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Consultation on draft quality standard – deadline for comments 5pm on 20 January 2026

Please email your completed form to: QualityStandards@nice.org.uk

Please read the checklist for submitting comments at the end of this form. We cannot accept forms that are not filled in correctly. 

Use the form to comment on the content of the quality standard (i.e. the statements and other sections e.g. rationale, measures etc.), as well as answer the following questions:
1. Does this draft quality standard accurately reflect the key areas for quality improvement?
2. Can data for the proposed quality measures be collected locally? Please include in your answer any data sources that can be used or reasons why data cannot be collected.

3. Do you think each of the statements in this draft quality standard would be achievable by local services given the net resources needed to deliver them? Please describe any resource requirements that you think would be necessary for any statement. Please describe any potential cost savings or opportunities for disinvestment.

4. Please provide your comments on the equality and health inequalities assessment (EHIA) and the equality and diversity considerations section for each quality statement. Please confirm any issues that have been missed and how they can be addressed by healthcare services and practitioners.


Implementing NICE guidelines

5. What are the challenges to implementing the NICE guidance underpinning this quality standard? Please say why and for whom. Please include any suggestions that could help users overcome these challenges (for example, existing practical resources or national initiatives).
 

Organisation details

	Organisation name
(if you are responding as an individual rather than a registered stakeholder please leave blank)
	Specialised Healthcare Alliance

	Disclosure
Please disclose any past or current, direct or indirect links to, or funding from, the tobacco industry.
	N/A

	Name of person completing form
	Henry Poust

	Supporting the quality standard
Would your organisation like to express an interest in formally supporting this quality standard? More information.
	Yes


Comments on the draft quality standard
	Comment number
	Statement or question number
Or ‘general’ for comments on the whole document
	Comments
Insert each comment in a new row.
Do not paste other tables into this table because your comments could get lost – type directly into this table.

	Example 1
	Statement 1
	This statement may be hard to measure because…

	1
	General
	General comments are provided as part of question 1. 

	2
	Question 1
	Does this draft quality standard accurately reflect the key areas for quality improvement?

The SHCA welcomes the development of this Quality Standard. It covers important areas, from receiving a timely diagnosis to prompt access to treatment, and we welcome the alignment to the four priorities of the UK Rare Diseases Framework.

Our response focuses on how the Quality Standard and accompanying statements will be translated into improvements in patient care across relevant services. Delivery of these statements rests on local services’ ability to collect robust data on each standard across a wide range of rare diseases. However, high-quality sources of data on many rare diseases are lacking, even at the national level. Therefore, to deliver care in line with the quality standard, gaps in data collection in many condition areas will need to be addressed. The statements should also be aligned to the existing national work of NCARDRS to improve the ‘findability’ of people living with rare diseases, with the rare disease data set being developed as part of that shared with individual providers with accompanying guidance on how to use it.

We would welcome clarity from NICE on how the following questions will be addressed:

· How will data on performance against these statements be collected, particularly for those statements where data is not currently collected routinely. For many, the data source is listed as ‘Local data collection’. However there is insufficient clarity on how local services will collect this data, and how it will be shared with ICBs and NHS England to monitor performance and ensure accountability
· Whether data already collected by NHS England through its existing monitoring of specialised services for people with rare diseases, such as through Specialised Services Quality Dashboards, can be used to monitor performance against the statements? Will the statements also be integrated into NICE guidance on individual rare conditions?
· Relatedly, how will NICE and NHS England support local services to monitor performance against the Quality Standard? Will they provide a guidance implementation toolkit for local services to support delivery of the standard?
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	Question 2
	Can data for the proposed quality measures be collected locally?
In some rare conditions, where local services have robust data collection linked to disease registries, collecting and monitoring data against many of these standards will be possible. However for statements such as measuring time to diagnosis, improving information provision and providing a named healthcare professional, this will be challenging to action, as many people living with rare conditions interact with multiple specialties, both in receiving a diagnosis and as part of their routine care. 
Additional guidance will also be required on what data should be collected for many of these standards and how. For QS 2 for example, People with a suspected rare disease that remains undiagnosed after diagnostic investigations are recognised as a distinct patient group by healthcare services and are on a care pathway to support future diagnosis, the SHCA would welcome clarity on how this data will be aggregated, updated and used (NICE state data can be collected from information recorded locally by healthcare professionals and provider organisations).

Data collection will be challenging for some patients due to the number of specialities they are often referred to before receiving a diagnosis. Similarly, if patient record data is used as the primary measure, it will be important to set out who is the accountable body is for this data collection, as patients will often move between different trusts and ICBs as part of the diagnosis journey. Strengthening rare disease PROMs/PREMs will also be important in ensuring feasibility of delivering the standards.

On holistic care, the support listed here is very broad, so guidance will be required on what data needs to be collected, and how it will be joined up across different specialtie. The source provided by NICE is Evidence can be collected from information recorded locally by provider organisations, for example from clinical pathways, and the SHCA believes this will need to be expanded on for service provision to be effectively monitored and improved.

As part of the statement on access to treatment, NICE acknowledges Access to new treatments for rare disease can be restricted because of a lack of awareness amongst health professionals and where a person lives. To monitor this, the SHCA would like to see NHS England repeat the analysis of uptake of drugs in highly specialised services, so geographic equity in uptake can be measured, and data shared with local commissioners. Work here should also be joined up with wider NICE action to improve the local uptake of NICE guidance on specific treatments.

As part of the standards on both diagnosis and treatment, the SHCA would also like to see a stronger focus on genetic testing, linked to the commitments in the 10-Year Health Plan, referencing the importance of access to genomic testing, variant interpretation, and genetic counselling.
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	Question 3
	Do you think each of the statements in this draft quality standard would be achievable by local services given the net resources needed to deliver them? Please describe any resource requirements that you think would be necessary for any statement. Please describe any potential cost savings or opportunities for disinvestment.
Many of the statements are linked to existing national standards and will feature in individual service specifications. However given the breadth of rare conditions, additional detail on how they should be delivered, and what good performance against the statement looks like, will be required.
For QS 3 on information provision, commissioners are asked to ensure that they maintain lists of up-to-date information on rare diseases and available holistic support. It will be important support is provided for NHS trusts to action this request, with toolkits setting out the types of information that need to be provided, with national guidance on how information is then disseminated to HCPs.
On providing patients with clear and accurate information to aid self-management, it would be helpful for NICE to provide detail on the responsibility of different groups for collecting and monitoring this data, alongside accompanying guidance. How will HCPs be provided with support to action the standard, which states they should ‘know where to find information on rare diseases and available holistic support and provide this to people undergoing diagnosis for a rare disease, with a newly diagnosed rare disease or with a suspected rare disease that remains undiagnosed after diagnostic investigations.’ In some rare diseases this will be easier to manage, where existing care pathways are established, though in ultra rare conditions this will be difficult. 
On the statement on named healthcare professionals, the objective here is welcomed. However delivery will require guidance for local healthcare services on what this role entails, and who should provide it – particularly in rare conditions where patients have their care coordinated across multiple specialties. This is an area where a guidance implementation toolkit would be particularly helpful. Currently the data source is local data collection, and effective delivery will need this to be expanded on.
On holistic care, existing provision is currently variable on access to psychological and emotional support. The quality standard requires ‘Evidence of local arrangements to ensure that people diagnosed with a rare disease or with a suspected rare disease that remains undiagnosed after diagnostic investigations have physical, psychological and emotional support needs assessed at key points on the care pathway.’ Whilst the SHCA strongly welcomes the focus on widening the provision of support here, increased provision is necessary for local delivery to be improved. The SHCA found that only 12% of our members described current mental health provision for the rare disease community as good.
For the standard on clinical trials, there are currently many challenges to the set-up of local clinical trials and patient recruitment, that have been well documented in national reports such as the O’Shaughnessy review. For increases to the proportion of people with a rare disease offered the opportunity to take part in trials to be achieved, actions aimed at addressing these challenges will be required.
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	Question 4
	Do you have any comments on the equality and health inequalities assessment (EHIA) and the equality and diversity considerations section for each quality statement? Please include any issues that have been missed and how they can be addressed by healthcare services and practitioners.
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	Question 5
	What are the challenges to implementing the NICE guidance underpinning this quality standard? Please say why and for whom. Please include any suggestions that could help users overcome these challenges (for example, existing practical resources or national initiatives).

The SHCA has integrated many of these challenges into the above answers. They include:

· The numbers of specialties people living with rare conditions interact with as part of their care and treatment, and the challenges providers will have in collecting and aggregating data across these specialties. Existing data collection is fragmented, and delivery will require guidance from NHS England on how the statements can be delivered
· Limited awareness among HCPs of rare diseases. The QS on information sharing is welcomed, but NICE will need to be realistic on what is possible for commissioners and providers in actioning this standard for many rare and ultra rare conditions. Given the alignment of this standard to the Rare Diseases Framework priority on raising awareness of rare diseases among health professionals, it is important NICE aligns to the existing national workstreams underway in this area, as well as DHSC’s Independent Advisory Group on the same subject
· Variable provision in areas such as psychological support. The SHCA’s report, Are You OK?, makes clear the variable support available for people living with rare conditions and their families. Local services will require increased support to deliver on the relevant quality statement here
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	Statement 1
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Insert more rows as needed
Checklist for submitting comments
· Use this form and submit it as a Word document (not a PDF).
· Complete the disclosure about links with, or funding from, the tobacco industry.
· Combine all comments from your organisation into 1 response. We cannot accept more than 1 response from each organisation. 
· Do not paste other tables into this table – type directly into the table.
· Clearly mark any confidential information or other material that you do not wish to be made public. Also, ensure you state in your email to NICE that your submission includes confidential comments.
· Do not include medical information about yourself or another person from which you or the person could be identified. 
· Spell out any abbreviations you use

Please return to QualityStandards@nice.org.uk 
NICE reserves the right to summarise and edit comments received during consultations, or not to publish them at all, where in the reasonable opinion of NICE, the comments are voluminous, publication would be unlawful or publication would be otherwise inappropriate.

Comments received from registered stakeholders and respondents during our stakeholder engagements are published in the interests of openness and transparency, and to promote understanding of how recommendations are developed. The comments are published as a record of the comments we received, and are not endorsed by NICE, its officers or advisory Committees.
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