


Meningococcal B Vaccine Study—Results Now Out

Results have recently become available from a study we first started supporting in 2009.

The study was conducted to determine the safety and immunogenicity of a Meningococcal B vaccine
(4CMenB) when given either with or without the routine infant vaccinations. The study took place across 6
European countries, including 4 UK sites. A total of 104 babies were recruited in Bristol and in Exeter.

Neisseria meningitidis is a microbe that can cause severe infections in young infants. The onset of
symptoms is often as a mild flu-like illness which can be hard to distinguish from other common viral
infections. The illness can then suddenly and rapidly progress. Symptoms include aches and pains,
headache, stiff neck, a characteristic rash which may not fade when pressed and fever. Even with
appropriate medical treatment, some patients die within 24 — 48 hours from onset".

The babies

Parents were sent information about the study when their babies were 3-4 weeks old. Research nurses
then visited participating families in their own homes for the study visits. Babies were randomised to one of
four groups: either the control group or one of three groups receiving the vaccine. Blood samples were
taken before immunisation and at 5 or 7 months of age, after full routine infant and 4CMenB vaccinations
were complete. All participating families were offered the opportunity to take part in a follow-on vaccine
study in which all toddlers would receive the study vaccine.

Results presented at the European Society of Paediatric Infectious Disease Conference in The Hague this
year indicated that giving the 4CMenB vaccine alongside the infant vaccinations does not impair the
effectiveness of the routine infant vaccines®. Those that received the 4CMenB vaccine mounted an
effective immune response to the vaccine suggesting it will be effective at protecting against infection with
most strains of group B meningococcus®.

Being involved in the study has been a great pleasure for both the Bristol and Exeter based team
members; all the parents, babies and siblings have been brilliant in their help with this study. Distraction for
the blood draws has involved older siblings pretending to fall down and TV programmes (‘In the Night
Garden’ and ‘Something Special with Mr Tumble’ rank amongst our favourites!). Due to the length of the
follow up period, it has been possible to watch many of the babies grow and develop in to young children
with a few having new siblings to introduce by the time of the last study visit.

It has been lovely to receive many expressions of appreciation from parents. It was delightful to receive a
letter from one parent commenting on ‘the professionalism, understanding and care’ shown to her and her
child. Initial feedback from participating families has been very supportive of this vaccination study in
particular, but also clinical research in general and the box of chocolates from one family was very much
appreciated by everyone in the team!

Sandra Dymond, MCRN Research Nurse
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Getting involved—Young Peoples Advisory Group
By the time the next newsletter comes out we will have the results of a survey being designed and run by
our local MCRN Young Person’s Advisory Group, who chose to look at how medicines waste is managed.
In September, we will be completing this and also running the same programme of activity as other MCRN
groups across the country. Know anyone aged 8-18 who would like to join us? Travel costs and vouchers
for time given are available to all members. See end of newsletter for contact details.
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Supporting Successful Recruitment
The MENDS Study - The use of MElatonin in children with Neuro developmental
Disorders and impaired Sleep; arandomised, double-blind, placebo-controlled,

parallel study

The study

MENDS recruited children aged 3 -15% years old, with a diagnosis of a neuro-developmental disorder
in conjunction with a minimum 6 month history of impaired sleep. In the initial part of the study, families
were given a standardised booklet on basic sleep hygiene, but no other intervention, to try and improve
their child’s sleep. Four weeks later, children who continued to fulfil the entry criteria were consented to
the randomised part of the study. The Primary Outcome was defined as the total night-time sleep
calculated using sleep diaries.

Recruitment to the MENDS study commenced in November 2007, with the Bristol site; headed up by
Dr Tom Allport, representing the South West, as one of 12 centres recruiting nationally to the study.
However, due to low recruitment, Exeter (Dr Ron Smith) and Torbay (Dr Clive Sainsbury) hospitals also
agreed to participate. By the end of recruitment in June 2010, 146 children with severe sleep problems
which had not responded to behavioural intervention were randomised from 21 recruiting centres.

How did we do in the South West?

33 children participated, with 23 children continuing into the randomised part of the study. The families
demonstrated such a high level of commitment to this study, completing sleep diaries for 16 weeks and
coming to clinic appointments 3 times during this period. The relationships built with the families was a
very positive aspect of the study for the nurses. We would like to thank all the families that took part
and also our health professional colleagues who referred potentially eligible children to us, the study
coordinating centre for their patience and the South West MCRN team for their support.

Feedback to date from the MCRN has recognised the contribution made by the South West in recruiting
patients to the study when numbers were falling behind. This was an excellent learning exercise
emphasising how research with children can be conducted successfully without tears.

The South West MENDS Team

More results: Swine Flu (Influenza A HIN1) Follow on Vaccine Study

In the autumn of 2009, MCRN staff in Bristol and Exeter were involved in the conduct of a Department of
Health priority HIN1 vaccine study.

A year later, we were involved in a follow on study, looking at the persistence of antibodies in children who
had been in the first study and had received two doses of either the Celvapan or Pandemrix vaccine. This
second study also looked at the safety and immunogenicity of a dose of the 2010/11 trivalent seasonal flu
vaccine when given to these children. In Bristol and Exeter 60 of the 256 eligible children from the first study
participated in this follow on study.

Persistent protection

A year after having the first vaccines, nearly all children in the follow on study who received the Pandemrix
vaccine in 2009 still had HIN1 antibody levels high enough to be protective. Those who received the
Celvapan vaccine in 2009 had generally slightly lower levels of protection, but many still had antibodies
above protective thresholds.

When children were given a single dose of the 2010/11 seasonal influenza vaccine, we found that all age
groups produced a marked immune response to the HIN1 component of the vaccine regardless of the
influenza vaccine they received one year earlier, although younger Pandemrix recipients had higher
antibody responses and overall this group had more sore arms after the 2010 vaccine. This study shows that
current vaccines used in the UK provide good protection and teaches us more about how these vaccines
work.

Phoebe Moulsdale, MCRN Research Nurse

Getting involved—Adult members needed
In addition to the help local parents give us with planning and running studies, the co-ordinating centre are
looking for parents for national advisory groups. Please see http://www.mcrn.org.uk for national, and
contact Johanna or Nicola for South West opportunities (see last page of newsletter).



http://www.mcrn.org.uk
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Benefits Of Oxygen Saturation Targeting
o]
The BOOST-Il UK trial is a national research study for which 3 hospitals in the South West recruited
babies. These were Derriford Hospital in Plymouth and both Southmead and St Michael’s hospitals
in Bristol. The study looked at examining the way we treat extremely premature babies, specifically
in regards to targeting the optimal amount of oxygen that they may need to help them survive.

We are most grateful to all those families who took part in this very important study, and to the hospital
staff who supported the study in the South West. Of the 973 babies recruited in the UK, 108 (11%)
were recruited in the South West.

The study was fascinating to be involved with, as we were privileged to be able to visit Neonatal
Intensive Care Units and to work with the staff there doing teaching sessions about the study, and
helping with data collection and queries. The parents of the babies taking part were generous with
their time and their support for the study was greatly appreciated.

On the advice of the Trial Steering Committee, which oversees the conduct of the study, recruitment
into BOOST-Il UK was stopped in December 2010. The results that led to their decision have now
been published in the New England Journal of Medicine. A lot more information about the babies still
needs to be collected for another 2 years, checking for any form of disability or other health problems,
in order for a particular range of blood oxygen levels to be recommended with confidence.

We look forward to hearing more about the results of this very important study in the future.
For further information about the study please access:https://www.npeu.ox.ac.uk/boost
http://www.nejm.org/doi/full/10.1056/NEJMc1101319 Maggie West, MCRN Research Nurse

IMPORTANT INFORMATION

Good Clinical Practice (GCP) Training: is essential for healthcare professionals involved with clinical
trials research.

- For face to face courses visit: http://www.crncc.nihr.ac.uk/training/courses/gcp/gcp_dates and the

“Peninsula” section for courses in Devon and Cornwall or
“Western” section for other parts of the South West.

- The NIHR on line GCP course is free if the course is completed within defined timelines.
Participants must work on NIHR portfolio studies to be eligible. Please register before 8th September
for this course, otherwise you will have to wait until the New Year as there is going to be a gap in
provision.

Flexibility & Sustainability Funding (FSF): Would a few hours of research nurse or administrative
support in addition to support from the MCRN team aid your participation as a clinical team in MCRN
studies? Visit http://www.nihr.ac.uk/infrastructure/Pages/infrastructure _funding_flexibility.aspx and
contact Ruth.Allen@bristol.ac.uk for more information on the scope of this funding and for details of
how to apply (it is quick and straightforward!).

SAVE THE DATE: The next SW MCRN Update Event will take place on the afternoon of Tuesday 22™
November 2011, at Lyngford House, Taunton. Programme details will be circulated shortly.

CONTACT DETAILS

Johanna Richards Nicola Bryant
Clinical Trials Administrator Administrator
Medicines for Children Research Network Medicines for Children Research Network
Level 6, UH Bristol Education Centre Royal Devon & Exeter NHS Foundation Trust
Upper Maudlin Street Room F7, Child Health Building
Bristol BS2 8AE Barrack Road, Exeter EX2 5DW
Tel: 0117 3420196 Tel: 01392 406437
Fax: 0117 3420209 Fax: 01392 406435
Email: Johanna.Richards@bristol.ac.uk Email: Nicola.Bryant@rdeft.nhs.uk
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If you have any comments or questions about this issue, or if you would like your contact details added or removed
from our circulation list, please contact: Nicola.Bryant@rdeft.nhs.uk / 01392 406 437
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