
 

 Information for parents

 Thank you for reading this leaflet at such a difficult time.  We are
giving it to you now so that we can tell you about INNOVO, and ask
if you would agree for your baby to take part in this study.
 

 I am sure you will have realised from talking with the doctors and
nurses that your baby has breathing problems.  There are many ways
of helping babies who are born with these problems.  Some ways may
be better than others.  This study is designed to look at a way of
caring for babies on ventilators with problems like this.  We hope
that the results will help other babies in the future.

 

 What are we trying to find out?
 

 The study will find out whether or not adding a gas, nitric oxide to
other ventilator gases allows babies like yours to breathe more easily.
It will also find out if they get well sooner, and are healthier, or
whether they would do better without the nitric oxide.
 

 Neither you nor your doctor will be able to choose whether or not
your baby receives nitric oxide.  Instead this decision depends on
chance, rather like the toss of a coin.  This is important so that nitric
oxide can be tested fairly.  At this time there is not enough research to
know if it is better or worse than the usual ventilatory gases alone.
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 What is known about using nitric oxide for babies like
yours?
 

 Nitric oxide is present naturally in small amounts in the air and in
our bodies.  A lot of research on using it for patients has been carried
out in laboratories, on animals, and on human beings in all age
groups.  For some babies with breathing problems, giving nitric
oxide could help the lungs make better use of the oxygen which the
baby is taking in.  More research is needed to see if this really helps
the baby or whether there may be drawbacks or severe side effects.
One of these could be lung irritation which might mean that the
lungs recover more slowly.
 
 
 

 Will other babies take part?
 

 We should like many babies to take part in this Medical Research
Council funded study from hospitals in the UK and overseas.  We
will then find out whether the benefits of adding nitric oxide to the
ventilator gases are greater than the possible drawbacks.
 
 
 

 What would your baby being in the study involve?
 

 If you decide to take part, then the next stage is to find out which of
the two treatments your baby will be offered.
 

• Half the babies in the trial will be treated with a ventilator 
without nitric oxide added.

 

• The other half will be treated with a ventilator with nitric oxide  
added.



The doctor will telephone the trial centre with some details about
your baby, and will be told which of the two treatments has been
drawn (by chance).  The doctor will, of course, tell you straightaway
which treatment your baby will get.

While your baby is having support from the ventilator, samples of
fluid taken from the tube leading from the ventilator to your baby’s air
passages may be analysed by members of the study team.  Otherwise
his care will not be affected in any other way.

We are not only interested in your baby while he is in hospital.
Nitric oxide may have affected the lungs, in either a positive or
negative way, when your baby is older.  So, after he leaves hospital,
you will be contacted at home by a member of the study team to ask
about his health.  With your permission we will also be letting your
GP know that your baby is taking part in the study.  Arrangements
will be made then to examine your baby again around the time of his
first birthday.  Members of the study team will keep in contact with
you until your baby is about five.  Information will also be taken
from his medical records.  Of course, all information that we collect
will be treated in the strictest confidence.

Your decision

You may want to think a bit more about whether to take part in this
study and discuss it with your partner or someone else.  You may
want to talk again about the study with the doctors and nurses.



If you DO NOT want your baby to take part:

You should feel under no pressure for your baby to take part in this
study.  If you do not want him to take part, please feel absolutely
free to say so.  If you choose to keep your baby out of the study, then
he will stay on the ventilator and still get excellent care from his
team of doctors and nurses.

If you DO want your baby to take part:

If you do decide that you would like your baby to take part in the
study, the first step will be to find out which of the two treatments he
will be offered.  It is important to start the treatment soon.

You are free to withdraw from the study at any time.  Your baby will
still receive excellent care.

THANK YOU

Do you need more information?

• If you would like more information about our study, or about parent
support groups, please ask your doctor or nurse.

• If you would like a summary of the study report when it is published
please ask your doctor or nurse for a form.  We shall not know the
results of the study before the year 2003.
 

 Arrangements for compensation
 

 There are no special arrangements for compensation as is sometimes
the case for trials supported by drug companies.  The arrangements
follow the normal procedures for any hospital.
 


