
 All about the Kites study

Hello. 
This eBook is all about depression and the 

Kites clinical research study. 
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Part 2: Major depressive disorder

What is major depressive disorder?

From time to time we all feel a bit low or a bit sad. Often it’s just a normal response to the ups 
and downs of everyday life and it usually passes. But sometimes that sadness doesn’t go away 
or it just gets worse. This can be due to major depression (which is sometimes referred to by 
doctors as major depressive disorder, or MDD for short). 

A doctor will tell you if you have major depression. They will find out by asking you questions 
about your feelings. 



Part 2: Major depressive disorder

What are the symptoms of major depressive disorder?

Kids with major depression often feel down and sad. They may not want to play with their family 
or friends. 

Activities that used to make a child happy, like drawing or playing with their pet, may 
not make them happy anymore. They may also sleep more, or less, than they used to.



Part 2: Major depressive disorder

How is major depressive disorder treated?

Talking can help make depression go away. Your doctor or therapist may also get you to draw or 
suggest you take up a musical instrument.

But sometimes children and young people need more help. Your doctor may give you a medicine 
to take every day. Medicines to treat major depression are called antidepressants. 



Part 3: The Kites study

What is the Kites study?

Kites, an ADVANCE study, is what’s called a clinical research study or clinical trial. A study like 
this one can help to find out if a capsule works or not in humans and that the benefits outweigh 
the risks.

The doctors in a study like Kites call vortioxetine, the capsule they’re researching, an 
investigational medicinal product or just investigational medicine.

There aren’t many medicines children with depression can take. So the Kites study is finding out 
whether this investigational product works and is suitable for children. 



Part 3: The Kites study

What are the benefits and risks of taking part?

Taking part in the Kites study doesn’t necessarily mean you’ll feel better. Occasionally the 
capsule you take can make you feel unwell. You might feel a bit sick, for example, and it’s 
important to tell someone if that happens. But there are good things about taking part, whether 
or not the treatment works for you, including spending time with an expert team of doctors and 
nurses.

If you complete the study and your doctor thinks it is in your best interest, you may be invited to 
participate in further visits.



Part 3: The Kites study

What happens at the start?

You and your parent, or someone else who looks after you, will need to come to our study center. 
Here you’ll meet all the friendly doctors and nurses who will look after you. 

A doctor will ask you some questions. And then they’ll tell you whether the Kites study is right for 
you.

What will I have to do then?

If you take part in the Kites study, you’ll need to come to see us 12 more times over 16 weeks 
and you’ll need to take a capsule every day for the first 12 of those weeks.



Part 3: The Kites study

What will I have to do then?

Questionnaires and forms
There are lots of questionnaires and other forms available to help doctors understand children with depression. They 
can be used by the Kites study team to collect information about you and how you’re getting on during the Kites 
study. 

At various stages, doctors will ask you questions, sometimes asking them of your parent or caregiver too, so they 
can complete the questionnaires. Other times, you or your parent or caregiver will be asked to fill out forms (known 
as ‘scales’) yourself. The scales may, for example, measure how well you’re coping with everyday life and 
situations. You will be asked to do these either with pencil and paper or on a tablet, and they are quick and 
easy to complete.



Part 3: The Kites study

What will I have to do then? 

Talking therapy 

You’ll also meet with a therapist up to five times, for about 30 minutes each time. Doctors call these sessions brief 
psychosocial interventions. They’re also known as ‘talking therapy’, or BPI for short. Through these sessions, the 
therapist will get to know you and your parent or caregiver and can find out if anything in particular is making you 
feel sad, or is worrying or upsetting you. The therapist will help you and your family understand what the problem is, 
and how to help. Sometimes, with permission from you and your parent or caregiver, the therapist may speak to your 
school to see if they can help make things better.

Tests 

Throughout the study, the nurses and doctors will keep a close eye on your health. They’ll do this by taking regular 
tests and asking you questions. You’ll need a blood test and another test called an electrocardiogram, or ECG for 
short, which looks at your heartbeat. And you’ll also have your blood pressure taken. 



Part 3: The Kites study

What medication will I have to take?

The study drug you take, in the form of a capsule, will be one of the following: 

     •  the investigational medicine (known as vortioxetine) in one of two doses

     •  an antidepressant 

     •  or a placebo (a ‘dummy capsule’ that doesn’t contain any active medication)

No one will know which one you’ve taken until the end of the study. 



Part 3: The Kites study

What could happen to me during the study?

Medicines can help people feel better. But sometimes they work in a way we don’t want them to. 
These are called side effects. When some people take the capsule in the Kites study, they may 
feel sick, sleepy or not able to sleep. They may also get a headache or an upset tummy. 

So tell whoever’s looking after you - and your doctor - if you don’t feel well. 

And remember: you’re free to leave the study at any point, without giving a reason if you prefer 
not to, and nobody will be upset with you.



Part 4: The study app

We have also made a handy app about the study for you and whoever’s going with you on the 
study visits to use and to keep a calendar of your appointments.

The app will help remind you and your family when you have to go to the study center. You can 
also make notes in the app - and use the notes pages to write down any questions you might like 
the study team to answer or things about the study that you would like to raise at your next visit.  

You will be able to download the Kites study app to a smart phone from the study website if you 
decide to take part. 



Part 5: Important information

What is an investigational medicinal product?

An investigational medicinal product (sometimes referred to by researchers as the study drug) is 
usually a tablet or capsule that doctors and scientists test on people to see if it can make them 
feel better and to make sure that the benefits outweigh the risks. 

Only people who are in a study, like the Kites study, are allowed to take it.

In the Kites study, the investigational medicinal product is already approved to 
treat adults and elderly people with major depression.



Part 5: Important information

What is an antidepressant?

An antidepressant is a type of medication that may help people with depression feel better. A 
doctor has to say it’s OK for you to take an antidepressant. 

So far, there are very few antidepressants that are known to be suitable for children and young 
people to take. 



Part 5: Important information

What is a placebo? 

A placebo is a capsule that looks like the study drug but which contains no active medication. 
Sometimes people call these ‘sugar pills’ even though there’s no sugar in them! You might also 
hear them called ‘dummy pills’ or ‘dummy capsules’. 

If they don’t contain any medication, why do doctors use them?

Well, if you take a medicine you might feel better simply because you believe it will work. Grown-
ups call this ‘the power of positive thinking’ or the ‘placebo effect’. But doctors need to know that 
if you feel better, it’s a result of the actual capsule you’re taking. The only way to find that out is 
to make sure nobody knows which capsule you’re taking.

It’s important to have a dummy pill as well as active medicines because some children will get 
better without taking any medication at all. This isn’t an easy idea to explain in words so do 
ask your doctor for more info!



Part 6: Thank you from the team

And finally, on behalf of the team, we’d like to say a big thank you for taking part in the Kites 
study or, if you decided not to take part, for thinking about whether the study was right for you. 

Our goal is to help kids like you, and our important work wouldn’t be possible without you.
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