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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 in the Public involvement 

and Making a submission sections of our website. 

 

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. 

http://www.scottishmedicines.org.uk/
https://www.scottishmedicines.org.uk/about-us/public-involvement/
https://www.scottishmedicines.org.uk/making-a-submission/
mailto:hcis.SMCPublicInvolvement@nhs.net
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Tofacitinib citrate (Xeljanz) 

3rd December 2018 

Name of medicine: 
 

Indication: (what the medicine is used for) 

 

Submission date: 

Name of organisation making submission: 

 
 

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 

Postal address: Crohn's & Colitis UK 1 

Bishop's Square 

Hatfield Business Park, AL10 9NE 

Crohn's & Colitis UK 

The medicine is used for the treatment of adult patients with moderately to severely active 

ulcerative colitis (UC) who have had an inadequate response, lost response, or were intolerant to 

either conventional therapy or a biologic agent. 

mailto:nancy.greig@crohnsandcolitis.org.uk
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Summary of key points 

Please summarise the key points of your submission which you would like to 

emphasise to SMC Committee – bullet points may be helpful. 

(See P11 of A Guide for Patient Group Partners) 
 
 

300 words maximum 
 

The symptoms of ulcerative colitis, and their unpredictable nature, together with the side effects 

of medications, can have a profound and devastating impact on all aspects of a person’s life. 

 
• Current treatments available in NHS Scotland remain far from optimal for patients, a 

substantial number of whom experience lack of response (primary or secondary) and/or adverse 

reactions to medical treatments and may face the prospect of surgery with considerable anxiety. 

 
• For some patients, acceptable treatment options run out and the impact of this can be 

profound. For others, a more limited quality of life can be normalised due to inadequate 

response. 

 
• There is a clear value to an additional treatment option, which through being orally 

administered, offers greater convenience and acceptability to patients, as well as a good side 

effect profile and reduced likelihood of loss of response (immunogenicity). 

 
• Due to Tofacitinib's different mode of action, those who have had little or no success with 
currently available medical treatment options and wish to avoid or delay surgery will benefit in 
particular. 
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300 words maximum 
None 

300 words maximum 
 

Through our day-to-day work providing information and support, we are in contact with 
thousands of people affected by IBD, who share their experiences through our helplines, online 
forum and at events. We also regularly conduct surveys and hold focus groups exploring issues 
that are relevant to people with ulcerative colitis and Crohn’s Disease and fund and support 
qualitative and quantitative research. 

In relation to this submission and our earlier submission to NICE, we put out a call for evidence 
through social media channels and healthcare professionals and researchers. We have heard 
directly from patients and carers who have personal experience of living with or caring for 
someone living with ulcerative colitis. 

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) 

 

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) 



5 
 

1. How does this condition affect the day-to-day lives of people living with it? 

(See P11 of A Guide for Patient Group Partners) 

500 words maximum 

 

The symptoms of ulcerative colitis, and their unpredictable nature, can have a profound and 

devastating impact on all aspects of a person’s life, especially given that 25% are diagnosed in 

the first two decades of life. Frequent diarrhoea, abdominal pain and fatigue, anaemia, extra- 

intestinal manifestations such as joint, skin and eye problems, and the side effects of 

medications, all affect an individual’s ability to work, study, socialise, participate in leisure 

activities or have intimate relationships. (IBD Quality of Life Survey, 2018; IBD Standards, 2013). 

 
Emotional wellbeing can be significantly affected by difficulty in coping with personal lives and 

feelings of anger, embarrassment, frustration, sadness and fears of needing surgery or 

developing cancer (Cosnes et al, 2011). Stigma and lack of wider understanding of the condition 

exacerbate the impact. 

 
Anxiety and depression is higher in people with IBD (ulcerative colitis is one of the main forms of 

inflammatory bowel disease), with mood disorders at least in part a consequence of the IBD 

itself (Graff, 2009) and its medical treatment (e.g. corticosteroid therapy), surgery, including 

specifically colectomy and stoma formation. Additionally, most reports indicate that stress may 

be involved in triggering relapse. 

 
“The isolation I have felt has been overwhelming. I can’t take my children to the park, for a walk 

or play date or any of the other simple things that I used to take for granted. I do not have any 

kind of social life myself as it is simply not possible for me to go out when I may need to open 

my bowels with no warning. 

 
My relationship with my husband is also under a lot of pressure for obvious reasons. I am 35 

years old and feel like an old woman. Instead of being in the prime of my life, my world has 

become so small due to this horrific disease and so have the lives of my children. The constant 

tiredness and the mood swings caused by all the steroids I take have made me a pretty poor 

mum. Recently my 2 year old son had to have an operation and I was too ill to stay with him in 

hospital overnight. It broke my heart. I want to get a job, enjoy my children and just start living 

again.” 

 
“He was struggling to maintain a healthy weight, was constantly feeling sick, rushing to the 

toilet and in pain and missing a great deal of his work at a stage in his career that was very 

important to him. He was unable to continue his sport and his social life was negligible. He had 

to take medication to digest his food." 
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2. How well do medicines which are currently available in NHSScotland help patients 

manage this condition? (See P12 of A Guide for Patient Group Partners) 

500 words maximum 

 

The range of options are available in NHSScotland for treating ulcerative colitis remain far from 

optimal for patients, a substantial number of whom experience lack of response (primary or 

secondary) and/or adverse reactions. The effects of steroids, in particular, are extremely 

unpleasant and long-term safety profile of other treatments, including biologics, of some 

concern. 

 
“During the majority of my time living with UC and the ever-changing drugs, I had no quality of 

life. I was off sick from work for 8 months. I was unable to drive my children to or from school or 

make them their breakfast as this was the time, usually until about midday, that I could not 

leave the toilet. (…) My quality of work really dropped. I continuously made mistakes because of 

the side effects from all the drugs.” 

 
“My ‘moon face’ from the constant use of prednisolone was depressing and because of my ill 

health my hair became really thin. Prednisolone also affected my mood. I was so angry and 

unhappy. This also kept me awake at night, so I took sleeping pills. 

 
For many patients with ulcerative colitis, the prospect of surgery is one they face with 

considerable anxiety and it can bring with it a range of potential complications, which may 

require further treatment and ongoing management. There can also be an associated profound 

psychological and social impact, for example, in terms of body image and self-esteem. For those 

who are facing this at an age when they have just begun to form relationships and do not yet 

have a family, this can be especially difficult, as it can for those of some religious faiths and 
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cultures. Clinical outcomes after pouch surgery remain variable and fertility in women can be 

significantly affected by any pelvic surgery. 

 
“Surgery would have been a massive emotional and psychological barrier for our son at this 

stage in his life.” 

 
"At the time of my colectomy 8 years ago no biologics were licensed for UC in Scotland. Overall, 

removal of my colon has led to a better quality of life, but I later suffered a small bowel 

obstruction due to adhesions, a post surgical abscess then fertility treatment as my fallopian 

tubes were damaged. Had other drugs been available to treat my UC, I would have been keen to 

try them." 

 
For some patients, acceptable treatment options run out and the impact of this can be 

profound. For others, a more limited quality of life can be normalised due to inadequate 

response. 

 
“I was steroid dependent and all conventional UC therapies failed – including anti TNF 

(Infliximab). Long term steroid use resulted in osteoporosis at age 28. I was housebound for 

many years due to UC and was unable to work. Quality of life was zero.” 

 
“Despite corticosteroids, azathioprine and other drugs, nothing was working. The steroids 

caused him great distress and made him very difficult company. Trying to work was a nightmare 

and he experienced crushing fatigue.” 
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500 words maximum 
 
This medicine would be expected to improve the patient's quality of life and experience of care 
by meeting the significant unmet need for new treatment options in ulcerative colitis. 

Patients who have had little or no success with currently available medical treatment options, 
and wish to avoid or delay surgery, are likely to benefit in particular. This would include young 
people wishing to complete studies or start a family and those for whom surgery would be 
considered unacceptable due to cultural or religious factors. 

"I was diagnosed with UC in 2012 and had multiple failed attempts at other medication over 2 
years which affected my studies, work and social life before joining the trial for tofacitinib. I was 
on this treatment successfully for 2 and a half years during which time I completed my studies 
and qualified as an adult nurse. I stopped only to get pregnant in Oct 2016 and gave birth to my 
daughter in September 2017." 

"This treatment has completely changed my life. Diagnosed in 2004 I had been in and out of 
remission for many years, housebound at the least, hospitalised at the worst. I have tried 
numerous drugs and trials but nothing that compare. I am now in my 4th year of taking 
Tofacitinib and it is like I am a new person, and feel so privileged to have been able to trial it…it 
has been a true success for me!" 

3. Have you been able to consult with patients who have used this medicine? 

(See P12 of A Guide for Patient Group Partners) 

Yes              No 
 

 

4. 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) 
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500 words maximum 
 

The experience of caring for someone with IBD can be especially difficult given that it is to some 

degree an invisible condition and due to the unpredictable nature of the symptoms, which many 

also find extremely uncomfortable to talk about, as well as the side effects of treatment. For 

parents of young people, there are challenges around providing support, while enabling 

independence and seeing their son or daughter's lives and aspirations affected by the condition. 

 
It is expected that this new treatment would have a profound impact on family and carers by 

increasing the range of effective treatments available to people, thereby increasing the chances 

that people can stay well for longer periods of time. The treatment itself would have a minimal 

impact on carers as it is administered as a twice daily, oral tablet rather than an infusion or 

injection. Unlike biologics, the treatment does not require to be stored in a refrigerator which 

would be more convenient for the whole family when travelling. 

500 words maximum 
 

There are no significant disadvantages of the new medicine compared to current standard 
treatments. 

5. 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) 

 

6. Are there any disadvantages of the new medicine compared to current standard 

treatments? (See P13 of A Guide for Patient Group Partners) 
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7. Is there any additional information you think may be useful for the SMC 

committee to consider? (Optional) 

500 words maximum 
 

In our submuission to NICE we noted that the potential cost of prescriptions in England could 

affect adherence. However we also noted that would likely be outweighed by the value of an 

additional treatment option, which has a different mode of action, reduced likelihood of loss of 

response and a convenient delivery method. It is also likely that there would be an associated 

reduction in NHS costs due to the need to administer fewer infusions on outpatient wards. 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

8. Do you consent for a summary of your submission to be included in the Detailed 

Advice Document for this medicine? 

Yes                     No 
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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 

 
The Public Involvement Team is available to advise you on how to complete this form to ensure the 

patient and carer experience is fully captured, to help inform the SMC decision making process. 

If you have any questions about completing this form call us on: 0141 414 2403. 

mailto:hcis.SMCPublicInvolvement@nhs.net

