Parent/Guardian Information Sheet

Project Title: Defining phenotype- genotype correlations in patients with hypoglycemia.

1. The aim of the study

The aim of this project is to investigate the genetic causes of hypoglycaemia (low blood glucose) in newborns, infants and children.

Previous research has already identified a number of abnormalities in certain genes that can cause hypoglycaemia, but we still don’t know the cause in the majority of children. Recently, we found a new genetic cause of hypoglycaemia due to excessive insulin secretion (hyperinsulinism). The aim of this study is to characterize this novel type of hyperinsulinism along with trying to unravel further genetic causes.

2. Why is the study being done?

A normal blood glucose level is important for brain function. Hypoglycemia (low blood glucose levels) can cause significant brain injury. We currently have very little understanding as to the genetic mechanisms that cause hypoglycaemia in childhood.  This study will allow us to understand why hypoglycaemia develops in some children and the genetic basis of this.  This will have important implications for the future treatment of our children. 

3. How is the study being done?

If you agree to participate in this study, your child will have an additional blood sample taken when they are having their routine investigations. We will use this blood sample to extract DNA (genetic material). The DNA will then be used to analyze certain genes. The extra blood sample that we take will do no harm to your child, as the amount of blood that we will take is extremely small (5 mls).  As a part of the study, we might request blood samples from you or other related family members; especially if there is a family member affected with diabetes mellitus/ hypoglycemia. This blood sample will be used to extract DNA that will be used only for the purpose of establishing a genetic cause for hypoglycaemia.

4. What are the risks and discomfort?

No risk to the child can be foreseen.  Your child will have a cannula inserted for routine medical treatment and we will then take the blood sample from the cannula. There is discomfort from the insertion of the cannula but we would normally numb the skin anyway with a local anaesthetic cream. 

5. Who will have access to the case/research records?

Only the researchers and a representative of the Research Ethics Committee will have access to the data collected during this study.

6. What are the arrangements for compensation?

An independent Research Ethics Committee who believes that it is of minimal risk to your child has approved this research.  However, research can carry unforeseen risks and we are required to tell you that if your child is harmed and this is due to someone’s negligence, you may have grounds for legal action for compensation in respect of any harm arising out of participation in the study.
7. What are the potential benefits?

This study will not bring any immediate benefits to your child.  However, if we find the genetic mechanism that is causing the hypoglycaemia in your child we will explain this to you and it will give us a better understanding of why some children do develop this condition.

8. Do I have to take part in this study?

No, you do not have to take part in the study if you do not wish to. If you decide, now or at a later stage, that you do not wish to participate in this research project, that is entirely your right and will not in any way prejudice any present or future treatment.

9. Who do I speak to if problems arise?

If you have any complaints about the way in which this research project has been, or is being conducted, please, in the first instance, discuss them with the researcher (Dr.Khalid Hussain, K.Hussain@ich.ucl.ac.uk ).   
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