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2014 saw Southampton’s 
NIHR Wellcome Trust Clinical 
Research Facility deliver its 
1,000th research study, and 
gain accreditation as one of the 
very safest and highest quality 
facilities in the UK. 
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1,000 up for Southampton

Dr Mark Wright’s hepatitis C drug trial 
became the 1000th research study 
in Southampton’s facility since its 
opening in 2001, underlining the huge 
contribution of Southampton’s patients 
and public in advancing healthcare. 
This achievement came alongside 
full safety and quality accreditation 
from the government’s Medicines and 
Healthcare products Regulatory Agency 
(MHRA) – one of only four publically 
funded UK facilities to hold this status.

Mark’s study, aimed at improving 
treatment options for those with the 
distressing liver disease, is one of several 
he has run through the facility – which 
he feels is a great place for participants 
and doctors alike.

“It’s superb, from the dedicated space 
easing pressure on clinics and wards to 
the professionalism and support of the 
research nurses. It allows everyone to 

focus on the participants and getting 
good, reliable research done.”

The facility specialises in early-stage 
research of new drugs, techniques and 
technologies, from new flu vaccines 
through sight-restoring gene therapy 
to the effects of exercise on surgical 
outcomes (see page 4).

The comprehensive adult and children’s 
facility is embedded at the heart of 
the hospital, with full access to all 
hospital services. And it is integration, 
exemplary in-facility safety, clinical 

care and management that convinced 
the MHRA to make Southampton the 
first NIHR funded facility to receive full 
accreditation. 

“It is testimony to the quality of our 
team here, and shows that we are one 
of the best places you could choose to 
take part in clinical research. Delivery of 
our 1,000th study shows just how much 
we and our participants are doing to get 
new treatments into the NHS - and that 
there are always plenty of opportunities 
to participate.” Director of the facility, 
Prof Saul Faust commented.

In this
issue

Quality, safe care: Southampton’s clinical research facility nurses

For more about current trials you can participate in see our 
listings on page 7, visit www.uhs.nhs.uk/getinvolved or 
contact the facility on 023 8120 4989.
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Rheumatology patients in 
Southampton are reaping the 
benefits of trials offered as 
treatment options, gaining access 
to new drugs and approaches 
for reducing side effects. 

A cruel disease
Rheumatoid arthritis (RA) is a 
debilitating condition, causing severe 
pain and joint destruction for around 
400,000 people across the UK, affecting 
three women for every man. It is caused 
when the body’s immune defences 
turn on its own cells, attacking healthy 
tissue. RA occurs at all ages, from 
children and young adults through 
to the elderly. Sadly RA can make the 
simplest tasks, like combing hair or 
walking independently, painful and 
difficult; after 10 years more than half 
of those with RA cannot work. 

New treatments
Over the last decade research has 
generated many new treatments for 
those with severe RA; some of the 
most important are biological therapies. 
“These act like ‘magic bullets’, 
targeting the inflammation signals that 

trigger damaging attacks on healthy 
tissue.” Explained Dr Chris Edwards a 
rheumatology consultant and assistant 
director of Southampton’s clinical 
research facility. 
 
“These therapies can be extremely 
effective but results vary by individual 
and they can cause significant side 
effects, in part because they target 
the body’s own processes.” Adds 
Dr Edwards.   

Because of this, Dr Edwards and 
colleagues have reorganised the 
rheumatology service into specialist 
clinics, all offering trial treatments as 
standard care options. These clinics give 
patients tailored care and the chance 
to receive and inform new treatment 
approaches. These approaches include 
Dr Edwards’ work showing that drug 
dose can be lowered by 30% for 
those who respond well to ‘biologics’, 

reducing side effects without limiting 
the drugs’ benefits.

“Through trials we can offer the latest 
biologics to patients, including those for 
whom previous drugs haven’t worked 
and we can reduce or eliminate side 
effects through our dose-tailoring 
studies. Also, because many of these 
trials are commercial studies, the drug 
companies pick up the total drug bill – 
in one trial alone saving £800,000 that 
can be ploughed back into local NHS 
services and care.” Said Dr Edwards.

The British Society of Rheumatology 
clearly agree, conferring an Outstanding 
Best Clinical Practice award on the 
department.

“We want to give quality of life back 
to every patient we see, it’s that simple. 
To do that, we need to tailor treatment 
exactly to each individual and what their 
immune system is doing. That’s our 
next challenge and one we’re working 
on through detailed study of tissue 
biopsies, drug effects and immune 
changes as the condition progresses 
and treatments are given”.
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Combining care and research

These therapies can 
be extremely effective 
but results vary by 
individual.”

The rheumatology team

For more about current trials you can participate in see our listings on page 7, 
visit www.uhs.nhs.uk/getinvolved or contact the facility on 023 8120 4989.
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PPI – not what you think

Involving patients, the public and 
those that participate in clinical trials 
in research priorities and planning is 
central to modern research. 

The National Institute for Health 
Research, which funds Southampton’s 
core research facilities, is determined 
that it becomes standard in all 
research, and provided Southampton 
with the funds for a dedicated PPI 
officer to enable this.
 
Kate Sonpal is that person, previously 
a research nurse within our clinical 
research facility  who took time out to 
look after her children, she is helping 

people directly influence what research 
is done, and how. Working across all 
health areas, she supports our NIHR 
Wellcome Trust Southampton Clinical 

Research Facility (CRF), Biomedical 
Research Centre (BRC) and Respiratory 
Biomedical Research Unit (BRU).
 
“I help people input on our research 
facility and on the design and running 
of research studies, from the research 
topic through to the sharing of the 
results.” Explained Kate.

“This might involve being part of a 
focus group looking at trial design 

and reviewing patient information, 
inputting to research team meetings 
or presenting the results of a 
research study at a conference or 
support group.” 
 
Kate feels this all contributes towards 
well designed, relevant clinical research 
studies, but she has also established 
adult and children’s PPI groups to 
influence the broader activities within 
Southampton’s clinical research facility.
 
“Whilst these groups comment on 
specific studies they also input into 
the information available to volunteers 
in the facility, make decisions about 
artwork and patient facilities and 
help ensure that we are offering 
our participants the best experience 
possible. The children’s PPI group 
gives 8-16 year olds the opportunity 
to comment on the facility from their 
perspective and give their views on 
children’s research studies.” 
 
There are now plans to set up a similar 
group for young adults aged 16-24. 
“It’s imperative that people from a 
wide variety of ages and backgrounds 
have the opportunity to comment 
on and become involved in clinical 
research.” Explained Kate.

Usually associated with mis-selling by banks and constant cold-calling from claim companies, PPI has 
a very different meaning in clinical research. Southampton’s Patient and Public Involvement (PPI) 
officer, Kate Sonpal is driven to involve people in shaping better research.

If you are interested in 
finding out more about PPI 
or becoming part of one of 
our PPI groups please contact 
me on 023 8120 4989 or 
kate.sonpal@uhs.nhs.ukKate Sonpal

It’s imperative that people from a wide variety of ages 
and backgrounds have the opportunity to comment on 
and become involved in clinical research.”
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‘Prehabilitation’ 
study boosts 
fitness of 
cancer patients

In 2012, more than 9,000 British people 
were diagnosed with rectal bowel 
cancer and three-quarters underwent 
major surgery, with a death rate 
of 3.2%. Improving outcomes and 
reducing these deaths is key for Prof 
Mike Grocott’s critical care research 
group, within our NIHR Southampton 
Respiratory Biomedical Research Unit.

Rectal cancer surgery patients receive 
a six week course of chemo - and 
radiotherapy (CRT) before the operation 
to remove their tumour, eight weeks 
later. Whilst vital to successful treatment, 
these six weeks of CRT see patients’ 
physical fitness decline significantly – 
the last thing they need ahead of major 
surgery, with poor physical fitness linked 
to poorer outcomes.

Having been the first to fully describe 
the decline in fitness in these patients, 
Prof Grocott’s team have now shown 
that a programme of interval exercise 
(where intensity and length of effort is
changed as fitness improves) before and 
during chemo-radiotherapy reverses this 
effect, leaving patients stronger ahead 
of surgery.

Patients training on a bike three times 
a week saw their fitness return to 
pre-CRT treatment levels or better 
within six weeks; those that didn’t 
remained at post-CRT treatment levels, 
or dropped further.

“Poor physical fitness is linked to poor 
post-operative outcomes, but the 
focus to date has been on physical 
rehabilitation after surgery.” explained 
Mr Malcolm West, NIHR surgical 
academic clinical fellow and co-author 
of the study.

Importantly, just ‘doing more’ doesn’t 
help – simply asking patients to 
exercise more has no effect; it is the 
structured intensity and length of 

the interval training that counts. 
Patients undertaking this exercise
post-CRT and pre-surgery also report
better quality of life and wellbeing.

Dr Sandy Jack, a consultant clinical 
scientist and exercise specialist in the 
team, added: “We can only speculate 
as to the effect of exercise on the 
cancer itself, but we did see a 
reduction in length of stay, 
readmission rates and heart or 
lung complications.”

Prof Grocott thinks surgical recovery 
and outcomes could be improved by 
introducing early exercise programmes, 
and that larger studies were required to 
understand this.

 “At the moment, we have 
demonstrated the safety and feasibility 
of the intervention with a strong 
indication that it is likely to be effective.” 

Our critical care research group 
has shown that tailored exercise 
programmes can reverse 
the impact of chemo- and 
radiotherapy on physical fitness, 
ensuring bowel cancer patients 
are ‘fit for surgery’.

…strong indication 
that it is likely to be 
effective, which is 
extremely exciting.”

For more about current trials you can participate in see our listings on page 7, 
visit www.uhs.nhs.uk/getinvolved or contact the facility on 023 8120 4989.
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It’s a sad fact that one in five of us will 
end up in an intensive care unit (ICU) 
and 40%, nearly half, will die, with a 
lack of oxygen when it is most needed 
a major cause.

Exploiting the oxygen-thin air to 
replicate the hypoxia (a lack of oxygen 
reaching vital organs) experienced by 
many ICU patients, XE2 tackled four 
key questions around:

Sherpas
The Sherpa people are renowned 
for their superior physical fitness 
and stamina in oxygen-thin air. XE2 
aimed to understand why, and if these 
adaptations could be replicated in 
critically ill patients.

Children
Children are not simply small adults, 
often reacting very differently to 

disease, trauma, treatments and 
drugs. By comparing the physiological 
changes in children and adults as 
they ascended, the team sought to 
better understand the implications for 
children’s intensive care. 

Twins
Whilst identical twins share identical 
genes, epigenetic mechanisms (factors 
affecting how and when these 
genes are expressed) lead to subtle 
differences. These factors may be 
important in our response to hypoxia; 
by studying twins as they ascended, 
the team hoped to identify protective 
epigenetic changes that could be 
influenced in critically ill patients.

Drug trials
The XE2 team also tested a drug 
previously studied on their 2010 
expedition to the Alps, where initial 

results showed that it could mimic 
the blood chemistry of Sherpas, to 
see if it could make their ‘lowland’ 
volunteers as fit as Sherpas at 
high altitude. 

The data from the expedition is 
being worked on, but has already 
yielded results including important 
findings showing a link between 
hypoxia and development of type 
two diabetes.

Kathmandu to ICU
In 2013 Prof Mike Grocott and team staged the second Xtreme Everest 
expedition, XE2, with colleagues from University College London and 
Duke University in the USA, committed to improving intensive care.

No mean feat…

8,000kg 
of equipment

5,300m 
ascent to Everest 
Base Camp

300 
yaks

180 
participants

90 
porters 

49 
studies

40 
researchers 

3 
helicopters 

300 yaks helped move 8 tonnes of kitIm
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Dangerous and 
difficult to detect
High pressure inside the skull caused 
by head injury, leaking blood vessels 
or infection within the brain can 
lead to headaches, progressing to 
confusion, coma or death if left 
to rise unchecked. So recognising 
and detecting raised pressure inside 
the skull early is essential to avoid 
worsening of symptoms, and to start 
the right treatment immediately.

“Currently the only reliable way to 
measure this pressure is to operate, 
drilling a hole through the skull through 
which a pressure probe can be placed 
into the brain.” Rob Marchbanks, lead 
for the ICP study team, explains.

”This is only performed in the most 
severe cases, because of the obvious 
trauma and significant risks such as 
infection or bleeding in the brain. 

That means that high ICP may not be 
diagnosed effectively in patients with 
less severe initial symptoms, delaying 
and limiting treatment with potentially 
significant consequences.” He added.

As simple as wearing 
headphones
Rob and his team have been working 
on a device that aims to change this 
dramatically; a headphone-like object 
that measures the wearer’s ICP, 
without the need to open the skull and 
insert something into the brain. 

Their aim is to make ICP 
measurement as quick and simple 
as taking blood pressure. 

“Our prototype is pretty advanced 
and has attracted interest from NASA 
for use in space, where changes in 
astronauts’ ICP are a key concern.” 
Rob explained. “Our current studies 
aim to make it easier to use, and to 
measure ICP in healthy people to define 
a normal range of pressure before 
testing the equipment’s ability 
to detect raised ICP in patients.”

Life saving headset 
in development
Southampton researchers are 
developing a headphone-
like tool for safe, quick 
and painless measurement 
of pressure on the brain 
(intracranial pressure or ICP). 
It aims to save lives through 
rapid, accurate assessments 
identifying those needing 
immediate intensive care.

Rob and the team need the help of healthy people in their latest trials; to find out more contact them 
via ICPstudy@uhs.nhs.uk or on 023 8120 6335. 

Our prototype is pretty 
advanced and has 
attracted interest from 
NASA for use in space…”
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Trials and studies 
recruiting now

Asthma
LASER: The LASER Trial will assess whether a new treatment device which operates as they sleep will help patients with 
allergic asthma to reduce the frequency of asthma attacks.

Anyone interested in finding out more about the study in Southampton and how to participate can contact the research 
team by texting LASER and their name to 62277 (texts are free). 

Novartis QGE031: Investigating the efficacy and safety of 16 weeks treatment with sub-cutaneous QGE /031 in people 
with asthma not adequately controlled with high-dose ICS + long-acting B2-Agonists. Please contact Caroline Smith / Sandy 
Pink on phone 023 8079 4597.

JANSSEN: Evaluating the efficacy, safety, tolerability, pharmacokinetics (PK), and pharmacodynamics (PD) of JNJ-38518168 
compared with placebo in people with persistent asthma that is not adequately controlled with inhaled corticosteroids and 
long-acting beta-agonists. Contact Lorraine Hewitt on 023 8120 4597 or lorraine.hewitt@uhs.nhs.uk

Vaccines and antibiotics
VAC059: Assessing malaria vaccines candidates by controlled infection of vaccinated volunteers with malaria, for healthy 
volunteers aged 18-45. Contact: UHS.SouthamptonCRF@nhs.net or phone 023 8120 4989.

Liver health
LOCATE study: primary care study looking at the detection of liver cirrhosis and fibrosis for patients registered at Aldermoor 
Health Centre, St Mary’s Surgery, The Old Fire Station Surgery, University Health Service and The Weston Lane and Harefield 
Surgeries.  Please contact the LOCATE team on 07717 427148 or 023 8120 4149.

INSYTE Non-Alcoholic Fatty Liver Disease (NAFLD) study: for people with confirmed NAFLD. A study to test whether a 
synbiotic supplement taken daily for approximately a 10 to 14 month period, reduces liver fat and improves blood glucose 
levels and other factors that cause heart disease and diabetes. Contact Norma Diaper or Sanchia Triggs on 07769 234253.
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Let us know 
We want to hear about your views and experiences of clinical research 
in Southampton as well as answer any questions you may have. 

To let us know what you think, you can either contact us via 
getinvolved@uhs.nhs.uk or take part in our frequent ’have your say’ 
workshops within the NIHR Wellcome Trust Clinical Research Facility. 
Simply look out for more info on your next visit.    

To find out more about our work or to register interest in any of our 
research activities you can also contact the relevant person below.

Key contacts 

General research study and 
clinical trial participation
023 8120 4989
uhs.southamptoncrf@nhs.net

Cancer trials 
Jac Samuel
j.a.samuel@soton.ac.uk  

Helping shape our research; 
patient and public involvement 
Kate Sonpal – 023 8120 4989
kate.sonpal@uhs.nhs.uk  

Communications, public 
engagement and editorial
Chris Stock
christopher.stock@uhs.nhs.uk 

Clinical research in Southampton is a partnership between University Hospital 
Southampton NHS Foundation Trust and the University of Southampton, combining 
clinical and scientific excellence. It is enabled by funding from the National Institute for 
Health Research, Cancer Research UK, Medical Research Council and many others.


