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This booklet answers common questions by providing 
an introduction to clinical research, and explaining 
why it is important for people with pulmonary 
hypertension, and how you could get involved. 
If you participate in any of our  research, please 
bring this booklet with you every 
time you visit the Sheffield 
Pulmonary Vascular Disease Unit.

For further information please visit 
www.sheffieldclinicalresearch.org/about/ 
our-directorates/respiratory-medicine/ 

Research in pulmonary hypertension 
(PH) has transformed the treatment 
of people with the disease. However, 
despite this, PH remains a life-limiting 
condition. 

Patients have always played a very 
important role by taking part in 
different types of research. This includes 
observational studies (where routinely 
performed information is collected), 
requests for extra blood samples to 
understand PH, and clinical trials where 
different treatments are evaluated. 

In the UK, before a new drug can be 
given to patients, it must be shown 
to be safe and effective before it 
is approved by the Medicines and 
Healthcare Products Regulatory 
Agency (MHRA). This is why we 
conduct clinical trials. 

We all want to continue improving 
treatments for PH with the ultimate 
aim of, one day, finding a cure. 
A survey by the Pulmonary 
Hypertension Association (PHA UK) 
found that patients want to find out 
more about research and be given the 
opportunity to take part. It is very likely, 
therefore, that you will be approached 
about research during one of your 
hospital visits. 

Not everyone is suitable to take part 
in a clinical trial and there may be 
reasons why you may not feel able to 
do so. It is important to remember that 
even if you do not take part in a clinical 
trial, by attending for your visits you are 
improving our understanding of PH, and 
by doing so, helping others. 

So, never feel under any pressure to 
take part in research - you will know 
best what suits you. Feel free to ask 
your doctor or nurse about research if it 
is not discussed. 

As we look towards the future I am 
optimistic that by working together 
we will one day find a cure for this 
condition.

Professor David Kiely
Director of the Sheffield 
Pulmonary Vascular Disease Unit

The Sheffield Pulmonary Vascular Disease Unit at the Royal Hallamshire 
Hospital is one of the largest pulmonary hypertension treatment centres in 
Europe. A dedicated clinical team provides care for more than 1700 patients 
from across Yorkshire & the Humber, the Midlands, the North West and Wales.



What is clinical 
research? 
Clinical research is the process we use 
to generate new knowledge and better 
understanding of health, illness and its 
treatment. 
We can use the evidence from research 
to improve the treatment of people 
with pulmonary hypertension and 
other conditions. In turn, the medical 
advances we make through research will 
hopefully improve the quality of life for 
patients in the future. 
All of the UK pulmonary hypertension 
treatment centres in NHS hospitals are 
involved in clinical research. 

This can include:

Clinical trials: A clinical trial is an 
assessment of a new drug or medical 
procedure. In drug trials, the new drug 
is often compared with a dummy drug 
(‘placebo’). Some patients will receive 
the real drug, and some will receive the 
placebo, but they won’t find out which 
until the end of the trial. This method 
helps to show if the new drug really is 
being effective or not. Other clinical 
trials study new methods of diagnosing 
and assessing medical conditions – such 
astesting out new kinds of imaging scans, 
or analysing the results of breathing tests. 
Questionnaires and interviews: 
Research may focus on the opinions and 
experiences of patients, their families, 
and health professionals, which can 
help clinicians and patients to make 

better decisions about managing a 
patient’s condition. This type of research 
is often also carried out by the Pulmonary 
Hypertension Association (PHA UK), the 
national charity for people affected by PH. 
Using blood and tissue: Some studies 
require that a patient provides blood or 
tissue samples. These can be analysed 
to answer questions about the biology 
of how diseases develop, and how our 
genes influence our health. Through 
this type of research, we aim to find 
new drugs for treating pulmonary 
hypertension.

‘Data-only’ research: This type 
of research uses only the clinical 
information and test results that have 
been recorded during  clinical care. 
Usually this will not require the patient 
to do anything other than attend their 
normal hospital visits. 

Health services research: This looks into 
ways in which hospital teams and health 
services can be organised to make 
them more effective, so that resources 
are used more efficiently to improve the 
experience and outcome for patients 
and their families.

Why is clinical 
research 
important? 
In the UK, before a new drug can be 
given to patients, it must be shown to 

be safe and effective in clinical trials 
and must be approved by the MHRA 
(the Medicines & Healthcare Products 
Regulatory Agency). 

Clinical trials have transformed medical 
treatment for people with pulmonary 
hypertension.

Before there were therapies available 
to treat PH, people diagnosed with 
the condition had an average life 
expectancy of about three years. 
Now, thanks to the approval of various 
new drugs, this life expectancy is much 
improved. Without clinical trials, and 
the people who agreed to be involved 
in them, these drugs would not be 
available. 

Clinical research also helps to:

• Detect or diagnose illnesses by 
developing new scans or blood tests

• Treat illnesses by testing new or existing 
medicines

• Find out how people can control their 
symptoms or improve their quality of life

• Find out how best to provide 
psychological support

Carl, who has 
had PH for 7 years, 
has taken part in 
multiple studies. 

One was around Magnetic 
Resonance Imaging (MRI) scanning, 
which involved me having additional 
scans, and I saw that as a benefit as it’s 
more information on my own condition. 
I’m currently involved in a study that 
looks at ‘machine learning’ and the use 
of ‘artificial intelligence’ in interpreting 
scans and measurements. 
And I’ve also had extra bloods taken 
before, to be stored as part of a major 
study. I was having blood taken 
anyway, so it was just a case of them 
taking a bit extra.
I’ve always felt supported and well-
informed by the Sheffield team when 
I’ve been taking part in studies, and 
they always take the time to explain 
things to me. 
In many ways, I feel I’ve gained more 
than I’ve contributed, in terms of what 
I’ve been able to learn and understand 
about the condition. It’s been a real 
education for me. And just as my 
treatment has benefitted from other 
people’s involvement in past studies, I 
thought this would be an opportunity to 
contribute in some way for the future. 
Life expectancy and understanding of 
PH has increased so much over the last 
couple of decades and that progress 
wouldn’t have happened without people 
volunteering for studies and trials.
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The Sheffield Pulmonary Vascular Disease 
Unit (SPVDU) at the Royal Hallamshire 
Hospital is one of the largest pulmonary 
hypertension treatment centres in 
Europe. A dedicated clinical team 
provides care for over 1700 patients 
from across Yorkshire and the Humber, 
the Midlands, the North West and 
Wales. As well as providing specialist 
clinical care, we have developed a 
programme of clinical research through 
our collaboration with the University 
of Sheffield and partners in pulmonary 
hypertension centres around the UK. 

Our key research themes are:

• Clinical trials of new drugs 
and medical devices

• Lung and cardiac imaging
• Biobanks and discovery science
• Qualitative research, 

patient-reported outcomes 
and medical humanities

Our commitment to safe 
and ethical research 
Before clinical research can begin, it is 
reviewed by an independent research 
ethics committee to ensure that 
patient’s rights, safety and wellbeing are 
protected. 

In Sheffield, every research study is 
approved by the Sheffield Teaching 
Hospitals Research and Development 
department, which ensures that the 
research team have the right facilities, 
and have had appropriate training to run 
the research safely and effectively.

What clinical research takes place 
in the Sheffield Pulmonary Vascular 
Disease Unit? 
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I am a person who loves to trial new drugs that are hoped to be game-
changers in treating patients with pulmonary hypertension. I like to 
think that the part I will play in drug research will make a difference. 
And maybe, just maybe, the vial of my blood that is now in many 
research laboratories holds the key – but we need more people to get 
involved in research too. What do I get out of being part of these studies? 
For me personally, it’s the satisfaction in knowing that I am giving 
something back in return for all the care I receive, and the knowledge 
that my small part plays an important role in the world of PH. I 
intend to continue to take part in any research, study or trial in 
the hope that one day we can all be cured of this disease.
Carole, diagnosed with PH in 2010

I have taken part in many drug and genetics 
research studies as I wanted to help other 
people with PH as well as myself. As there 
is currently no known cure for PH any 
gathering of information is vital - both to 
search for a cure and to enable the disease 
to be managed so those with PH can live 
a fulfilling life. My message to anyone 
considering getting involved in clinical 
research is not to be fearful - you will be 
given a full explanation of what is involved 
before you make an informed decision to 
participate. I took part in studies over 20 
years ago and the medication available to aid 
symptoms has progressed greatly - but more 
needs to be done.
Julie, diagnosed with PH in 1995 
(Julie received a heart and double 
lung transplant in 1998) 

Without people 
volunteering, we 
will never be able to 
learn more about 
PAH and improve 
outcomes for our 
patients.
Carmen 
Treacy, Study 
Coordinator, 
National Cohort Study 
of Idiopathic and 
Heritable PAH 
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Clinical research 
could help you get 
a new treatment
for pulmonary vascular disease 
before it is approved for use in 
the wider NHS.
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Clinical research could help you get a 
new treatment for pulmonary vascular 
disease before it is approved for use in 
the wider NHS. However, there is also a 
chance that the new treatment turns 
out to be no better than the standard 
treatment. Either way, by participating 
you will be helping to improve medical 
advances in the treatment of disease.
Participating in research may require 
some commitment of time and effort 
from yourself and so you should think 
carefully about it and discuss it with your 
family and friends. All of our research 
studies are important and the volunteers 
who participate are making a vital 
contribution to clinical research - which is 
greatly appreciated.

Each study is different, and you 
can be involved in different ways. 

• Some studies ask only if they can use 
the clinical information that you have 
already given in your routine hospital 
appointments – for example the results 
of your breathing tests or MRI scan if 
you’ve had one.

• Some studies might require you to 
provide an extra sample of blood or 
answer a questionnaire.

• Some clinical trials might need you to 
make several additional visits to the 
hospital and have extra tests and scans 
to measure the effects of the new drug 
you are taking in the trial.
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What’s in it for me? 
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How can I find out 
what research is 
available for me 
to take part in?  
When you come for a visit to the 
hospital, it is possible that one of the 
team (usually a doctor or a research 
nurse) will talk to you about research 
studies that you may be eligible to get 
involved with. You can also let them 
know yourself that you are interested in 
getting involved in research, and ask 
what the current opportunities are. 

We might send you a letter in the post to 
let you know about research. If we think 
you are eligible for one of our studies, 
you’ll be given some printed information 
to read which should help you to decide 
whether or not you want to take part. 
The decision is always yours.

What should I 
consider before 
enrolling in a clinical 
research study?   
• Your PH may improve during a clinical 

trial, but it may stay the same. As with 
any treatment, you can’t be sure of the 
outcome. 

•  In clinical trials of a new treatment, it is 
possible you’ll experience unexpected 
side effects. You may be given a 
placebo during the trial and not the 
drug being tested.

• The number of clinic visits may be 
more than the amount of times 
you normally attend.

What questions 
should I ask before 
making a decision?
Here are some of the key questions 
that you may want to consider before 
agreeing to take part in research:   

• How long will the study last, and how 
much of my time will be needed?

• Will the costs of my travel, and other 
expenses, be covered?

• What are the possible side effects of 
taking a new treatment? 

• Will I have to take extra tests, complete 
questionnaires or keep a diary? 

• What would happen if something 
went wrong? (It’s rare for patients to 
be harmed by research treatments, 
but you may want to ask about 
compensation arrangements if this 
were to happen.)

• Who can I contact if I have a query 
about being in the study?

• What happens at the end of the 
research study? 

• If I have taken a new drug and it is 
helping me will I be able to keep 
taking this when 
the study is over?
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help you 
to decide

If we think you are eligible for one of 
our studies you’ll be given some printed 
information to read which should
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If you get involved in a clinical research study, 
these are some of the hospital and university 
staff who you could meet along the way. 

Meet the clinical 
research team

Studies relating to new medication or 
new uses for medication tend to be 
long and require hospital visits, or phone 
calls, and close observation of side 
effects - so we will get to know each 
other well. I make sure you are well 
looked after and that all of the data 
needed to make sure the research runs 
smoothly is collected.”
There are a number of specialist 
Research Nurses who work as part of 
a team based in the Sheffield Clinical 
Research Facility (CRF) on O Floor of the 
Royal Hallamshire Hospital. The CRF has 
rooms and facilities especially provided 
for research, and some of your study 
visits might take place there.

Respiratory Physiologist

“I am a specialist in guiding you through 
tests to measure your breathing, 
exercise capacity and oxygen levels. 
These tests may involve breathing into 
tubes to measure how well your lungs 
are working, walking up and down 
a corridor, or we may ask you to use 
an exercise bike. You will probably 
have tests like this as part of your usual 
hospital visits. Data from respiratory tests 
is really useful for research. It helps us to 
see how well a new drug is working, or 
we may want to get a clearer picture of 
how your lungs are changing over time. 
If you join a study, you may be asked 
to do some additional breathing or 
exercise tests, and it is my job to guide 
you through these and make sure we 
collect good data for research.”

Imaging Technician/
Radiographer

“Imaging data is really powerful to help 
diagnose and manage pulmonary 
hypertension. My job is to take good 
images of your heart and lungs, which 
might be in an MRI scanner, a CT 
scanner or by using a simple X-Ray. 
We use these images in usual care, 
but imaging data is also really useful 
for research. It can be used to check 
how well a drug works or to take more 
pictures to understand the disease in 
more detail. In Sheffield we have a lot of 
imaging experts who are also working on 
new techniques to take better images of 
your heart and lungs, so we do a lot of 
research in developing these too.”

Behind-the-scenes support 
Research Coordinator 
“There are a lot of people involved 
in making clinical research happen 
behind the scenes. You will not meet 
me as part of your research experience, 
but my job is to help staff in Respiratory 
Medicine plan the research they want to 
do and figure out how to make it work.
If the research is led by Sheffield, I help 
write and review the study documents, 
support submissions to ethics and assist 
with funding applications. If we are 
participating in research led by another 
centre, I help staff understand what 
we need to do and work with research 
support staff to make sure we complete 
the study successfully.”

Principal Investigator 

“Also known as a PI, I am in charge of the 
research study. It is my job to make sure 
that everyone working on the study is 
trained up on its activities, and to make 
sure that it is safe for you to take part in. 
I am also responsible for making sure 
all the data is collected correctly and is 
accurate.”
For drug studies, the Principle Investigator 
is always one of the doctors in the PH unit.

Clinical Trials Assistant 

“My job is to help with current research 
studies going on the ward. My job is a 
bit like a support worker, but I work in 
research. When you come in for one of 
your normal clinic visits, I may tell you 
about the studies that are currently 
running in the unit, ask if you would be 
interested in taking part, and answer any 
questions you may have. 
The studies I help with are usually 
‘observational studies’ where we 
just want to collect a small amount 

of extra blood, ask you to fill in some 
questionnaires or just access your usual 
clinical data. Sometimes we may invite 
you to more complicated studies too, for 
example where you may be given the 
opportunity to try a new treatment or 
have some additional assessments. 
I also spend a lot of my time in the 
laboratory, processing samples so they 
can be used for research, or in the 
office collecting data that is needed to 
complete these research studies.”

Research Nurse  

“My role varies a lot depending on the 
different types of study, but I am most 
often involved in the complex drug studies 
which run in the clinical research facility. 
I may be the person who contacts you to 
invite you to a study, and I can answer the 
questions you may have.
If you agree to take part in the study, 
I will be someone you meet when you 
come to the clinic. I will guide you all 
the way through your study and be your 
main contact for questions.  
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Your Research 
Passport 
A member of the Sheffield Research Team 
will write notes in this section to remind you 
about the studies that you are involved in.
Please bring this booklet with you every 
time you visit the Sheffield Pulmonary 
Vascular Disease Unit.
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***Pink box is 110x75mm to TEST label sticker, this will removed before booklet is printed.
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Database lead   
Professor David Kiely 
Tel: 0114 271 2132 
Email: sth-spvdu-research@nhs.nett
Post address: Prof David Kiely, Pulmonary 
Vascular Disease Unit, Royal Hallamshire 
Hospital, Sheffield, S10 2JF
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Sheffield 
Pulmonary Vascular 
Research Database
the ASPIRE registry
Sheffield is one of the largest centres 
in the world for treating pulmonary 
hypertension. The results of your tests 
and treatment could help researchers 
to improve the diagnosis and treatment 
of this condition, here and elsewhere, 
so we collect some of this information in 
an anonymous database – all personal 
details are removed.

If you do not want us to add your data, 
please talk to the database team using 
the details below. If you opt out of data 
sharing using the national NHS data opt 
out scheme your data will automatically 
be excluded.
For more information about the database 
and how your data is used, including 
results of research studies, please visit our 
website at https://bit.ly/aspire-registry



For further information contact:
Sheffield Pulmonary Vascular Disease Unit
M Floor, Royal Hallamshire Hospital, Glossop Road, Sheffield, S10 2JF 
NIHR Sheffield Clinical Research Facility 
0114 2713339

www.phauk.org 
https://tinyurl.com/spvdu-research

The development and production of this 
research passport was funded by the 
Pulmonary Hypertension Association (PHA UK). 

PHA UK Registered Charity No. 1120756


