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What are the benefits and risks of my baby 

taking part? 

Azithromycin has been used for a long time in children and 

has been used in other research studies in premature 

babies. Like all medicines, antibiotics can sometimes cause 

side-effects; these are uncommon, but we know that some 

babies may develop some soreness of the tummy or 

slightly looser stools. In older patients, azithromycin may 

affect the rhythm of the heart. There is no evidence that 

this happens in babies, but it is something we will monitor 

closely.  

Although there are no certain benefits to you or your baby 

in taking part in the study, we hope the information we get 

might improve treatment and health outcomes for other 

babies in the future. 

Will my baby’s participation be kept 
confidential? 

Yes. All the information collected about your baby during 

the study will be handled according to all applicable ethical 

and legal requirements.  

Your baby’s personal information will be kept strictly 
confidential and will only be accessed by people working 

on the study or working to ensure the study is being run 

correctly. 

Your baby will be allocated a study number, which will be 

used to identify them on each paper form. Your full name, 

your baby’s full name, and your baby’s NHS number will be 

included on their consent form and a copy of this will be 

sent to the coordinating centre for the study, the Centre 

for Trials Research (CTR), based at Cardiff University. Every 

effort will be made to ensure that any information about 

your baby that leaves the hospital will have your baby’s 
identifiers removed so that your baby cannot be 

recognised from it; this information will usually be 

removed by a member of the study team at your baby’s 
hospital but may also be removed by the CTR upon receipt. 

What will happen to the samples from my 

baby? 

Any samples taken will be stored securely until they are 

transferred to Cardiff University. We shall test the samples 

in our laboratories at Cardiff, but some tests may be done 

by other university laboratories or commercial companies 

who have the appropriate expertise. In all cases, samples 

will be given a special code so that the person doing the 

laboratory tests will not know which baby the sample came 

from. We will record results on a special database where all 

the information is linked to this code. We shall use the 

baby’s nose, lung and stool samples to look for DNA from 
germs. When we extract the DNA from the samples, DNA 

from both the baby and germs is unavoidably extracted. 

For this study we shall not use the baby’s DNA. However, 

with your permission any remaining samples, including 

nose and lung fluid, stool, and DNA (baby and bacterial), 

may be stored for future research into chronic lung disease 

of prematurity.  

The samples will be anonymised before use in future 

studies and may be accessed by researchers in the UK and 

abroad. The research may include genetic (e.g. DNA) or 

commercial research. You may withdraw your consent for 

the storage and future use of your baby’s samples at any 
point by contacting the Centre for Trials Research 

(www.cardiff.ac.uk/centre-for-trials-research). 

If you do withdraw your consent your baby’s samples will 
not be used in any subsequent studies and will be 

destroyed according to locally approved practices. Any 

samples already distributed for use in research prior to the 

withdrawal of consent will continue to be used in that 

study and any samples remaining at the end of the study 

will be destroyed. 

What happens if I change my mind about 

my baby taking part? 

If at any point you decide you want your baby to stop 

taking part in the study, the care your baby receives will 

not be affected.  If you do decide for your baby to stop 

taking part we would stop giving study treatment (if not 

finished) and ask you if you would like your baby to: 

▪ continue to complete study follow up (data collection 

and whether stool/fluid samples can be taken) 

▪ continue to be followed up at 1 and at 2 years of age, 

or  

▪ stop taking part with no more study follow up. 

If you withdraw your baby from the study, we will keep the 

information about your baby that we have already 

obtained. We may be required to collect some limited 

information about your baby and about side effects your 

baby may have as a result of taking part in the trial. This 

will only be collected if required by the Regulatory 

Authorities. 
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What will happen to the results of the 

study? 

We aim to publish the results in medical journals. 

Confidentiality will be ensured at all times and you or your 

baby will not be identified in any publications. A summary 

will be published on the study website. 

What if there is a problem? 

If you have a concern about any aspect of this study, you 

should ask to speak with one of your baby’s research team 
who will do their best to answer your questions.  If you 

remain unhappy and wish to complain formally, you can do 

this through the NHS Complaints Procedure.  Details can be 

obtained from the hospital.  

If in the unlikely event your baby has been harmed by 

taking part in this study, you may have grounds for legal 

action and could seek compensation through the sponsor, 

who has appropriate insurance-related arrangements in 

place. If your baby is harmed and it is due to any routine 

clinical treatment or negligence, then the <<hospital 

institution>> indemnity arrangements will apply. If you 

wish to complain about any aspect of the way you or your 

baby has been treated, you may use the normal <<hospital 

institution>> complaints procedures; <<hospital advice 

service>> at your hospital will advise you about this (their 

contact details are at the end of this leaflet). 

Additional information 

Cardiff University is the sponsor and the data controller for 

this study. This means that they are responsible for looking 

after your baby’s information and using it properly. They 

will be using information from your baby’s medical records 
in order to undertake this study. The CTR at Cardiff 

University will keep identifiable information about your 

baby for 25 years after the study has finished. 

Arrangements for confidential destruction will then be 

made. 

Your rights to access, change or move your baby’s 
information are limited, as your baby’s information needs 
to be managed in specific ways in order for the research to 

be reliable and accurate. If you withdraw your baby from 

the study, Cardiff University will keep the information 

about your baby that we have already obtained. To 

safeguard you and your baby’s rights, they will use the 
minimum personally-identifiable information possible. 

This hospital will use your baby’s name, NHS/CHI number 

and contact details to make sure that relevant information 

about the study is recorded for your baby’s care, and to 
oversee the quality of the study. This hospital will pass 

these details to Cardiff University so individuals from 

Cardiff University, and regulatory organisations may look at 

your baby’s medical and research records to check the 

accuracy of the research study. The only other people at 

Cardiff who will have access to information that identifies 

your baby will be people who need to contact you for study 

follow-up or to audit the data collection process. This 

hospital will keep identifiable information about you from 

this study for 25 years after the study has finished. 

AZTEC is funded by National Institute of Health Research, 

HTA Programme (HTA Project: 16/111/106). The study is 

registered on a public database of clinical trials called 

ISRCTN (ISRCTN11650227). For further details of national 

databases reviewed for this study please refer to the 

website <<URL>>. You can also find out more about how 

your information will be used on these webpages.  

The research has been approved by Wales Research Ethics 

Committee 2, NHS Heath Research Authority, and by the 

Medicines and Healthcare Products Regulatory Agency 

(MHRA) who have agreed this study is being conducted in 

an appropriate manner. 

Contacts for further information 

If you would like more information or have any 

questions about the AZTEC study, please talk to: 

Principal Investigator: <PI NAME> 

Research Nurse: <RN NAME> 

Telephone:   <number> 

Or visit the website:  <<URL>> 

If you wish to discuss the study with someone 

independent of the research team you can contact the 

local NHS Patient Advice and Liaison Service (PALS) on: 

<telephone number> 

Thank you taking the time to read this 

information sheet 
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