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NATIONAL INSTITUTE FOR HEALTH AND CARE 
EXCELLENCE 

Patient/carer organisation submission (STA) 

Daclizumab for treating relapsing-remitting multiple 
sclerosis [ID827] 

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. 



Appendix G – patient/carer organisation submission template 

National Institute for Health and Care Excellence    Page 2 of 15 

Patient/carer organisation submission template (STA) 

1. About you and your organisation 

Your name: Amy Bowen 

Name of your organisation: Multiple Sclerosis Trust  

Your position in the organisation: Director of Service Development 

Brief description of the organisation:  

The MS Trust is a UK charity dedicated to making life better for anyone 

affected by MS.  

The MS Trust is in contact with over 40,000 people affected by MS - that's 

people with MS, their families, friends and the health care professionals who 

help manage MS.  Our core belief is that the best outcomes will come from 

well-informed people with MS making decisions in partnership with their 

specialist health professionals, and our aim is to support both sides of this 

partnership as much as we can.  We provide expert information to help people 

with MS manage their own condition, and, uniquely, we inform and educate 

the health and social care professionals who work with them about best 

practice in MS treatment and care. 

We receive no government funding and rely on donations, fundraising and 

gifts in wills to fund our services. 

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? 

MS is commonly diagnosed between the ages of 20 and 40, at a time when 

people are developing careers, starting families, taking on financial 

obligations.  It is a complex and unpredictable condition which has an impact 

on all aspects of life - physical, emotional, social and economic - not just for 

the person diagnosed with MS, but for their families as well.  These are 

profoundly important to people with MS but are not taken account of in cost 

effectiveness calculations.  It is sometimes mild, frequently relapsing remitting, 
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but often progressive with gradually increasing disability.  Although the degree 

of disability will vary, the uncertainty is universal.  Even in the early stages of 

MS, cognition, quality of life, day-to-day activities and the ability to work can 

be markedly affected. As the disease progresses, increasing disability – such 

as difficulties in walking – imposes a heavy burden on people with MS and on 

their families. It also leads to substantial economic losses for society, owing to 

diminished working capacity. 

Good management of MS can be a huge challenge to health professionals 

because the disease course is unpredictable, symptoms endlessly variable 

and the psychosocial consequences can impact as severely as the physical 

symptoms. People with MS require health services that are responsive to this 

breadth of need and take a holistic view of the condition and its impact on the 

individual and their carers. 

Approximately 80% of people with MS will have relapsing remitting MS 

(RRMS).  MS relapses are unpredictable in onset, severity, type of symptoms, 

and duration.  Recovery is often incomplete, leading to accumulation of 

disability with each successive relapse.  Residual disability may be apparent, 

such as impaired mobility, but may also be less overt, such as depression, 

fatigue, cognitive problems or sexual dysfunction.  The more invisible 

consequences of a relapse can often be overlooked by health professionals, 

family and work colleagues yet impact on quality of life and capacity to remain 

in employment as profoundly as more apparent symptoms.   

Relapses have a significant impact on the ability to work, leading to time off 

work (and potentially loss of employment) both for the person with MS and 

informal carers, resulting in considerable direct and indirect financial burden, 

both for the individual, their family and the state.  They can have a profound 

effect on a person's daily activities, social life and relationships and present 

considerable psychosocial and emotional challenges for both the individual 

and for family and friends.   

In a cash-strapped NHS, the reality is that services to support people coping 

with the effects of a relapse, such as physiotherapy or the provision of 
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equipment or carers, are often limited or non-existent.  The quality of and 

access to care is highly dependent on where someone lives.  Individuals 

contacting the MS Trust frequently report that the urgent access to 

physiotherapists or occupational therapists necessitated by a rapid onset of 

symptoms is rarely possible.  For example, a caller to our enquiry service 

reported a 10 week waiting list to see a physiotherapist for treatment of 

walking problems following a relapse.  As well as prolonging the effect of the 

relapse on someone's life, these delays risk compounding problems, 

introducing further distress to the individual and cost to the NHS. 

Research evidence supports the treatment of people with relapsing remitting 

MS with disease modifying drugs (DMDs) early in the disease to prevent 

axonal damage and irreversible disability.  Current practice in the 

management of RRMS is active and acknowledges that if people with MS 

continue to have relapses while on therapy, this should prompt a discussion 

about switching treatments.  State of the art approach to treating relapsing 

remitting MS aspires to minimal or no evidence of disease activity; signs of 

MS activity trigger a treatment review and escalation to an alternative disease 

modifying drug is considered. 

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. 

People with MS want to live a life free from the impact of their disease. For 

many people, the ultimate goal of taking one of the DMDs is to reduce their 

risk of disease progression and future disability. Inevitably, the frequency and 

severity of relapses rank highly for those with RRMS, not just for the 

disruption and distress that relapses cause, but also because of the risk of 

residual disability and increased chances of conversion to secondary 

progressive MS. Ranking the impact of individual symptoms is difficult and 

ultimately inadequate as the condition varies so widely between individuals.  

People with MS are increasingly aware of the significance of reducing or 

eliminating signs of sub-clinical disease activity in improving long term 
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outcomes. There is a growing recognition that regular clinical evaluation and 

regular MRI scans are required to fully assess MS activity and response to 

DMDs. 

Remaining in employment is of critical importance to people with MS. Within 

10 years of diagnosis, around 50% of people with MS will have left 

employment, with all the associated financial, social and psychological 

consequences. Cost effectiveness calculations do not take account of the 

burden of loss of work on the individual, their family and society.  

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? 

MS care involves a mix of clinical management of symptoms, responsive 

services to manage relapses and other acute deteriorations, therapies 

including physiotherapy and occupational therapy, tailored, evidence based 

information, support for effective self-management and, for those with RRMS, 

access to the range of DMDs and support to make the choice that is right for 

their condition, their lifestyle and their treatment goals. 

A number of DMDs are available for relapsing remitting MS:   

• beta interferons 

• glatiramer acetate  

• teriflunomide  

• dimethyl fumarate 

• fingolimod 

• natalizumab 

• alemtuzumab 

It is not possible to say which of these treatments are preferred; the widening 

range of DMDs gives greater scope for personalised treatments.  If MS 

remains active despite taking one of the DMDs there is more potential to 
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switch to a treatment with a different mechanism of action.  Different 

responses to DMDs from one person to another are not easily captured in 

clinical trial data but are important to address in clinical practice.  

Through different aspects of our work with people affected by MS, we are 

aware that a very wide range of factors can contribute to an individual's 

preferences for treatments. The balance between effectiveness of a drug and 

the risk of side effects are key factors, as is evidence of their effect on the 

underlying course of the condition and their impact on disease progression. 

Other issues will also be important such as the number of years a drug has 

been in routine use, route of administration, tolerability and the impact it has 

on daily life, family and work commitments or plans to start a family. Shared 

decision making which takes account of personal preferences and clinical 

advice will result in selection of a treatment that is best for an individual.  This 

in turn leads to greater adherence and, consequently, effectiveness of the 

DMD.   

People with MS rely heavily on their MS specialist team to provide information 

and guidance to help with treatment choices. MS teams are skilled and 

experienced in helping an individual make the choice that is the best match for 

their level of disease activity, their personal circumstances, their attitude to 

risk and their treatment goals.  

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 

• 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) 
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• 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. 

1. Relapse reduction 

In SELECT, a large phase II study, daclizumab 150mg reduced relapse rates 

to 54% compared to placebo over the 52 week study.  81% of the patients 

taking 150 mg daclizumab were relapse free over the course of the study, 

compared to 64% in the placebo group.   

In DECIDE, a phase III study, the annualised relapse rate for daclizumab was 

0.22 vs interferon beta 1a (Avonex) 0.39, a reduction in relapse rate of 45%. 

At the end of the study (week 144), 67% of those taking daclizumab were 

relapse free, compared to 51% of those taking interferon beta 1a.  

2. Brain lesions 

In the DECIDE trial, daclizumab reduced lesion count by 54% compared to 

interferon beta 1a.  

3.  Reduction in disability progression 

In the SELECT study daclizumab reduced the risk for sustained disability 

progression confirmed at 12 weeks by 57% in the 150-mg dose group 

compared to placebo. 

In DECIDE, daclizumab was slightly more effective than interferon beta 1a at 

reducing the risk of disability progression confirmed at 12 weeks (16% vs 

18%).  Disability progression confirmed at 24 weeks suggested a greater 

effect for daclizumab than interferon beta 1a (13% vs 18% respectively).      

4.  No evidence of disease activity 

In an analysis of DECIDE, daclizumab treated patients were more likely to be 

free of relapses, MRI activity and three month confirmed disability progression 

than beta interferon treated patients.  Kappos L, et al.  Effect of daclizumab 

HYP versus intramuscular interferon beta-1a on no evidence of disease 
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activity in patients with relapsing-remitting multiple sclerosis: analysis of the 

DECIDE study.  Mult Scler J 2015;2(11 Suppl 1) Parallel Session 2:89. 

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

1. Treatment schedule 

Daclizumab is injected subcutaneously once a month at home.  This has 

benefits over other self-injected DMDs which require more frequent injections.  

Once monthly treatment will mean daily routines are not impacted and will 

also mean that injection related side effects are reduced.  This more 

convenient treatment schedule will improve adherence and consequently 

effectiveness of the drug. 

2. Home self-injection 

Being able to inject at home results in less disruption to other activities, for 

example the need for time off work, compared to treatments such as 

natalizumab which require monthly hospital visits for infusions. 

3. Efficacy greater than or equivalent to other first line treatments 

As a first line treatment, for those who prefer self-injection, daclizumab would 

offer greater efficacy.  Daclizumab efficacy appears to be broadly equivalent 

to oral first line treatments such as dimethyl fumarate. 

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. 

None that we are aware of. 

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 

• difficulties in taking or using the treatment (for example, injection rather 
than tablets) 
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• 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. 

There will always be individual preferences about route of administration, 

benefit and risk balance and practicalities linked to daily routines.  Overall, the 

potential risk of side effects from individual drugs tends to be the biggest 

barrier to starting a treatment.  However, the expanding range of DMDs 

means that most people will be able to work with their MS team to agree a 

treatment which is right for them. 

One concern consistently reported by our MS community is the low and 

uneven prescribing of disease modifying drugs, and the slow take-up of newer 

treatments.  Research by the MS Trust has highlighted significant variation in 

treatment rates between prescribing centres 

http://support.mstrust.org.uk/file/Evidence-for-MS-Specialist-Services.pdf p33. 

This is against a backdrop of low overall prescribing rates compared to other 

countries.  

Evidence which the MS Trust plans to publish later this year indicates that 

availability of allied health professionals to ensure multidisciplinary MS 

services is patchy, with many areas having little or no therapy services 

available. This also holds true for neuropsychology services. Overall, equity of 

access to multidisciplinary MS care is of major concern to the MS community. 

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

• some serious side effects have been reported, including severe liver 

injury, skin reactions and other immune-mediated disorders. 
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• requirement for monthly blood tests to monitor liver function.  This will 

require a monthly visit to GP surgery or hospital clinic. 

• self-injection may be unpopular for people with reduced manual 

dexterity or those who have found this difficult with existing self-injected 

DMDs.  However, the injection device used for daclizumab will 

minimise this potential problem. Health professionals will need to train 

people to do their own injections. 

• monthly self-injection may be difficult to remember, raising potential 

issues with adherence.  We would anticipate that this could be 

overcome by advising people on ways to establish a routine or by 

setting up automated reminders, for example by text or email. 

• daclizumab needs to be stored in fridge, which can pose problems for 

some people (for example, those who share accommodation with other 

people). 

• ‘wash-out’ period appears to be longer than for other DMDs, though 

confirmation of this is needed. This could have implications for those 

who have a sub-optimal treatment response and who will need to 

consider switching to another DMD. A prolonged period with no 

treatment would be problematic and risks a rise in disease activity. 

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. 

None that we are aware of.  There will always be individual preferences about 

route of administration, benefit and risk balance and practicalities linked to 

daily routines. 

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. 

We are submitting this response in advance of publication of full prescribing 

information from the EMA. The indication published by CHMP in April 2016 

states "Zinbryta is indicated in adult patients for the treatment of relapsing 

forms of multiple sclerosis". 
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This very open indication means that daclizumab could be used as a first 

treatment as well as an alternative treatment for people who continue to have 

MS activity or intolerable side effects while taking another DMD. 

Guidance from MS neurologists based on real world prescribing experience 

will be critical in positioning daclizumab in terms of treatment sequencing and 

identifying patient groups most likely to benefit. 

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

 

7. Research evidence on patient or carer views of the 

treatment 

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

� Yes  ☐ No 

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. 

Taking any drug in the context of a clinical trial, with greater attention from 

health professionals, will be different from taking it in routine NHS care.  MS 

nurses and other MS professionals will have a key role in promoting 

adherence, and continue to have a key role in managing other symptoms that 

individuals may experience as part of their MS. People will need to be 

informed about side effects and closely supported to avoid early 

discontinuation of treatment. 

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? 

The full range of benefits that daclizumab could have on the lives of people 

with MS are not captured in clinical trials which focus on clinical measures 
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such as relapse rates, brain lesion counts and disability progression.  The less 

frequent administration of daclizumab has the potential to increase adherence 

and reduce injection side effects. The financial and psychosocial impact of 

remaining in work is also not captured or factored into cost effectiveness 

calculations.  

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 
have emerged during routine NHS care? 

 

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  ☐ No 

If yes, please provide references to the relevant studies. 

• Giovannoni G, et al. Brain Health: time matters in multiple sclerosis.  

Oxford Health Policy Forum: Oxford; 2015.   

http://www.msbrainhealth.org/perch/resources/time-matters-in-ms-

report-oct15.pdf   

Expert, evidence-based recommendations aimed at improving 

outcomes for people with MS.  Reviews evidence for early intervention 

and regular monitoring of disease activity. 

 

• Multiple Sclerosis International Federation.  Global MS Employment 

report.  MSIF:London; 2016 

http://www.msif.org/wp-content/uploads/2016/05/Global-MS-

Employment-Report-2016.pdf  

Six out of ten people with MS were still working.  Of those who were 

not, almost half (43%) had stopped working within three years of being 

diagnosed. This figure rose to 70% after ten years. Stable MS and 

treatments (DMDs and symptomatic) were the most important factors 

for enabling people with MS to stay in work. 
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• Multiple Sclerosis International Federation.  MSIF survey on 

employment and MS.  MSIF: London; 2010 

http://www.msif.org/about-ms/day-to-day-living-with-ms/employment-

education-and-ms/employment-and-ms-survey.aspx 

Having stable MS was rated as the most important factor enabling 

people with MS to remain in work.  DMDs were listed as one of the top 

five factors enabling people to remain employed. 

 

• Bevan S, et al.  Ready to Work?  Meeting the Employment and Career 

Aspirations of People with Multiple Sclerosis.  Work Foundation: 

London; 2011  

http://www.theworkfoundation.com/DownloadPublication/Report/289_2

89_MS3.pdf  

This report highlighted the problems faced by people of working age in 

the UK and showed that people with MS lose an average of 18 working 

years, with many dropping out of employment very rapidly after 

diagnosis. 

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:   

• 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. 

None 
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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. 

None 

9. Other issues 

Do you consider the treatment to be innovative? 

� Yes  ☐ No 

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

Daclizumab has a different mechanism of action to other DMDs. Given the 

heterogeneous nature of MS, both in disease course and in response to 

treatments, a broadening range of drugs which work in different ways 

increases the potential for personalisation of treatment.  Daclizumab's 

mechanism of action may make it more appropriate as a follow-on to other 

DMDs. 

Once monthly self-injection offers alternative dosing schedule to other DMDs, 

increasing scope to tailor treatment to individual needs. 

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 
your submission. 

• once-monthly, self-injection provides an alternative dosing schedule 

• daclizumab is an effective DMD; compared to current first line DMDs 

(Avonex) it reduced relapse rates by 45% and lesion counts by 54% 

• some serious side effects (hepatic injury and other immune-mediated 

disorders, including skin reactions) have been reported from clinical trials.  

Patients will need to be counselled about these side effects and adequate 

monitoring put in place. 

• as with other DMDs, an individual and their MS team will need to consider 

the risks and benefits of daclizumab  
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• MS is complex and unpredictable condition which has an impact on all 

aspects of life; early, proactive treatment is essential to prevent future 

disability 


