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The Cambridge Baby Growth Study II 

Information for mothers with diabetes 
 

We would be very grateful if you would consider taking part in our project.  Please note that 
you are not obliged to take part in this project and if you do not wish to be involved this will not 
affect your care or treatment in any way. 
 
What is the purpose of our study? 
 
Previously we have been studying a group of mums and their babies in the Cambridge Baby 
Growth Study (2000-2010). This was to look at the general population and find out whether 
environmental factors, hormones and inherited factors (“genes”) are important for the growth 
and development of babies during pregnancy and in the first couple of years of life.  
 
Hormones are chemical messengers released by a gland in the body into the blood, to give a 
message to another part of the body. Genes are the coded messages in our cells that are 
made up from DNA.  They tell the growing body how to develop and are sometimes important 
in determining whether we develop certain illnesses or not. 
 
In recent years it has been shown that the size of a baby at birth, and how quickly a baby 
grows (weight and length) in the first couple of years of life, may be associated with health 
problems in later adult life, such as overweight/obesity, high blood pressure and diabetes.  
 
Now we want to look in more detail at babies who may be at higher risk: 

 

 Babies of mothers with diabetes who have been exposed to higher sugar levels in 
pregnancy than other babies. These babies are often big at birth, seem to grow slower 
initially but then are also more likely to be bigger children or adults.  

 Relatively small babies who often grow quickly after birth, and are more likely to be 
bigger children or adults.  

 
For this study we want to gain a better understanding of how these babies grow in the first two 
years of life. Then importantly we want to try and match markers (hormones/other 
messengers) in the blood with growth. Our aim is to find early markers in the blood, which 
help us to understand and to predict later growth patterns. This will help us to know which 
babies are at the highest risk. Leading on from this, if we are able to identify and monitor 
these babies we might be able to change diet or feeding patterns in the future to help reduce 
any later problems. 
 
The Cambridge Baby Growth Study also looked at problems with genital development, such 
as undescended testicles. This was because although it is rare, more boys are being born 
now with problems than in previous generations. Undescended testicles are more common in 
babies born small for their age and so we want to look at this too, in the larger group of 
babies. These effects could be explained by subtle changes occurring to the environment a 
baby is exposed to whilst in the womb, particularly to levels of glucose and to certain 
hormones. 
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Why have you been chosen? 
You have been approached as we wish to study a group of babies who are born to mothers 
with diabetes. This may be diabetes diagnosed before pregnancy (Type 1 or Type 2 Diabetes) 
or diabetes in pregnancy (Gestational Diabetes Mellitus).  

 
What will happen if you take part? 
 

I. Before birth: 
There will be no changes to your antenatal care or additional visits to hospital before birth. We 
will try to meet you before the birth of your baby and ask you to fill in a questionnaire about 
your general health and lifestyle. At this point we may ask you to fill in a consent form for 
yourself, and also consent for us to take umbilical cord blood after the delivery of your baby 
(blood remaining in the placenta and attached cord after childbirth). We are asking all mothers 
with Type 1 Diabetes if they would be happy to do this, and a subgroup of mothers with Type 
2 or Gestational Diabetes. 

 
II. After Birth: We will come and visit you on the ward. 

 
For your baby: 
- We will perform detailed growth measurements (weight, height, head circumference, waist 

circumference and skinfold thicknesses (a measure of fat)), and measuring anogenital 
distance (all explained below). 

 
 
 
 
 
 
 
 
 
 
 
 

- If you are happy, we will take a small sample of blood (about a teaspoonful) from your 
baby. We can do this from a small vein from the back of baby’s hand using a standard 
“butterfly” needle, or by doing a heel prick (like the newborn screening bloodspot test).  

 
For you: 
- We will ask you to fill in a questionnaire about your general health and lifestyle (if you have 

not completed this before). 
- We would like to get some further information from your notes, for example about your 

sugar control in pregnancy and the medication you might be taking for diabetes. We would 
also like to find out the results of your scans in pregnancy and your blood tests at 
‘booking’. 

- If you are breast-feeding we would like to invite you to collect some small samples of your 
breast milk during the first 3 months after the birth.   

 
III. Once you are at home: We will ask you to come to visit us on 4 other occasions – 

when your baby is 3, 6, 12 and 24 months old.  
 
 

Measuring child’s length 
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For your baby: 
- Repeat the same growth measurements (measurements (weight, height, head 

circumference, waist circumference and skin fold thicknesses (a measure of fat)), and 
anogenital distance. We will also measure your baby’s blood pressure. 

 
- At 3, 6, 12 and 24 months we will also measure your baby’s abdominal (tummy) fat by 

using an ultrasound device – similar to that used during pregnancy. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
- If you are happy, we will again take a small sample of blood from your baby, at each visit.  
- At 3, 6 and 12 months we will collect a small stool sample from your baby’s nappy for 

measurement of common viruses. 
 
For you: 
- We will also ask you to fill in some questionnaires. There will be 1-3 questionnaires each 

study visit. They will take around 10 to 20 minutes each to complete and we ask you to 
give them back at a visit or to return in a pre-paid envelope by post. If you need help then 
our research staff can help you with these. More detail about the questionnaires is given 
below.  

- We also ask for DNA samples from you and your child, which we will obtain from saliva 
and/or some of the blood samples from your child. We will give you a swab or pot to 
collect saliva and explain how to do this. If possible we would also like to get DNA samples 
from your child’s father. It is not only the genes that we inherit from our parents but also in 
some cases whether we inherit them from our fathers or mothers which determine their 
influence on factors such as blood sugar or size at birth.   

 
Please note that the arrangements for following up visits with you and your child are quite 
flexible.  Travel costs for these visits will be repaid. 

 
We realise that this study looks quite intensive but this is the whole plan spread over 2 years. 
Mothers and babies from the previous Cambridge Baby Growth Study have enjoyed taking 
part and given good feedback.  

 
What are the possible benefits of taking part in this study? 

There will be no direct benefits to either you or child from participating in this study. The study 
will however allow detailed monitoring of your child’s growth and we will document all the 
weight and length measurements in your baby’s red book, so that you have a record yourself. 
However, please note that the tests undertaken during this study are additional to your normal  

Abdominal Ultrasound being performed 
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health care, and you still need to attend the routine GP and Health Visitor checks for your 
baby’s health.  

The information obtained will hopefully help better understand the factors that regulate human 
health and disease.  
 
What happens if we find something wrong? 
With your permission we will contact your GP so that anything unusual found on assessment 
can be followed up appropriately, in normal clinical care. 
 
What happens to the samples collected from you and your baby? 
The blood and breast milk samples will be analysed to measure levels of certain hormones 
and hormone like substances that may be linked with different growth patterns. The DNA (that 
is the substance in all the cells of our bodies which determine colour of hair, colour of eyes 
and other characteristics) will be looked at to identify common patterns in certain genes that 
are felt to be important in the regulation of hormone and glucose levels in pregnant women 
and children. We are also collecting umbilical cord blood from some mothers. This will also be 
used to measure substances such as hormones and tests of immune function at the time of 
birth, which might be important for growth, and for protection against, or for development of 
diabetes. 
 
Will my taking part and data be kept confidential? 
Other than informing your GP, your participation in this study will be kept strictly confidential. 
However, as with anyone else who works with children, we have a responsibility in relation to 
safeguarding children, which includes a duty to disclose to the relevant authorities any 
instance of reasonable evidence of non-accidental child suffering. This would not occur 
without prior consultation with our trained clinical staff. 
All information that is collected about you and your baby during the course of this research will 
be kept strictly confidential. Information will be stored anonymously, using a study ID number 
and date of delivery for sample identification. Data are stored on a University of Cambridge 
computer. Codes connecting your individual identity to the stored data records will be kept 
separately. The database containing personal information will be stored on a secured drive, 
password and firewall protected, on computers at the University of Cambridge Department of 
Paediatrics.   
 
If you wish to withdraw from this study, any data and tissues collected up to your withdrawal, 
will be safely kept and used in the study but no further data or tissue would be collected.  
 
If you agree we would also like to contact you about any additional relevant studies or any 
future follow up. However, if applicable you would be given appropriate information and would 
be under no obligation to take part. 
 
What will happen to the study results? 
The study results will be published in scientific journals and presented at conferences both 
nationally and internationally. You will not be identified personally in any report or publication.  
If you provide contact details then information regarding any published study results will be 
sent to you at the end of the study, as well as a summary of the results. 

 
Who has reviewed the study?  
All research involving the NHS is looked at by independent group of people, called a 
Research Ethics committee to protect your safety, rights, wellbeing and dignity. This study has 
been reviewed and given favorable opinion by the Research Ethics Committee.  
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What should I do next? 
Please make sure that you have read and understood this information sheet.  If you have 
indicated that you are happy to be contacted by our research team we will come and meet 
you. One of our clinical research fellows or research nurses will be availabe to answer any of 
your questions and if you wish to take part in the study to arrange for you to give consent. In 
the meantime, if you have any questions please contact our study line on 01223 336888 or 
email at babygrowthstudy@medschl.cam.ac.uk.  
 

If you are interested in obtaining independent advice or information regarding your rights as a 
research participant, you may contact the Patient Advice and Liaison Service (PALS) 
telephone number 01223 216756.  
 
 
Thank you for taking the time to consider this study.      
 
 Yours sincerely, 
 
 
 
The Research Team (Contact: Dr Philippa Prentice, Chief Investigator: Dr Carlo Acerini) 
 
E.mail babygrowthstudy@medschl.cam.ac.uk 
www.medschl.cam.ac.uk/paediatrics/pages/growthstudy.htm 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

mailto:babygrowthstudy@medschl.cam.ac.uk
http://www.medschl.cam.ac.uk/paediatrics/pages/growthstudy.htm
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Extra information: more detail about the specific assessments: 

 
 
What is the anogenital distance (AGD) and how is it measured? 
 
This is the distance between baby’s anus and the vaginal opening (girls) / or base of penis 
(boys). The AGD measurement is important as it is thought to be one way of assessing the 
type of hormonal environment a baby has been exposed to in the womb. The AGD is 
measured by lying the baby down, as if you were changing a nappy, and placing a ruler 
against the skin. This only takes a few moments to do and should not cause the baby any 
discomfort.  Baby boys will be checked for signs of an undescended testicle. 
 
 
What is the abdominal ultrasound? 
 
This uses an ultrasound device, similar to that used during your pregnancy. We will first do a 
measure of your child’s waist. Then after applying a small amount of gel, we will place the 
ultrasound probe gently against your child’s tummy (around the level of their belly button) and 
move it around, while watching the picture on a screen. This is a safe, non-invasive 
procedure, with no radiation. It takes around 5-10 minutes. 
 
 
What are skinfold thicknesses? 
 
This is a common measure of body composition, as it calculates how much fat there is under 
the skin. It is measured using a specific tester/calliper, which slightly pinches the skin in four 
places. The skinfold callipers just lift the skin up so it is not a painful test. 

 
 

More detail about the questionnaires: 
 

 Infant Diet questionnaire at ages 1 month and 3 months (given out at birth and collected at the 
3 month visit. Duration ~10 mins) 

 Infant Eating Behaviour questionnaire at 3 months (given out at birth and collected at the 3 
month visit. Duration ~15 mins) 

 Infant Temperament questionnaire – will be given to you at the end of the 3 month visit, and 
returned by post. (Duration ~20 mins) 

 Infant Diet Diaries – will be sent by post and collected at the 6, 12 & 24 months visits. (Duration 
~30 mins)  

 Infant Health & Development questionnaire – will be given out at the 12 and 24 months visits 
and returned by post (Duration ~15 mins)  
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Mother’s consent form 

 
 
        Participant study number (for office use)  

 
The Cambridge Baby Growth Study II 

 
Name of Researchers: Dr Carlo Acerini, Professor David Dunger, Professor Ieuan 
Hughes, Dr Ken Ong, Dr Kathryn Beardsall, Dr Philippa Prentice 
 

        

1. I confirm that I have read and understood the information sheet entitled “The 
Cambridge Baby Growth Study II” (Version ___:Date________) and have had 
the opportunity to consider the information, ask questions and have had these 
answered satisfactorily. 

 

2. I understand that my participation is voluntary and that I am free to withdraw at 
any time, without giving any reason, without my medical care or legal rights 
being affected in any way.   

 

3. I authorize the Cambridge Baby Growth Study researchers to collect 
information from my medical notes. This data includes; antenatal serology 
(blood tests), height, weight, blood pressure, glycaemia (sugar control), 
markers of placental function and fetal growth. 

 
4. I agree to the collection of a sample of my saliva for the analysis of my DNA.  

 
5. I give consent for any breast milk samples I provide to be used for hormonal 

/ metabolic studies. I understand that these samples may be shared with       
investigators all over the world but that all personal data will remain 
confidential. 

 

6. I agree to being approached again in the future to consider participating in 
possible further studies. I note that I will be provided with full information about 
these additional studies, when and if I am approached again. 

 
7.  I agree for my GP being informed of my participation in the study. 

 
8.  I agree to take part in the above study.  
 

__________________________________________________________________________ 
Name of Parent/Guardian                   Date    Signature 
_________________________________________________________________________ 
Name of person taking consent        Date    Signature 

 
Please file the original in the study folder, one copy in the participant’s notes and give one copy 

to the participant 
 

Please initial each box   
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Child consent form 

 

       Participant study number (for office use) 
 

The Cambridge Baby Growth Study II 
Name of Researchers: Dr Carlo Acerini, Professor David Dunger, Professor Ieuan 
Hughes, Dr Ken Ong, Dr Kathryn Beardsall, Dr Philippa Prentice 
 
I _______________________ being the legal guardian of ____________________________ 
(subsequently referred to as child) hereby give my permission fully and freely for my child to 
participate in The Cambridge Baby Growth Study.  
        
1. I confirm that I have read and understood the information sheet entitled “The 

Cambridge Baby Growth Study” for the above study (Version ___: 
Date________) and have had the opportunity to consider the information, ask 
questions and have had these answered satisfactorily. 

 

2. I understand that my child’s participation is voluntary and that I am free to 
withdraw him/her at any time, without giving any reason, without their medical 
care or legal rights being affected in any way.   

 
3. I give consent to the use of my child’s DNA (from saliva and/or blood) and blood 

samples for genetic, hormonal and metabolic studies looking at the regulation of 
growth, of hormone and glucose levels.  I understand that I do not have any 
rights over the sample or information that comes from that sample. 

 
4. I agree that my child’s anonymised blood sample may be shared with 

investigators all over the world but that all personal data will remain confidential. 
 

5. I agree to you retaining my child’s contact details for potential future follow-up of 
my child, to allow us to identify early risk factors for childhood overweight and 
obesity. I note that I will be provided with full information about these additional 
studies, when and if I am approached again on their behalf. 

 
6. I agree to my GP being informed of my child’s participation in this study as well 

as then being notified if there are any abnormal findings. 
 

--------------------------------- -----------------                            
Name of Child (BLOCK LETTERS) Date    
 

----------------------------------            ------------------           -------------------------- 
Name of Parent/Guardian                   Date    Signature 
 

----------------------------------            -----------------  --------------------------- 
Name of person taking consent       Date   Signature 
Please file the original in the study folder, one copy in the participant’s notes and give one copy 

to the participant 
 

Please initial each box   
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Father’s consent form 

 
 

       Participant study number (for office use) 

 

 
The Cambridge Baby Growth Study II 

 
Name of Researchers: Dr Carlo Acerini, Professor David Dunger, Professor Ieuan 
Hughes, Dr Ken Ong, Dr Kathryn Beardsall, Dr Philippa Prentice 
 
 
 
 
1. I confirm that I have read and understood the information sheet entitled “The 

Cambridge Baby Growth Study” for the above study (Version ___: 
Date________) and have had the opportunity to consider the information, ask 
questions and have had these answered satisfactorily. 
 
 

2. I agree to the collection of a sample of my saliva for the analysis of my DNA.  
 

 
 
 
 

__________________________________________________________________________ 
Name of Participant                    Date    Signature 
 
_________________________________________________________________________ 
Name of person taking consent        Date    Signature 

 
 
 

Please file the original in the study folder, one copy in the participant’s notes and give one copy 
to the participant 

 
 
 
 
 
 
 
 
 
 

 

Please initial each box   
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Mother’s consent form for taking umbilical cord bloods 
 

 
        Participant study number (for office use)  

 
The Cambridge Baby Growth Study II 

 
Name of Researchers: Dr Carlo Acerini, Professor David Dunger, Professor Ieuan 
Hughes, Dr Ken Ong, Dr Kathryn Beardsall, Dr Philippa Prentice 
 

        

1. I confirm that I have read and understood the information sheet entitled  
     “The Cambridge Baby Growth Study II” (Version ___:Date________) and  
     have had the opportunity to consider the information, ask questions and  
     have had these answered satisfactorily. 
 

 
2. I agree to the collection of umbilical cord blood. I understand that these 

samples may be shared with investigators all over the world but that all 
personal data will remain confidential. 

 

 
 

__________________________________________________________________________ 
Name of Parent/Guardian                   Date    Signature 
 
_________________________________________________________________________ 
Name of person taking consent        Date    Signature 

 

Please initial each box   


