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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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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 

Darvadstrocel 

Complex perianal fistula(s) in adult patients with non-active/ mildly active luminal Crohn's 

Disease, when fistulas have shown an inadequate response to at least one conventional or 

biologic therapy. 

Crohn's & Colitis UK 

1st October 2018 

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) 

 

-This is a highly innovative technology, in the context of current suboptimal treatments for this 
particularly difficult and debilitating complication of Crohn’s Disease, and has the potential to 
represent a step-change in its management. 

-This therapy has the potential to Increase treatment options available to patients, especially for 

those who cannot tolerate or have found current drug treatments ineffective or wish to delay or 

avoid surgery. 

-Effective treatment options for perianal fistula are limited and suboptimal. 

-Patients and carers report that living with or caring for someone with perianal fistula can have a 

profound and detrimental impact on their physical, emotional and social wellbeing, placing 

restrictions not only on their ability to undertake or participate in everyday activities but also on 

employment and family and social relationships. 

300 words maximum Our key messages are: 
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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) 

300 words maximum 

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, 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 perianal fistulising 
Crohn’s Disease. 
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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 
 
 
 

For those living with perianal fistula in daily life can be extremely debilitating, as illustrated by 

the quotes used from patients who contacted us. 

 
There is limited research into the impact of fistula on patients’ quality of life and Patient 

Reported Outcome Measures are not used routinely as part of condition management. 

 
Patients and carers report that living with or caring for someone with perianal fistula can have a 

dramatic and detrimental impact on their physical and mental health, placing restrictions on 

ability to participate in everyday activities and also on life outcomes (e.g. employment, family 

life and emotional wellbeing). 

 
"I work full time as a primary teacher and during the time the Humira was working and the 

condition was settled, my job wasn’t affected. However during the last year of constant flare 

ups it has made working full time very difficult. I have had more days off this year than I have 

since my first diagnosis and it’s a difficult job to take time off from." 

 
"It has affected my work as I’ve had to take sick days and my social life is non existent, the 

cream they have provided helps with the pain when I go to the toilet but the stitch still gets very 

tender whenever I sit down. There have been so many days where I’ve wished I could get a 

stoma so I don’t have to go the toilet anymore as the pain is indescribable! " 

 
On a day to day basis, managing a fistula is an involved activity. Patients are required to keep 

the wound open and careful wound management and skin care is essential. This involves 

changing dressings as often as needed, keeping the wound clean and protecting the skin, 

sometimes with the support of a loved one, carer or health professional. This can be challenging 

given that the wound can often be contaminated by faecal matter because of its location and 

discharge. Patients may take frequent showers/baths, and may require clothing changes during 

the day and/or bedding changes at night. Patients often need to carry around a dressing kit or 

change of clothes. Those affected regularly attend specialist reviews and medical appointments. 

 
“I live with 4 perianal fistulas. They have been operated on and cut open and had seton sutures 

and I've tried loads of different meds to try and help them and nothing has worked. I have to be 

on a high dose of fentanyl and oxycodone every day just to get by. And even then, they are still 

causing pain and infections too. 

 
It’s very hard to live with them. My opinion is they are the worst part of Crohn’s. Pain every day 

and I have to sit on a memory foam donut cushion and can’t stand in one place or walk for long. 

I care for my fistulas myself and have to have a bath every single day and sometimes a salt bath 

to keep away infections. I’ve had to come to terms with the fact I’ll always have chronic pain 
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because of my fistulas. And it’s not easy to live with but I have no choice. I just try and stay 

positive no matter how hard it gets." 

 
Patients report that living with a fistula can restrict activities such as sport and socialising while 

intimacy can be challenging, with those affected reporting that sexual relations can be painful. 

Perianal disease is associated with fewer pregnancies. The result of all this can be a profound 

negative effect on mental wellbeing and self esteem. 

 
"It touches every part of my life physically, mentally and emotionally. Physically, fatigue plays a 

huge part. Fistulas are very painful and affect movement and sexual activity. Mentally you feel 

weak and judged at times for not being able to participate like you used to. Emotionally it’s 

draining and can impact on social activities as you worry about incontinence and where the 

toilets are and moreover most of us sufferers tend to overcompensate on the positive front and 

are always acting stoic." 

 
"The pain and torture this caused me in this period of time was rather horrible, especially at any 

social and business event, it was very difficult to keep going." 
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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 

Treatment options for perianal fistula in NHSScotland are limited and suboptimal. There are no 

quick fixes and consequently patients can live with fistula for many years. The limited range of 

drug treatment options do not work for everyone and a substantial number of patients 

experience lack of response (primary or secondary) and/or adverse reactions. 

 
"I am currently on Humira injections once a fortnight, however after a period of good health, in 

the last year I have had 4 further hospital admissions for treatment. I have been taking Humira 

for 4 years so I’m now wondering if I have become immune to it, as it worked wonders for me at 

first. My GI consultant said they could check the antibodies in my blood to see if I have 

developed an immunity to it, however to be able to do this I have to have been on a run of the 

injections for several months. (…) This is probably the most frustrating part for me at the 

moment- I can’t get a clear run of medication to check for antibodies and then without the 

regular medication the condition flares up. It’s a vicious cycle!" 

 
Up to one third of people with Crohn’s Disease who have perianal fistulas will require surgery at 

some stage. Surgery does not offer a cure and can bring range of potential complications 

including faecal incontinence, infection, damage to the anal sphincter muscles and reoccurrence 

of the fistula. 

 
“I was living in pain with perianal fistulas for almost 2 years, after 5 attempts at going under 

aesthetic to try to drain and remove abscesses I had a loop colostomy put in place. 

Unfortunately the fistula tract from my tail bone down was still causing me great pain, 

discomfort and leakage through seton sutures. I tried Humira and Vedolizumab and both failed, 

as my body built antibodies to both drugs. Only in the past 6 weeks have I had relief from this 

pain by undergoing a proctectomy and an end stoma being put in place. ” 

 
There can also be a profound psychological and social impact of surgery, 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. The 

formation of a stoma does not guarantee that fistulas will not reoccur or further surgery is 

prevented and may people wish to delay or avoid surgical options. 

 
“I have tried everything; infliximab, humira, methotrexate, steroids, azathioprine, pentasa etc. 

Currently they (perianal fistulas) are all cut open but there are still wounds there that leak out 

mucus every single day so I have to wear pads, have done for 6 years. I now have no choice 

other than to have a major operation with a plastic surgeon to try and fix them. He will take skin 

from my leg I think to cover the wounds. I’m not 100% sure of exactly what can be done as I’m 

waiting to have an EUA to see if they can do anything for me at all. I get my pads on the NHS as I 

go through so many and I can’t work because of my health. My surgeon has done a lot for my 



8  

 

fistulas but nothing has really helped. I still have chronic pain but they are less of a bother now I 

have my stoma. As nothing (i.e. faeces) has to go by them. " 
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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) 

500 words maximum 
 
 

This is a highly innovative technology, in the context of current suboptimal treatments for this 

debilitating complication of Crohn’s Disease, and has the potential to represent a step-change in 

its management. This medicine would increase treatment options, especially for those who 

cannot tolerate or have found current drug treatments ineffective or for those for whom 

surgical options have not offered any significant benefit beyond draining abscesses. 

 
“If I was eligible for the new treatment, then it would give me another option for them to try 

before the surgery is the only option. Infliximab is not healing the fistulas so there will be 

surgery in my near future and the likelihood of the fistulas flaring up is probably very high once 

the day comes that infliximab no longer works.” 

 
“So far I've had 6 surgeries in the past 10 months and all these are doing are treating the 

symptom of the abscesses when they appear by draining them and helping them to drain 

further with setons.” 

 
The management of treatment such as infusion therapy and drug monitoring for 
immunosuppressants such as azathioprine can impact significantly on patients' lives and work 
requiring regular attendance at hospital and GP and additional travel costs. Some patients find 
the prospect of subcutaneous injection unacceptable, or unpleasant. Home delivery has to be 
managed and the need to store these drugs at an appropriate temperature can impact on travel 
plans. 

 

The fact that this medicine is delivered under anaesthetic during a routine EUA would have 
significant benefits to the patient in terms of reduced impact on their daily life and reduced 
burden of treatment. 

Additionally, the prospect of long term healing for patients after a single administration of this 
medicine would be absolutely transformative for quality of life. 
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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) 

500 words maximum 
 
 
Again, as daravadstocel offers the possibility of long term fistula healing, the impact on family 
and carers would be enormous. 

As well as providing emotional support and practical support in terms of wound care, help with 
bathing, dressing etc, family and carers often have to accompany their loved one to routine 
appointments including blood monitoring and infusions as well to GP and specialist 
appointments and frequently support them through surgical procedures and the aftercare from 
these. This also places significant pressure on family members or carers in terms of time away 
from work, travel costs etc, not to mention the emotional aspect of seeing loved ones in pain 
and discomfort. 

"My parents had to lift me in and out of the bath, dress me, undress me etc. I was 21 years old 
but weighed just 25kg and wore clothes to fit 9-year old kids. I had virtually no independence 
left at all. The only time I ever left the house was to attend outpatient clinic appointments at the 
hospital. On the long journeys there and back I’d wear plastic nappy pants designed for toddlers 
being potty-trained so that I wouldn’t soil the upholstery in my dad’s car if I leaked faeces or 
fistula pus." 
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6. Are there any disadvantages of the new medicine compared to current standard 

treatments? (See P13 of A Guide for Patient Group Partners) 

 

500 words maximum 
 

Some patients could object to the use of stem cells and, if only available in certain hospitals or 
Health Boards this might restrict access for some patients that could benefit. However, the 
potential for a successful one-off treatment would be very much welcomed by those who 
currently have no other acceptable treatment options for their perianal fistulas. 

"I have a fistula that is sitting on my sphincter tract and other than a seton, I have had no 
surgery or medication to rectify this, please tell me there are new options for Scottish 
sufferers?" 

"I don’t think there will be any disadvantages, I think only good can come from it. Yes it might 
not work for everyone (just like every other medication) but if it works for some then it would 
be worth it. I’d try any medication to help my fistulas. As long as the side effects weren’t too 
extreme or dangerous. " 



12  

7. Is there any additional information you think may be useful for the SMC 

committee to consider? (Optional) 

 
 

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

Advice Document for this medicine? 

Yes                     No 

500 words maximum 
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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

