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NATIONAL INSTITUTE FOR HEALTH AND CARE 
EXCELLENCE 

Patient/carer organisation submission  

Ustekinumab for treating moderately to severely 
active Crohn’s disease after prior therapy [ID843] 

 

Thank you for agreeing to give us your views on this treatment that is being 
appraised by NICE and how it could be used in the NHS. Patients, carers and 
patient organisations can provide a unique perspective on conditions and their 
treatment that is not typically available from other sources. We are interested 
in hearing about: 

 the experience of having the condition or caring for someone with the 
condition 

 the experience of receiving NHS care for the condition  

 the experience of having specific treatments for the condition  

 the outcomes of treatment that are important to patients or carers (which 
might differ from those measured in clinical studies, and including health-
related quality of life) 

 the acceptability of different treatments and how they are given 

 expectations about the risks and benefits of the treatment. 

To help you give your views, we have provided a questionnaire. You do not 
have to answer every question — the questions are there as prompts to guide 
you. The length of your response should not normally exceed 10 pages. 

1. About you and your organisation 

Your name:      Sarah Berry 
Name of your organisation:   Crohn’s and Colitis UK 
Your position in the organisation:  Policy and Public Affairs Officer 

Brief description of the organisation:  
 
Crohn’s and Colitis UK is a national charity leading the battle against 
Crohn’s Disease and Ulcerative Colitis. We’re fighting to achieve a better 
quality of life for the 300,000 people in the UK suffering physically and 
emotionally due to these and other forms of Inflammatory Bowel Disease 
(IBD). Ultimately, we want to find a cure. For more than 35 years, we’ve 
been working with and for patients and their families, the nurses, doctors, 
and all those that work in healthcare that treat them, and the policymakers 
who can bring about change. 
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We provide high quality information and support as well as fund and partner 
in life-changing research and campaign vigorously – for more knowledge, 
better services and more support for people affected by IBD.  

 
Links with, or funding from the tobacco industry - please declare any 
direct or indirect links to, and receipt of funding from the tobacco 
industry: None  

2. Living with the condition 

What is it like to live with the condition or what do carers experience 
when caring for someone with the condition? 

 

Symptoms: 
Crohn’s Disease is a chronic condition that causes inflammation of the 
digestive system (gastrointestinal tract or gut) anywhere between the 
mouth and the anus. Common symptoms include: cramping pains in the 
abdomen, diarrhoea (sometimes with blood and mucus), weight loss and 
profound fatigue (comparable to that reported in cancer patientsi).  
 
Anaemia is a common complication, which can be caused by a variety of 
factors including: a lack of iron in the diet or poor absorption of iron from 
food; low intake or poor absorption of certain vitamins, such as vitamin B12 
or folic acid; or some of the medications used, such as sulphasalazine or 
azathiopurine. 
 
Other symptoms associated with this condition include: 

 inflammation of the joints affecting the elbows, wrists, knees and 
ankles, in about one in three people with IBD, and more rarely 
affecting the spine and pelvis in the form of ankylosing spondylitis 

 skin conditions including mouth ulcers, erythema nodosum which 
affects about one in seven and, more rarely, pyoderma gangrenosum 

 liver complications, including gallstones (experienced by one in 4 
people with Crohn’s) and Primary Sclerosing Cholangitis (affecting 
one in 25 people) 

 eye problems such as episcleritis, scleritis and uveitis, affecting one 
in 20 people with IBDii  

 bone thinning, due to the inflammatory process itself, poor 
absorption of calcium, low calcium levels in the diet or the use of 
steroid medication 

 blood clots in the veins, including deep vein thrombosis (DVT) – 
people with Crohn’s are about twice as likely to develop clots.  

 
Crohn’s Disease is often associated with anal problems such as fissures, tags, 
abscess and fistulasiii.  
 
The condition follows an unpredictable, relapsing and remitting course, with 
variation in the pattern and complexity of symptoms. It commonly first 
presents in the teens and twenties and affects men and women equally. 
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When diagnosed in childhood the disease is often more severe than if 
presenting in adulthood, with major consequences for lifelong morbidity. 
People with Crohn’s Disease (depending on the extent of the disease, 
severity of inflammation and duration) are at an increased risk of developing 
bowel cancer iv.  At least 50% of people with Crohn’s Disease may require 
surgery within ten years of diagnosis and 70-80% during their lifetimev. 
 

Broader impact of Crohn’s Disease  
 
Psychosocial: 
Anxiety and depressive illness are higher in people with IBDvi. The frequent 
and urgent need for the toilet, together with loss of sleep and the invisible 
symptoms of pain and continual or profound fatigue, can severely affect 
self-esteem and social functioning.  Emotionally, people with IBD can 
experience difficulties in coping with their lives and feelings of anger, 
embarrassment, frustration, sadness and fear of needing surgery or 
developing cancer.   
 
For many individuals, the fear of incontinence or experiencing ‘an accident’ 
in public is a constant worry. This can have a devastating impact on their 
ability to engage in activities away from the home such as going to work, 
shopping and socialising, which may lead to isolation.  In 2007, a Crohn’s 
and Colitis UK survey of 974 young people with IBD found that 246 
respondents stated that their IBD made socialising almost impossible. 

 
Personal relationships and family life: 
Crohn’s Disease can have an effect on personal relationships and family life 
- both in terms of creating new relationships and maintaining existing ones.  
For example: 

 
“My wife states that I have changed since being diagnosed, I never thought I 
had, but looking back, she is right.  We are battling this illness together ... 
it’s not just me it affects, It’s everyone, my wife, work and family”.  
  
Caring for very young children can be difficult and social activities and 
holidays can become restricted. Taking children to and from school or 
attending school events can become problematicvii.  Pain and tiredness can 
make parents more likely to be irritable with their children and to lack the 
energy needed to look after, play with and deal with the behaviour of 
younger childrenviii. 
 
Some people living with Crohn’s Disease may require significant support 
from their carers and families, for example, support with cleaning 
themselves, or washing clothes, floors, bedding and/or toilets following 
involuntary evacuation of the bowel and support with dressing and remaking 
beds. 

 
Ability to work or engage with education: 
Crohn’s Disease can affect a person’s ability to work and the career 
decisions they make as a resultix.  A 2016 research study identified common 
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problems experienced at work included poor concentration, low working 
pace and delayed work production. Education and employment may also be 
disrupted by the unpredictable occurrence of flare-ups. Sick leave was 
associated with lower quality of life and higher anxiety and depression 
ratesx. 

 
Research undertaken by Crohn’s and Colitis UK with the Work Foundation 
involving interviews with 1,906 people (1,107 with Crohn’s Disease and 799 
with Ulcerative Colitis) identified the significant impact of IBD on the 
productivity of workers, from the start of their career through to 
retirement.  This found that: 

 

 66% were concerned about not being able to do their work adequately 

 69% felt that their IBD had prevented them from reaching their full 
educational potential 

 Four out of five respondents reported working when they were 
unwell. 

 
More recent research published in 2016, Working Well: Promoting job and 
career opportunities for those with IBDxi, echoed many of these findings.  
 
The above demonstrates the extent to which quality of life can be impacted 
by Crohn’s Disease and why effective treatment options are so important. 

3. Current practice in treating the condition 

Which treatment outcomes are important to patients or carers? (That is, 
what would patients or carers like treatment to achieve?) Which of these 
are most important? If possible, please explain why. 

Treatment outcomes important to patients are those that reduce physical 
symptoms, stabilise the disease course and induce remission, in order that 
they can resume ‘normal’ life. For example: 
 
“Having Crohns that is in control is fairly routine, it doesn't affect my 
life.  However, flaring Crohns is another story.  I experience debilitating 
pain every day, I am constantly exhausted, I am careful of what I 
eat, cannot eat/drink what I like and I always have to know where the 
toilet is.  I have had numerous accidents where I have not been able to 
make it to the bathroom on time, this is embarrassing.  I am hopeful that 
better treatment will come for us suffering with this condition.”  
 
“I am 23 years old and I have had to leave my university place studying 
Mental Health Nursing three times due to my Crohn's Disease. My life has 
been on hold for years due to this illness and I have lost 3 years of income, 
which has been a great burden.”  
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Patient-centred care should be responsive to individual needs and take 
account of age, preferences, personal values and goalsxii.  These may 
include: 
 

 feeling better; reduction in pain, more energy or going to toilet less 

 retaining or returning to employment, education and training 

 going on holiday or being able to travel 

 being able to socialise and return to hobbies and activities 

 starting a family 

 regaining their sense of self and control over their life. 
 
Patient-reported outcome measures should be used to inform shared 
decision-making, monitoring and research. 

 

What is your organisation’s experience of currently available NHS care 
and of specific treatments for the condition? How acceptable are these 
treatments and which are preferred and why? 

There is currently no medical or surgical cure for Crohn’s Disease.  
 
Current available treatments are aimed at inducing and maintaining 
remission and improving quality of life. 
 
Corticosteroids are commonly used as a first line treatment.  However, 
there are significant short and long-term side effects with these, including 
opportunistic infections, steroid-induced psychosis, steroid dependence, 
diabetes and osteoporosis.  Their use is also limited to induction of 
remission.  
 
Immunosuppressants – azathioprine, mercaptopurine or methotrexate – 
may be added if necessary.  However, up to one third of patients with IBD 
are intolerant to thiopurines and a further 10% are unresponsive to them. In 
the majority of patients who do respond, the benefits take three to six 
months to appear.  Significant risks of thiopurines including non-Hodgkin’s 
lymphoma (as high as 4-5 fold compared with unexposed IBD patients and 
further increased when used in combination with anti-TNFs). Other side 
effects include early hypersensitivity reactions such as fever and 
pancreatitis, bone marrow suppression and hepatotoxicity requiring 
frequent lab monitoring during treatment.  Methotrexate is an alternative 
for people with Crohn’s Disease who are unresponsive to thiopurines. It has 
lower mucosal healing rates compared to biologics and azathioprine.  Most 
frequently observed side effects are myelosuppression and liver damage.  It 
has an absolute contraindication in pregnancy. 
 
Anti-TNFs - where first line treatments have been found to be ineffective, 
are not tolerated or are contraindicated, anti-TNF therapies, such as 
infliximab and adalimumab are used, sometimes in combination with 
immunosuppressants. These are increasingly being used earlier in the 
treatment pathway and can have a significant and positive effect on quality 
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of life for patients.  However, up to 40% of patients treated with anti-TNF 
therapy do not respond to induction therapy.  In the approximately one 
third of patients who do achieve remission with anti-TNF therapy, between 
10%-50% lose response over timexiii. The side effect profile is significant, 
including increased susceptibility to infections and increased risk of some 
cancers, particularly lymphoma. 
 
Vedolizumab is an option for treating moderately to severely active Crohn's 
disease if anti-TNF therapies have failed, cannot be tolerated or are 
contraindicated.  This is a newer drug which offers a different mode of 
action and is gut selective.  It takes longer to act than the anti-TNFs and its 
long-term profile is still relatively unknown, although more data are 
becoming available. 
 
Surgery - as mentioned above, 70-80% of patients may require surgery 
during their lifetime, often in combination with medical therapies.  
Different kinds of surgery may be required, including removal of damaged 
sections of intestine, strictureplasty, colectomy, surgery for abcesses and 
fistulas.   
 
Due to the nature of Crohn’s Disease and the fact that it can occur 
anywhere in the gastrointestinal tract, having surgery once does not 
preclude the potential need to have surgery again.   

 
Overall, current treatments are suboptimal and there is a pressing need 
for additional treatment options which offer a different mode of action 
and the potential for people with Crohn’s Disease to resume their lives 
and restore their quality of life. 
 
“I have been in that situation for 15 years having had two major surgeries 
and had every drug available, yet still the illness persists. My outlook at 
present is to be condemned to never working again, having no social life, 
depression and having a diet limited to less than ten food items. My 
current intake of 16,376 tablets and 30 injections every year will just roll 
over year after year after year unless a new drug treatment is 
successful.”  
 

4. What do patients or carers consider to be the 

advantages of the treatment being appraised? 

Benefits of a treatment might include its effect on: 

 the course and/or outcome of the condition 

 physical symptoms 

 pain 

 level of disability 

 mental health 
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 quality of life (such as lifestyle and work) 

 other people (for example, family, friends and employers) 

 ease of use (for example, tablets rather than injection) 

 where the treatment has to be used (for example, at home rather than in 
hospital) 

 any other issues not listed above 

 

Please list the benefits that patients or carers expect to gain from using 
the treatment being appraised. 

Ustekinumab would offer an important additional treatment option for those 
patients for whom conventional therapies have failed, who have lost 
response to anti-TNF therapies, or for whom anti-TNF therapies are 
contraindicated.  As highlighted above, current treatment options for 
Crohn’s Disease are suboptimal and there are patients who have exhausted 
all options available who feel condemned to an extremely low quality of 
life. 

 
Below are quotes we have received from ustekimumab trial participants: 
 

“It sounds like a cliché, but this moment really was a turning point in my 
life. I started to get better. My symptoms subsided and I was feeling the 
best I ever felt in years. I only went to the emergency department one 
other time soon after being put on the drug [ustekimumab]. But that was 
the last time I went to hospital in the last 3 years. Since going on the drug 
in 2012, I still feel great today. Sure, I still have moments when I get 
abdominal pain, or I have trouble with going to the toilet. But that is so 
much better than what could of been if I hadn't gone on the trial. I actually 
feel like a healthy normal person most of the time. I am really grateful for 
this drug...This is really important for someone with a chronic illness. We 
just want to feel normal.  

 
“It [ustekinumab] meant I was able to live my life, working, seeing friends, 
being a happy and healthy wife instead of being cooped up housebound 
afraid to go out for fear of not finding a toilet in time and lacking in energy 
to manage going out anyway.”  

“I was diagnosed with Crohn's Disease when I was just nine years old, and 
I'm now 28. It's safe to say that up until four years ago, I'd known nothing 
other than being unwell for as long as I can remember. I have tried most 
drugs approved for use for Crohn's Disease (different kinds of steroids, 
chemotherapy, and the standard immunosuppressants and anti-
inflammatories), and nothing - until ustekinumab - has really worked for 
any length of time. Before I started on ustekinumab I was probably going to 
the loo about 20 times a day – and sometimes this would be completely red 
with blood. Now, I probably go to the loo between 2-4 times a day. I’m 
finally managing to maintain a stable weight and to eat normal portions of 
food – rather than picking at meals because I can’t face eating. I’m also 
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pretty much completely without pain – whereas before I started on the trial 
I was often in excruciating pain. The combined effect of this reduction in 
symptoms is that I’m living my life in a relatively normal way – and most 
importantly, I’m without any real fear of feeling as horribly unwell as I did 
before I started on the trial. It has given me a real sense of hope that my 
Crohn’s, which has always been severe, might be able to be managed 
effectively by drugs. Ask any of my family or close friends what a 
difference they have seen in my outlook on life, my appetite, my energy, 
and my ability to do things that I'd never contemplated before, and they 
won't hesitate to tell you that I've never been as well as I have been since 
being on this trial. Only two months ago, I completed my first ever half 
marathon - having taken up running 18 months before. To have had the 
opportunity to have ustekinumab has been nothing less than life-changing. 
Crohn's is such a debilitating, frustrating and life-limiting disease - so to 
have found a drug that lifts that burden from me to such an extent has 
been wonderful. It's my sincere hope that I can continue to take this drug 
for as long as it continues to work for me.”  

 

Please explain any advantages that patients or carers think this 
treatment has over other NHS treatments in England. 
 

While the initial dose of ustekinumab is given intravenously, further doses 
are subcutaneous.  Patients commented to us that this was convenient for 
them, reducing the amount of time they spent at hospital and reducing costs 
involved in travel and time away from other activities, such as work. 
 
“The treatment being in injection form is also a massive bonus as it means 
less time away from work compared to lengthy infusions which often end up 
taking half a day, resulting in more time away from work.”  
 
“I found it was straightforward injections and handy to take.”  

 
“Ustekinumab sounded like a much better option than other biologics 
because it had a long half-life and I could have it subcutaneously. Just a 
small injection into the skin... It is not invasive to my life.”  

 
If you know of any differences in opinion between patients or carers 
about the benefits of the treatment being appraised, please tell us about 
them. 

We are not aware of any. 

5. What do patients and/or carers consider to be the 

disadvantages of the treatment being appraised? 

Disadvantages of a treatment might include: 

 aspects of the condition that the treatment cannot help with or might 
make worse 
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 difficulties in taking or using the treatment (for example, injection rather 
than tablets) 

 side effects (for example, type or number of problems, how often, for 
how long, how severe. Please describe which side effects patients might 
be willing to accept or tolerate and which would be difficult to accept or 
tolerate)  

 where the treatment has to be used (for example, in hospital rather than 
at home) 

 impact on others (for example, family, friends and employers) 

 financial impact on the patient and/or their family (for example, the cost 
of travel to hospital or paying a carer) 

 any other issues not listed above 

 

Please list any concerns patients or carers have about current NHS 
treatments in England. 

As described above, current treatments for Crohn’s Disease are suboptimal.  
This can result in a significant detrimental impact on quality of life and new 
and different treatment options are very much welcomed by those who are 
struggling to get their condition under control. 

 
Please list any concerns patients or carers have about the treatment 
being appraised. 

The main disadvantages from a patient perspective would be potential 
treatment failure for those who will be relying on this to work for them, 
having exhausted other available options and the time it takes to produce a 
beneficial effect which, as with vedolizumab, is longer than for the anti-
TNFs.   
 
Safety monitoring needs to be managed more carefully with treatments of 
this type which do not require people to be in the hospital on such a regular 
basis. 

 
If you know of any differences in opinion between patients or carers 
about the disadvantages of the treatment being appraised, please tell us 
about them. 

We are not aware of any. 

6. Patient population 

Are there any groups of patients who might benefit more from the 
treatment than others? If so, please describe them and explain why. 

Those patients for whom currently available therapies are ineffective, 
intolerant or contraindicative will gain most benefit. In this population 
group, it is likely that individuals, without further choice, will return to 
treatment/s which have already been established to be inadequate. This 
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may include highly undesirable long-term steroid use, potential repeated 
surgeries, unproven unconventional therapy or, where available, the 
uncertain outcome of a clinical trial.  
 
“I was left without any treatment options in the UK. My Crohn's Disease was 
so widespread that it was inoperable and surgeons refused to consider 
surgery. I was then told that I would have to be kept on steroid treatment 
until something else became available or a trial was found for me. I was 
left for several months suffering very badly and I felt like I had no hope of 
ever getting better.  
 
“I was diagnosed with Crohn's disease in 2003 at the age of 20. I worked my 
way through all of the conventional treatments, sadly none of which 
worked for me due to intolerance to the medicines - the worst reaction 
being 2 x bouts of pancreatitis following azathioprine. I was lucky enough 
to be offered the chance to try biologics. Infliximab was first - a great 
effect on my symptoms but sadly another reaction after my second 
infusion. Then humira which was excellent for 5 years but ended when I 
developed antibodies meaning it stopped working for me. I was devastated 
as humira allowed me to feel well, confident and fulfil a dream of 
travelling for two months. I went into a major flare, and was off work (as a 
physiotherapist) for two months.  I was awaiting the call for surgery when I 
was offered the chance to try Stelara in 2012 on a drug trial.  It was a huge 
life changer for me. I was on Stelara for a year and went in to remission. I 
went back to work, and after stopping it (voluntarily) in Nov 2013, stayed 
well enough to have a successful pregnancy resulting in my oldest son. In 
fact I have managed to have another son 6 weeks ago, something I'm sure 
would have been delayed massively were it not for stelara, this is by far 
the biggest impact.  

 
“I am a 28 year old who has currently failed infliximab and adalimumab.  In 
September 2014 I had a right hemicolectomy which removed some scarred 
bowel, however, I gained inflammation quickly in my remaining bowel.  By 
2015, my calprotectin was over 3,000.   I started vedolizumab in December 
2015 and, despite initial promising results, there are now some indications 
that this drug might be failing too.  I am now running out of options.  I 
have gone from a young woman with a bright future (top of my class at 
university, distinction for my MA) to one who is barely able to function on a 
day-to-day basis.  I am having to give up employment, despite all my 
efforts to keep going.  At 28 years old I am beginning to run out of 
options.  I know that if the vedolizumab fails I will need further surgery 
and a stoma.  However, I also know from painful experience that surgery 
does not cure Crohn's, it is likely to return in another area - and then what?  
I understand that I have been particularly unlucky with my disease course, 
however, I am now terrified of my future.  For me, it is vital that new 
options are on the horizon, such as ustekinumab.  Without the option to try 
this drug, I am left with the prospect of enduring disability without hope of 
respite.  Unfortunately, I know that I am not the only young person with 
Crohn's who is facing such an uncertain future.” 
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Are there any groups of patients who might benefit less from the 
treatment than others? If so, please describe them and explain why. 

More data is needed to accurately answer this question. 

7. Research evidence on patient or carer views of the 

treatment 

Is your organisation familiar with the published research literature for 
the treatment? 

Yes   

If you answered ‘no’, please skip the rest of section 7 and move on to 
section 8. 

 

Please comment on whether patients’ experience of using the treatment 
as part of their routine NHS care reflects the experiences of patients in 
the clinical trials. 

The patient experience reflected through this submission is from patients 
who have been involved in the clinical trials as the treatment is not widely 
available as part of routine NHS care for Crohn’s Disease. Due to the 
necessarily limited nature of trial participants, there may be some variation 
in experience when used as part of routine care and additional data will 
usefully inform clinical practice and shared decision-making about 
appropriate treatment options. 

 
Do you think the clinical trials have captured outcomes that are 
important to patients? Are you aware of any limitations in how the 
treatment has been assessed in clinical trials? 

 
Phase III trial data show significantly improved health-related quality of life 
for patients with Crohn’s Disease receiving ustekinumab through clinical 
trials based on data from IBDQ, a commonly used Patient-Reported Outcome 
Measure (PROM) which captures data across 32 different items of 
importance to patients, including fatigue, social engagement, pain, anxiety 
and sleep disorders.   
 
Due to the nature of selection of appropriate patients for inclusion in trials, 
for example excluding those at highest risk of complications, it may be that 
there will be some differences in relation to the population that would 
ultimately receive treatment. 

 
If the treatment being appraised is already available in the NHS, are 
there any side effects that were not apparent in the clinical trials but 
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have emerged during routine NHS care? 

Ustekinumab is already used in the NHS for other indications.  This means 
that it has an existing safety profile.  However, it might not be possible to 
transfer these risks from psoriatic patients to subjects with Crohn’s due to 
the difference in pharmacokinetics and pharmacodynamics in these two 
distinct diseases. Moreover, ustekinumab has been predominantly used as 
monotherapy in psoriasis. Data on the added risk of concomitant 
immunosuppression in Crohn’s are not yet available. 

 
Are you aware of any relevant research on patient or carer views of the 
condition or existing treatments (for example, qualitative studies, 
surveys and polls)? 

Yes 

If yes, please provide references to the relevant studies. 

Some relevant survey data and research on patient views on the impact of 
the condition have been outlined in response to question 2.  The patient 
comments we have included throughout this submission provide further 
evidence of patient views of the condition and existing treatments.  
Additionally, we have supported research on the impact of fatiguexiv.  
Research currently in development includes understanding the experiences 
and needs of adolescents with IBD and the challenges facing mothers-to-be 
with IBDxv.   
 
Earlier this year, the findings of a large-scale national IBD survey conducted 
by Crohn’s and Colitis UK echoed the comments made by people with IBD 
who contributed to a House of Commons digital debate.  Both found that 
lack of awareness and understanding of the full impact of the condition 
were major concerns for people with IBD affecting many areas of life, 
including education, employment and access to toilets, together with the 
unpredictable and debilitating nature of physical symptoms, including 
extraintestinal manifestations and fatigue. 

 
We would be pleased to provide further information in relation to any of the 
above. 

8. Equality 

NICE is committed to promoting equality of opportunity, eliminating unlawful 
discrimination and fostering good relations between people with particular 
protected characteristics and others. Protected characteristics are: age; being 
or becoming a transsexual person; being married or in a civil partnership; 
being pregnant or having a child; disability; race including colour, nationality, 
ethnic or national origin; religion, belief or lack of religion/belief; sex; sexual 
orientation. 

Please let us know if you think that recommendations from this appraisal 
could have an adverse impact on any particular groups of people, such as:   
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 excluding from full consideration any people protected by the equality 
legislation who fall within the patient population for which the treatment 
is/will be licensed;  

 having a different impact on people protected by the equality legislation 
than on the wider population, e.g. by making it more difficult in practice 
for a specific group to access the treatment;  

 any adverse impact on people with a particular disability or disabilities.   

 

Please let us know if you think that there are any potential equality 
issues that should be considered in this appraisal. 

 
For certain religious groups, such as Muslims, the impact of active disease 
and the effects of surgery may interfere with requirements relating to 
religious practices and cause particular distress, which could be alleviated 
by an additional medical therapeutic optionxvi. 

  

Are there groups of patients who would have difficulties using the 
treatment or currently available treatments? Please tell us what evidence 
you think would help the Committee to identify and consider such 
impacts. 

Patients who are uncomfortable with injections would be likely to have 
difficulties with the treatment.    

9. Other issues 

Do you consider the treatment to be innovative? 

Yes   

If yes, please explain what makes it significantly different from other 
treatments for the condition. 

Ustekinumab has a different mode of action from currently available drugs 
for Crohn’s.  Unlike the current treatments, it targets interleukin 
12 and interleukin 23, naturally occurring proteins that regulate the immune 
system and immune-mediated inflammatory disorders. This drug treatment 
will allow clinicians to target other inflammatory pathways and switch out 
of classxvii.   

 

Are there any other issues that you would like the Appraisal Committee 
to consider? 

10. Key messages 

In no more than 5 bullet points, please summarise the key messages of 

https://en.wikipedia.org/wiki/Interleukin_12
https://en.wikipedia.org/wiki/Interleukin_12
https://en.wikipedia.org/wiki/Interleukin_23
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Patient/carer organisation submission template (STA) 

your submission. 

 Active Crohn’s Disease can present a major barrier to people’s ability 
to participate in daily life 

 Currently available therapies for Crohn’s Disease are suboptimal 

 Ustekimumab offers a new class of therapeutic treatment for Crohn’s 
Disease 

 Ustekinumab has been shown to be clinically effective in stabilising  
Crohn’s Disease and inducing remission, enabling people to resume 
“normal life” 

 Ustekinumab may delay or prevent surgery in patients with Crohn’s 
Disease. 

 

i Minderhoud IM, Oldenburg B, van Dam PS et al. High prevalence of fatigue in inflammatory bowel disease is not 
related to adrenal corticol insufficiency. Am J Gastroenterol 2003; 98;1088-93. 
ii Crohn’s and Colitis UK (2013) Crohn’s Disease. Crohn’s and Colitis UK St Albans. 
iii Ibid 
iv Ibid 
v Mowat et al, 2011, Guidelines for the Management of Inflammatory Bowel Disease in Adults 
vi Graff LA et al. Stress coping, distress and health perception in inflammatory Bowel Disease: a review of co-morbidty 
and management. Inflammatory Bowel Disease. 2009 Jul: 15)7):1105-18. 
vii Mukherjee, S. and Sloper P. Understanding The Impact Of Inflammatory Bowel Disease On Parents And Their 
Children. York: University of York 
viii Ibid 
ix Gay et al., 2011 
x Employment status, difficulties at work and quality of life in inflammatory bowel disease patients 
http://journals.lww.com/eurojgh/Abstract/2016/10000/Employment_status,_difficulties_at_work_and.4.aspx 
xi http://www.theworkfoundation.com/DownloadPublication/Report/377_IBD%20Report%20Final.pdf  
xii IBD Standards 2013 Update, www.ibdstandards.org.uk 
xiii Profile of ustekinumab and its potential in patients with moderate-to-severe Crohn’s disease 
xiv http://www.fatigueinibd.co.uk 
xv https://www.crohnsandcolitis.org.uk/research/projects 
xvi Iqbal F, Zaman S, Bowley D and Vaizey C. Quality of life after restorative protocolectomy in Muslim patients. Gut 
2014; 63:1197-1198.   
xvii https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4699281/  
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