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Patient Group Submission Form 

The Scottish Medicines Consortium (SMC) is committed to working in partnership with patient groups 

to capture patient and carer experiences, and use them to inform decision-making.  

Before you make a submission  

You are required to complete a Patient Group Partner Registration Form before you make a 

submission. The registration form requests general information about your organisation. It only needs 

to be completed once (and annually updated) and should save you time with any further submissions 

to SMC. If you have not already completed a registration form, please do this before you make your 

submission. 

You will find it helpful to read our Guide for Patient Group Partners, which gives details about the type 

of information you need to capture in the submission form. Please read this before you make your 

submission and use it to help you complete each question. 

You can find the Registration Form and Guide for Patient Group Partners here:  

https://www.scottishmedicines.org.uk/Public_Involvement/Submission_form_and_guidance  

 

Contact us 

If you have any more questions after reading the guide, the SMC Public Involvement Team can support 

you throughout the submission process. You can email us at: hcis.SMCPublicInvolvement@nhs.net or 

phone: 0141 414 2403. Please do not hesitate to get in touch, as we are here to help you.

https://www.scottishmedicines.org.uk/Public_Involvement/Submission_form_and_guidance
mailto:hcis.SMCPublicInvolvement@nhs.net
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Name of medicine:  

 Ustekinemab, Stelara  

Indication: (what the medicine is used for) 

Ustekinemab is used for treating moderately to severely active Crohn’s disease in adults after prior 

therapy with conventional treatments such as glucocorticosteroids and immunomodulators and/ or 

TNFα (Tumour necrosis factor- alpha) inhibitors like adalimumab (Humira), infliximab (Remicade, 

Inflectra, Remsima) or if patients are unable to use these therapies for medical reasons.  

Submission date: 

1 May 2017 

Name of organisation making submission: 

Crohn's and Colitis UK 

Who is the main contact for submissions to SMC? 

Name: Nancy Greig 

Position held in 
organisation: 

Health Policy and Public Affairs Officer 

Email address: nancy.greig@crohnsandcolitis.org.uk 

Phone number: 0141 404 0231/ 01727 830038 

Postal address: 45 Grosvenor Road, St Albans, Herts, AL1 3AW 
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1. Please provide details of any individuals who have had a significant role 
in preparing your submission and who have an interest to declare.  

(See P11 of A Guide for Patient Group Partners) 

 

None to declare 

300 words 

maximum 
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2. Please tell us how you gathered information about the experiences of 
patients and carers to help inform your submission.  

(See P11 of A Guide for Patient Group Partners) 

 

We gather information about the experience of patients, carers and families through: 

• our help lines; 

• local groups; 

• calls for evidence via our website and social media; 

• one to one discussions with people with IBD, clinicians and the wider IBD community; and 

• research - our own and that of external organisations. 

For this submission we started we contacted clinicians who were part of the clinical trial and asked 
them to identify patients.  We  had ione to one discussions with a number of patients that were 
identified, feeding their views into the response. We also did a call for evidence on social media- 
which gathered a small number of written responses. . 

300 words 

maximum 
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3. How does this condition affect the day-to-day lives of people living with 
it? (See P11 of A Guide for Patient Group Partners)  

 

Crohn’s Disease is a chronic (lifelong) condition that causes inflammation of the digestive system 
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. Other 
symptoms include joint inflammation, skin conditions, liver complications, anaemia, eye problems, 
bone thinning and blood clots. Crohn's Disease is often associated with anal problems  e.g. fissures, 
tags, abscesses and fistulas. 

Depending on severity, people with Crohn's  Disease are at a higher risk of bowel cancer, 50%  may 
require surgery within 10 years of diagnosis and 70-80% will during their lifetime. 

The condition follows an unpredictable relapsing and remitting course, commonly first presents in 
the teens and twenties and affects men and women equally. When diagnosed in childhood it is often 
more severe. 

Rates of anxiety and depression are high in people with IBD. 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.     

For many,  fear of incontinence is a constant worry. This can have a devastating impact on their 

ability to engage in activities away from such as going to work, shopping and socialising, which may 

lead to isolation. Crohn’s Disease can affect personal relationships and family life - both in terms of 

creating new relationships and maintaining existing ones while caring for children can be difficult. 

Some people with Crohn’s Disease may require significant support from their carers and families, for 

example, with cleaning themselves, or washing clothes, floors, bedding and/or toilets. 

Crohn's  Disease can affect a person's ability to work, their resulting career decisions and financial 

situation. Education and employment can also be disrupted by unpredictable flare ups and sick 

leave. Research undertaken by Crohn's and Colitis UK with the Work Foundation identified the 

significant impact of IBD on the productivity of workers throughout their career finding 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. 

“Having Crohn's that is in control is fairly routine, it doesn't affect my life.  However, flaring Crohn's 

500 words 

maximum 
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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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4. How well do medicines which are currently available in NHSScotland help 
patients manage this condition? (See P12 of A Guide for Patient Group Partners) 

 

There is currently no medical or surgical cure for Crohn’s Disease.  

Current 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 side 

effects with these, including infections, steroid-induced psychosis, steroid dependence, diabetes and 

osteoporosis.  They are mainly used to induce remission.  

Immunosuppressants – azathioprine, mercaptopurine or methotrexate – may be added.  However, 

up to one third of patients with IBD are intolerant and a further 10% are unresponsive to 

thiopurines. In the majority of patients, the benefits take three to six months to appear.  Significant 

risks include non-Hodgkin’s lymphoma. Other side effects include early hypersensitivity reactions 

such as fever and pancreatitis, bone marrow suppression and liver toxicity.  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 of life.  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 time. 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 takes 

longer to act than the anti-TNFs and its long-term profile is still relatively unknown. It is indicated for 

use in Crohn's Disease, but has only been accepted for use with ulcerative colitis in Scotland. 

Surgery - as mentioned above, 70-80% of patients may require surgery during their lifetime (often in 

500 words 

maximum 
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combination with medical therapies) including removal of damaged sections of intestine, 

strictureplasty, colectomy, surgery for abcesses and fistulas.   

Overall, current treatments on the NHS in Scotland are suboptimal and there is a pressing need for 

additional treatment options which offer 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.”  
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5. Have you been able to consult with patients who have used this 
medicine? (See P12 of A Guide for Patient Group Partners) 

Yes   No  

6. Would this medicine be expected to improve the patient’s quality of life 
and experience of care, and if so, how? (See P12 of A Guide for Patient Group 

Partners) 

 

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. Some patients who have exhausted all options available feel 
condemned to an extremely low quality of life. Below are quotes from ustekinemab trial patients" 

“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 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.” 

The initial dose of ustekinemab is given intravenously and further doses are subcutaneous, Patients 
commented that this was convenient, reducing the amount of time they spent at hospital, travel 
costs and time away from work and other activities. 

" 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."  

500 words 

maximum 
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7. What kind of impact would treating a patient with this medicine have on 
the patient’s family or carers? (See P13 of A Guide for Patient Group Partners) 

 

As described above, current treatments for Crohn's Disease in Scotland are suboptimal and this can 
result in a significant detrimental impact on quality of life for people with the condition and their 
families and carers who often have to provide significant practical and emotional support. It is likely 
that new treatment options would be welcomed by family or carers who witness their loved one 
struggling to get their condition under control. 

One  positive impact on family and carers would be a reduction in travel to hospital to receive 
infusions with the resulting financial impact on family budgets and possible time away from work to 
support the person going to hospital. 

There may be possible disadvatages for carers in terms of supporting a person to use injections at 
home rather than taking tablets, but it is expected that the maintenance dose given at home 8 
weeks after induction and thereafter every 12 weeks would be more convenient than more frequent 
injectiions or infusions and would allow the person to live a relatively normal life , impacting 
positively on families and carers. 

 

500 words 

maximum 
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8. Are there any disadvantages of the new medicine compared to current 
standard treatments? (See P13 of A Guide for Patient Group Partners) 

   

The main disadvantages from a patient perspective would be potential treatment failure for those 
relying on ustekinemab having exhausted all other available options and the time it takes to produce 
a beneficial effect, which, as with vedolizumab, is longer than for the anti-TNFs. 

Treatment of this type which is administered by injection at home also requires careful monitoring. 
Although the safety data shows a low long term side effect profile, there is the possibility of 
symptoms such as joint pain, headache, nausea, fever, inflammmation of nose and pharynx and 
abdominal pain in 5% of patients as well as other Crohn's Disease related symptoms in patients who 
do not respond to this drug. 

9. Please summarise the key points of your submission – bullet points may 
be helpful. (See P13 of A Guide for Patient Group Partners) 

 

The biggest challenges of living with this condition are: 

-pain   

-fatigue,  

-frequent need to use the toilet 

-fear of incontinence  

-isolation and stigma 

-difficulties forming and maintaining relationships  

-depression and anxiety   

-negative effects on other family members, work, study and social life. 

Current treatments are too few and a significant proportion of patients do not respond to some or 
all of the options/cannot tolerate them due to side effects or other reasons. Those patients are left 
with a very poor quality of life. 

This new medicine is important to patients and carers because it offers a new treatment option with 
a different mode of action to thiopurines or anti-TNFs. Ustekinemab offers hope to patients for 
whom current therapies are ineffective and will prevent them returning to ineffective treatments. 

200 words 

maximum 

500 words 

maximum 
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“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." 
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10. Is there any additional information you think may be useful for the           
 SMC committee to consider? (Optional)   

 

Ustekinumab is an innovative treatment because it has a different mode of action from all 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. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

500 words 

maximum 
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11. Do you consent for a summary of your submission to be included in 
 the Detailed Advice Document for this medicine? 

Yes    No     

Thank you for completing this form.  

Please email it to: hcis.SMCPublicInvolvement@nhs.net 

If you are unable to email this form to us, please send by post to the address below: 

 

Public Involvement Team 

Scottish Medicines Consortium 

Healthcare Improvement Scotland 

8th Floor 

Delta House 

50 West Nile Street 

G1 2NP 

 

mailto:hcis.SMCPublicInvolvement@nhs.net

