not have to take part in this study, it is your choice.
If you do not want to take part in this study, you will still receive the same health care. It will not
affect the health care that you receive in this facility.
We will ask you if you are also interested in taking part in other studies about COVID-19. You do not
have to take part in any other studies if you do not want to. It is your choice, and it will not affect
including you in this study or the health care you receive in this facility.
What will we ask you for?
We will ask you if you would like to be part of this study.
We will ask for your permission to collect [sample type] from you. We will ask you for …. [provide
how much blood e.g. ‘about 2 teaspoons’, when the samples will be collected, what kind of clinical
information will be collected and from where e.g. from hospital folders, electronic records,
questionnaires]
In the future, there may be other new studies about COVID-19 and other health issues. We will ask
you if we can use your information or samples in studies in the future. You do not have to agree to
this, it is your choice. You can still be part of this study even if you don’t want to be part of other
studies in the future.
What will happen to my sample and my health information?
Clinical studies:
We will collect some extra [sample type] when we collect this [sample type] during your normal
health care. We would like to study certain naturally-occurring chemicals in your [sample type], as
1

Nembaware V, et al. BMJ Global Health 2020; 5:e003035. doi: 10.1136/bmjgh-2020-003035

Supplemental material

BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance
placed on this supplemental material which has been supplied by the author(s)

BMJ Global Health

these will help us to understand how your body is responding to the coronavirus. We will keep
these samples for [provide time frame and storage plans for samples and/or when they will be
destroyed]
We will use the sample we collect from you to study the virus that causes COVID-19. This virus has a
certain shape and structure that affects how it can make people ill. We will study the chemicals that
make up the virus to understand where it came from originally, how it causes illness in people, and
to trace how it has been passed on in our population. Studying the structure of the virus from each
person who joins the study will also help us to understand if the virus is changing over time.
Genetic studies:
We also want to study something called “genes”. These “genes” are present in all of us and are the
same in almost all parts of our bodies. “Genes” are sometimes also called DNA, which is the name
of the material they are made from. Genes are responsible for why people in families are often
more like each other, and different from other families. For example, some families are generally
taller or shorter than others. This kind of information is passed from both the father and the
mother to their children and on to their grandchildren, from one generation to the next. Some of
these genes may prevent some people from getting certain illnesses. Other genes may be one of
the reasons why some people get sick or have side effects from some medicines when others do
not. We are still learning how genes might contribute to different diseases, and how they work
together with our lifestyle and other factors - such as our environment or what we eat – to affect
our health. If someone has several different illnesses at the same time, then these illnesses might
also affect each other. We want to explore whether genes and other illnesses occurring at the same
time may affect South African patients who have COVID-19.
When we study “genes” it can help us to understand where you and your family come from,
because people from the same parts of the world tend to have more similar “genes” than people
from very different parts of the world. This is why we will ask you about your family origin, but you
do not have to answer this question if you do not want to.
Why am I being invited?
You are invited to take part in the study because you have tested positive for COVID-19 and [study
inclusion criteria].
What will happen if I decide to take part in this study?
If you decide to take part in the study, we will use your samples to do the analyses we just told you
about. We also want to […
● Collect some more details about your general health and other health conditions you might have
● Collect more information about the symptoms you have from COVID-19
● Collect additional data about medications you use.
● Look at scans and X-rays if your doctor has ordered these for you.
● Have a follow up visit in xxx months
etc….]
What are the benefits from taking part in this study?
There may be no direct benefits to you from taking part in this study. We will not give you any
individual results from the study of the samples you give us. This is because it will probably take a
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long time for this project to produce health related information that we will know how to interpret
accurately. [Or, provide information about exact results that can be expected from this study, how
they will be confirmed, and how they will be provided]. We will gain more knowledge about COVID19 from this study, and by joining this study you may help us to understand how to best treat
patients with COVID-10 in the future.
What are the possible harms when I take part in this study?
Because we will not do any study procedures that your doctor would not already have done, there
is no extra physical risk associated with taking part in the study [or provide info on possible physical
risks].
The information collected from you will be safely stored on a computer that is password-protected,
and your name will be removed from this information so that no-one knows that it comes from
you. We will be very careful to ensure that your identity and information is kept confidential and
this personal information will not be shared with anyone. We will share the results of this study
through scientific publications and also on our website (URL), but we will make sure that no one
knows who participated in this study.
Genetic studies: All your genes together make a special pattern in all of your body that only you
have, and this is why no two people are exactly alike. Because each person has their own special
pattern of genes, researchers are very careful to protect the genetic samples that are collected and
the information from these samples, and these samples and information will only be used in the
way we have described here.
Who has approved the study?
The [Review Board Details] has approved this study, and you can contact [name] at [contact details]
if you have any questions or concerns, or want to know more about this study.
What if I change my mind?
If you have changed your mind about being part of this study, you can speak to any
[doctor/researcher/nurse] or contact [name] at [contact details]. If you do not wish to be part of the
study any more, we will destroy your samples and delete any information we have about you. This
will not affect the medical care you are receiving in any way.

To reduce spreading the virus, people can wash their hands frequently, cough into a tissue and
throw it away in a bin, or cough into their bent elbow, and avoid getting too close to each-other.
People who have COVID-19 have been asked to isolate themselves from other people, because
the virus can be easily passed on from someone who has COVID-19, even if they are feeling well
and do not have any symptoms.
Wearing a cloth mask in public can also help to reduce the spread of the virus between people
who are sharing the same public space.
This pandemic can also impact on your mental health. If you are experiencing anxiety and
depression or struggling to cope, please contact counselling services at: [helpline information]
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