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	1000
	ABPI


	General
	
	The ABPI welcomes the opportunity to comment on this draft manual. We recognise that NICE, like all other NHS organisations, is under pressure to conduct its business more efficiently and support efforts to streamline processes in ways that improve efficiency and do not compromise quality. It is our view that this update of the NICE guidelines manual does this and provides the opportunity to join up different areas of NHS policy and guidance. 

Our detailed comments are given below. 


	Noted, thank you


	1001
	ABPI


	General
	
	ABPI is generally supportive of the proposed changes because it maintains existing interactions and timelines for engagement with all appropriate stakeholders, including manufacturers, which is highly important when developing guidelines.   
	Noted, thank you

	1002
	ABPI


	1.4
	9
	Under this section NICE acknowledges that for some topics there is little evidence from scientific studies, evidence is weak or contradictory. We welcome NICE’s stance that they will look for evidence from other sources For example, adopting a pragmatic stance such as the use of real world data.  Manufacturers are an important source of such evidence.
As the perspective of the EU and UK regulatory authorities broadens to permit new medicines to be made available to patients earlier and with NHS England (NHSE) planning new access initiatives such as Commissioning through Evaluation (CtE), evidence bases are changing. ABPI would request that  NICE give: 

Give consideration to all new data sources that can inform  guidelines 

Have flexible processes to be responsive to and take into account new evidence and data sources that are available from manufacturers and data generated via CtE and the Systemic Anticancer Data (SACT) base
	Thank you and we offer different options to access data, such as a call for evidence where appropriate.

	1003
	ABPI


	2.3
	203

-204
	Line 203 states that “registered stakeholders may be invited to the scoping workshop….”

ABPI believe that stakeholders should always be offered the opportunity to attend the scoping workshop and the wording should reflect this such that it reads, 

“registered stakeholders should be invited to the scoping workshop…” 
	Use of the word ‘may’ here reflects the fact that for some topics a scoping workshop is not required, and adds significant time to the development period required for a guideline. 

Examples of when a workshop may be held include a referral in a new area, a new audience for NICE guidelines and a guideline topic or an area of practice with unique complexities. 

NICE staff with responsibility for quality assurance decide whether, and when, to hold a scoping workshop, and document the rationale for the decision.

The manual also indicates that ‘If effective management of a workshop with large numbers of stakeholders is not practical, NICE may specify groups or roles of stakeholders who are needed to attend.’
This is for practical reasons, and is expected to be applied in limited cases.

	1004
	ABPI


	5.9
	86
	NICE are proposing to only publish details of the search as part of the consultation on the draft guideline. This is a change from the 2012 methods guide for clinical guidelines, which allowed publication of the search strategies on the NICE website 5-7 weeks before consultation on the guideline. This change will limit the quality of the responses from stakeholders, as this will reduce the amount of time that stakeholders will be able to check and validate searches undertaken for the guideline.   

ABPI would ask that NICE continue to allow search strategies to be released 5-7 weeks prior to consultation.
	Text amended

Following established research governance mechanisms, the review protocol, including the search protocol, will be published on the NICE website at least 6 weeks prior to the release of the draft guideline. Search strategies will be available at the point of guideline consultation.

4.5 ‘The review protocol is published on the NICE website at least 6 weeks prior to the release of the draft guideline.’

	1005
	ABPI


	8.1
	151
	Line 14 Significant New Medicine: We note that if a first assessment of a significant new medicine or significant licence extension for an existing medicine is proposed to take place within a clinical guideline, this can only be done following agreement by both the manufacturer and Department of Health. We welcome this approach, and recommend that in these cases believe the technology should be accompanied by a mandatory NHS funding requirement as happens following an technology appraisal.
	Noted, thank you.

The funding recommendations for technology appraisals are set by the Department of Health; extending the funding recommendation to technology appraisals developed within guidelines is not within NICE’s control.

	1006
	ABPI


	8.1
	152
	Line 45 Incorporating NICE technology appraisal guidance in a guideline: ABPI welcome the retention of mandatory funding detailed here when a technology is incorporated into a clinical guideline, which will support uptake and access for NICE approved medicines. 

ABPI also recommends that when a technology appraisal is updated within a clinical guideline that these should also retain their mandatory funding. 

If changes to recommendation wording are proposed these must be discussed with NICE’s appraisals programme and agreed by NICE’s Guidance Executive. We believe that this should also be discussed and agreed with the manufacturer, and believe this should be written into the manual.
	Noted, thank you.

The funding recommendations for technology appraisals are set by the Department of Health; extending the funding recommendation to technology appraisals developed within guidelines is not within NICE’s control.

The text around changes to recommendation work has been amended: 8.1 ‘The recommendations from technology appraisal guidance are changed to particularise the recommendation in the context of the guideline that is being developed, if the population or indication is different.’

In these circumstance the technology appraisal recommendation will still exist, and so will the funding direction. Discussion with the manufacturer is therefore not required.

	1007
	ABPI


	9.2
	179

 -181
	This section refers to the use of off label and/or unlicensed use of medicines. We have a number of points to make here: 

ABPI’s position is that off label /unlicensed technologies should not be considered / recommended unless there are no licensed alternatives available. 

In the Draft NICE Guideline – Multiple Sclerosis, which is an update of an original guideline published in 2008 (CG8).  

The guidelines recommend medicine for use outside its product licence, whilst not recommending a licenced medicine for use.

In section 1.6.5 (Pharmacological treatment for MS symptoms) the guideline states, “Offer baclofen or gabapentin7 as a first-line drug for treating spasticity in MS depending on contraindications and the person’s comorbidities and preferences”.  Gabapentin is not licensed for treating spasticity in MS.

In section 1.6.10 the guideline states, “Do not offer nabiximols to treat spasticity in people with MS”.  Nabiximols, i.e. Sativex, is licensed to treat spasticity in people with MS.

Reference 7, referred to in section 1.6.5 in relation to gabapentin, states “At the time of consultation (April 2014), gabapentin did not have a UK marketing authorisation for this indication. 

The guidance states clearly (para 68) that “you may prescribe unlicensed medicines where, on the basis of an assessment of the individual patient, the guidelines conclude, for medical reasons, that it is necessary to do so to meet the specific needs of the patient”; and that “prescribing unlicensed medicines may be necessary where there is no suitably licensed medicine that will meet the patient’s need” (para 69a).

Our conclusion, therefore, is that NICE is recommending for cost reasons use of medicines outside of their licence in preference to a licensed alternative.  
	There is clear guidance in the manual on the use of unlicensed or off-label use, including where licensed alternatives exist.  This wording has been agreed with the MHRA and remains in the final version.

	1008
	ABPI


	9.2
	179

-181

continued
	EU law prohibits the promotion of medicines for unlicensed uses (Art. 87 of Directive 2001/83/EC). Under EU law, the supply of medicines for unauthorised uses is an exception to the requirement that a medicinal product should either have an MA or be used in the context of a clinical trial. Other uses may, at the option of the Member State, be permitted in order to fulfil special needs, in response to a bona fide unsolicited order from a physician for use in treating their individual patient’s special needs (Art. 5.1 of Directive 2001/83/EC). Financial considerations of the healthcare system do not qualify as a special need. The cost of treating a patient with a medicine authorised for a given disease is not relevant criterion to promote off-label use and is contrary to the principle that protection of public health shall be given precedence over economic considerations.

During the consultation process in 2012 ABPI made several points on the use of off label and/or unlicensed medicines.

NICE acknowledged the concern and responded

 “We recognise that further methodological development needs to
 be undertaken to clarify how guideline developers consider off-label or unlicensed medicines during guideline development. Unfortunately this work is outside the remit of the current (minor) update to the Guideline Manual but will be considered for a future update”.

Reviewing the current manual and the proposed manual it appears that no further consideration has been given to this subject. ABPI would call for consideration to be given with the development of this manual and a clear statement included.
	There is clear guidance in the manual on the use of unlicensed or off-label use, including where licensed alternatives exist.  This wording has been agreed with the MHRA and remains in the final version.

We understand that the MHRA are currently looking at this issue, and we will review our position in the light of the outcome of this work.

	1009
	ABPI


	General
	General
	There is little detail as to how VBA will work in practice and what implications it will have on clinical guidelines. ABPI would request that there is a cross reference between VBA and the guideline manual. 


	The NICE Board considered the consultation responses on the NICE Centre for Health Technology Evaluation proposals on value based assessment in September 2014. No changes are planned at the current time and the implications for the guidelines manual of any future changes will be assessed at an appropriate time.

	1010
	Association of Directors of Public Health


	General
	
	The Association of Directors of Public Health (ADPH) is the representative body for Directors of Public Health (DsPH) in the UK. It seeks to improve and protect the health of the population through DPH development, sharing good practice, and policy and advocacy programmes. www.adph.org.uk
ADPH has a strong track record of collaboration with other stakeholders in public health, including those working within the NHS, local authorities and other sectors. 


	Noted, thank you

	1011
	Association of Directors of Public Health


	General
	
	Overview

The Association views the work of NICE, and the Centre for Public Health as absolutely vital to the work of Directors of Public Health and Public Health teams across the UK.

The work of the NICE Centre for Public Health (CPH) is vital in supporting evidence based decision making, commissioning and practice within and across all public health sectors and organisations.

ADPH values the strong engagement between the NICE Centre for Public Health and Directors of Public – and indeed similarly good engagement with the Association itself.
	Noted, thank you

	1012
	Association of Directors of Public Health


	General
	
	Public Health guidance development

In addition to their core guidance, briefings, research and evidence publications, NICE/CPH have been innovative in developing additional tools that support putting information and evidence into practice – this is to be welcomed, as are continuing initiatives that support accessible and practical applications – such as the NICE Pathway.

We would also commend the more recent briefings specifically for the Local Government setting, and the continuing engagement to develop these further. 

It is increasingly important for Directors of Public Health to be able to demonstrate the economic/value for money arguments in support of public health interventions, innovations and practice, and as such we would welcome practical, accessible and adaptable guidance and tools that support these arguments across a wide range of topics and settings.

Similarly, we would welcome continuing development of guidance and tools that support Directors of Public Health and their local authorities to fulfil the potential for significant cross-sectoral/departmental public health innovations and gains; and through integrated pathway approaches.

A new policy priority area being developed by ADPH (in collaboration with the North West DPH Group and other organisations) is addressing the commercial determinants of health. Whilst this incorporates existing work on tobacco, nutrition, alcohol etc., this wider contextual approach may be of interest to NICE CPH in planning future guidance development.

Finally, we would highlight the key role of NICE Centre for Public Health/Health & Social Care Directorate guidance as the integration of health and social care moves forward.


	Noted, thank you

	1013
	AstraZeneca


	General
	
	Thank you for the opportunity to comment on the unified NICE guideline manual.  

We are pleased that engagement with stakeholders is included throughout the process but are disappointed that the scoping workshop is now optional and only held if required.  For clinical guidelines the workshop is a key opportunity for NICE to gather initial input from a range of stakeholder on the draft scope and address any associated issues early in the process.  

Our detailed comments are provided below.


	For some topics a scoping workshop is not required, and adds significant time to the development period required for a guideline. 

Examples of when a workshop may be held include a referral in a new area, a new audience for NICE guidelines and a guideline topic or an area of practice with unique complexities. 

NICE staff with responsibility for quality assurance decide whether, and when, to hold a scoping workshop, and document the rationale for the decision.

The draft scope consultation remains a key opportunity for stakeholder engagement at this stage of guideline development.



	1014
	AstraZeneca


	1.4
	9
	We are pleased to see that  non-RCT data including observational, experimental or qualitative data may also be used to assess effectiveness and would also recommend that reference is also made to the use of:

· real world data including consideration data generated by existing databases such as the Systemic AntiCancer Data (SACT) base and data which may be available from manufacturers

· data generated via Commissioning through Evalution (CtE)
	We have noted the range of data from different sources that can be used.

	1015
	AstraZeneca


	2.3
	30
	Scoping workshop

We are disappointed that a scoping workshop to discuss the draft scope is now optional.  This has been an established step in the clinical guideline programme and provides the ideal forum for registered stakeholder to discuss the draft scope and address key issues early in the process.  We would request that scoping workshops are made a routine part of the process and the text and Figure 1.1 on page 16 amended accordingly.


	For some topics a scoping workshop is not required, and adds significant time to the development period required for a guideline. 

Examples of when a workshop may be held include a referral in a new area, a new audience for NICE guidelines and a guideline topic or an area of practice with unique complexities. 

NICE staff with responsibility for quality assurance decide whether, and when, to hold a scoping workshop, and document the rationale for the decision.

The draft scope consultation remains a key opportunity for stakeholder engagement at this stage of guideline development.



	1016
	AstraZeneca


	2.3
	32
	Identification of potential stakeholders

The opportunity to identify potential stakeholders should be open to all registered stakeholders during the scope consultation stage and not, as stated in the draft guide (line 278 and 279) just to those attending the scoping workshop.


	Text amended

2.3 Registered stakeholders are also encouraged to identify potential stakeholders who are not registered.

	1017
	AstraZeneca


	3.4
	41

/42
	Topic advisor

For consistency all topic specific committees should be required to have a topic advisor irrespective of Committee Chair’s topic expertise.  

In the event this is not deemed feasible clarification is required as to whom within the Committee assumes responsibility for those tasks listed on page 42 (lines 179 to 184) assigned to the topic advisor.


	Text amended

Topic advisors are not required on all Committees – for example, where the Chair is an expert in the topic. Text has been amended to confirm that:

 3.4 ‘Where there is no specifically appointed topic adviser the Committee Chair undertakes these responsibilities’

	1018
	AstraZeneca


	5.5
	84
	Calls for evidence

We would recommend that the calls for evidence stage includes a requirement to write out to stakeholders for details of publications which are in press /development and due to be published within the development timeframe of the clinical guideline.  This will ensure any pending data is considered during the development of the guideline and reduce the level of additional data submitted during the consultation on the draft guideline. 

	The call for evidence is optional; however, stakeholders can provide this information as part of their comments.  In addition, we now recommend that specific questions could be asked at consultation, which for some topics, might include asking for information on details of publications which are in press /development and due to be published within the development timeframe of the clinical guideline

	1019
	AstraZeneca


	8.1
	151
	Assessment of new medicines

We note that the first assessment of a new medicine or a significant licence extension can, with the agreement of the Department of Health and the manufacturer, be carried out through the guideline development process (lines 15 to 18).  Whilst we agree with this approach in the event a new medicine or a significant licence indication is evaluated via the guideline process all resulting recommendations should be associated with mandatory funding as would happen had they been subject to a technology appraisal.

We would also request that specific criteria are developed and published specifying the circumstances in which a new medicine or a significant licence extension can be carried out through the guideline development process.  This will ensure consistency approach.


	Noted, thank you.

The funding recommendations for technology appraisals are set by the Department of Health; extending the funding recommendation to technology appraisals developed within guidelines is not within NICE’s control.

The standard pathway of appraisal of a new medicine or significant license extension is through the technology appraisal process , as indicated in 8.1 ‘A first assessment of a new medicine or a significant licence extension for an existing medicine is usually carried out as a technology appraisal.’

The criteria for undertaking such an assessment within a guideline is agreement with the department of Health and manufacturer.

	1020
	AstraZeneca


	8.1
	151
	Modification of technology appraisal recommendations

The proposal that recommendations from technology appraisal guidance can be modified within a guideline if the population or indication is different (lines 26 and 27), requires further consideration.  We would request that additional text is added stating that any such modifications will only be performed with the agreement of the Department of Health and manufacturer.  In the event a technology appraisal is modified within the context of a clinical guideline the resulting recommendations should be associated with mandatory funding.


	Text amended

8.1 ‘The recommendations from technology appraisal guidance are changed to particularise the recommendation in the context of the guideline that is being developed, if the population or indication is different.’

In these circumstance the technology appraisal recommendation will still exist, and so will the funding direction.

	1021
	AstraZeneca


	8.1
	152
	Updating a technology appraisal within a guideline 

In the event a technology appraisal is updated within the context of a clinical guideline the resulting recommendations should be associated with mandatory funding.


	The manual indicates that:

8.1 ‘A technology appraisal is likely to be suitable for updating in a guideline only if all of the following conditions are met…

- The technology is well established within the NHS. Evidence that a technology is not well established may include the following:

- spending on the technology for the indication that was appraised continues to rise

- there is evidence of unjustified variation across the country in access to the technology

- there is plausible and verifiable information to suggest that the availability of the technology is likely to be reduced if the funding recommendation were removed

It is therefore not necessary to continue the funding recommendation  in the exceptional circumstance of an appraisal being updated within a guideline.

	1022
	AstraZeneca


	9.2
	179

 - 181
	Off-label or unlicensed medicines. 

We fully support the ABPI’s position on consideration of the off label / unlicensed medicine and would reinforce the statement that the Committee should be directed to consider such medicines only when there is no licensed medicine available. 
	There is clear guidance in the manual on the use of unlicensed or off-label use, including where licensed alternatives exist.  This wording has been agreed with the MHRA and remains in the final version.

	1023
	Breast Cancer Campaign


	13.1 
	196
	The manual states that ‘NICE is committed to keeping guidelines current’, however we feel that at present the guideline update process does not allow for guidelines to be updated sufficiently quickly, in line with emerging evidence. 

For example, the Advanced Breast Cancer (diagnosis and treatment) guideline, CG81, currently states that patients should not have a second biopsy when their disease recurs or metastasises to re-assess their ER or HER2 status, and this recommendation has not been updated since the guideline was first issued in 2009. 

However more recent evidence, from 2010 onwards, has shown that when breast cancer recurs or metastasises, the breast cancer subtype can change from what is was in the primary site, and a second biopsy is needed to identify the subtype and therefore the most appropriate course of treatment. We believe strongly that the clinical guideline on advanced breast cancer should be updated to reflect this. However, the guideline is not due to be reviewed until 2015, and we feel that the process currently does not allow for new evidence to be incorporated into existing guidelines rapidly enough. 


	Thank you for your comment. We recognise the importance of keeping NICE guidelines up to date, and are currently developing systems internally to process an increasing number of guideline updates at a faster pace by standing Committee.

We are also considering ways to enable us to react to important evidence / studies as they are published. A pilot project on ‘research-based’ surveillance will be considered by the NICE Board in November 2014, for implementation in April 15. This work will help to inform the future design of the processes and methods for keeping guidelines up to date.

	1024
	Breast Cancer Campaign


	13.4
	206
	We believe that new evidence on the benefits of a second biopsy following recurrence or metastasis in breast cancer (see above) constitutes significant new evidence, and that as this contradicts what is currently recommended in the CG81 guideline, this should be updated sooner than the next scheduled review, due in 2015. 

Yet after a recent review it was decided to undertake a Rapid Update of the guideline focusing only on recommendations for managing lymphoedema, with no plans to include up-to-date evidence on the benefits of a second biopsy. 

We have been informed by NICE that there is no scope for external stakeholders such as charities to contribute to the initial decision on which topics should be considered for a Rapid or Exceptional Update, and that our input is limited to the consultation stage once topics have been selected. 

We feel strongly that the manual should show more clearly the process by which external stakeholders may firstly submit evidence, to ensure that guidelines can be updated according to the most up-to-date new findings, and secondly to participate in the topic selection process.

‘Transparent process and decision-making’ is listed on p.8 of the manual as one of NICE’s core principles; however we feel that the current process for selecting topics to undergo a Rapid or Exceptional Update is not sufficiently transparent. We believe there should be a clearer explanation of how the topic selection aspect of the process is externally transparent.
	Thank your for comments, which have been sent to colleagues internally for inclusion and consideration on the issues log for CH81.

Stakeholders are informed of the decision to update the guideline once this decision has been made. The decision is based on the availability of new evidence, and the rationale is clearly and transparently communicated to stakeholder. To ensure best use of resources, NICE does not request submission of evidence at this stage as this would duplicate the consideration of evidence that is undertaken when the update is developed.

Once the development of the update starts, stakeholders have the opportunity to contribute to development in the same way as for new guidelines. This includes consultation on the scope (where this has been modified), contribution to any call for evidence, and consultation on the draft guideline.



	1025
	British Association of Dermatologists


	General
	
	The document is too long to be well-written and to maintain perspective.
	As set out in the introduction:

1.2 ‘This manual explains the processes and methods NICE uses for developing and updating NICE guidelines. It is primarily for:

· NICE staff involved in developing guide

· NICE contractors (such as those doing evidence reviews, economic analysis and fieldwork)

· members of the Committees that develop the guidelines (see section 1.5). ‘

Each chapter details a different aspect of guideline development and the length is driven by the need to ensure the clarity and quality of our processes and methods.

Further work has been undertaken to allow ease of navigation through web links and clear headings.

	1026
	British Association of Dermatologists


	General
	
	Navigation within the document could be easier, i.e. links from contents listing to the sections or appendices. A quick guide at the beginning to summarise the basic points and provide an overview would be advantageous.
	On final publication the document will presented in web viewer format, with links between sections. The introduction provides a summary of the key principles of guideline development.

	1027
	British Association of Dermatologists


	1
	16
	Figure 1.1 would be a useful ‘diving board’ into the document if there were embedded links from the figure to the relevant sections of the document.
	On final publication the document will presented in web viewer format, with links between sections.

	1028
	British Association of Dermatologists


	General
	
	Many of the embedded links to other sections of the NICE website didn’t work.
	On final publication the document will presented in web viewer format, with links between sections.

	1029
	British Association of Dermatologists


	General
	
	References and further reading are put together with no indication of what has been used as a reference in the document and what hasn’t.
	References are included in the text where used. However, we have also included further reading for readers who are interested.   We consider these both useful resources so have not distinguished between I the lists – the heading therefore also covers both types of reference.

	1030
	British Association of Dermatologists


	5
	5
	There is a lot of repetition of meaning in the Introduction e.g. line 41 repeats line 5, line 116 repeats line 112.
	We have reviewed the introduction and removed repetition

	1031
	British Association of Dermatologists


	General
	
	It is designed as a document to dip into when you know what you are looking for; anyone who tries to read it from the beginning will give in and probably be put off becoming involved.
	Section 1.2 indicates that ‘This manual explains the processes and methods NICE uses for developing and updating NICE guidelines. It is primarily for:

· NICE staff involved in developing guidelines

· NICE contractors (such as those doing evidence reviews, economic analysis and fieldwork)

· members of the Committees that develop the guidelines (see section 1.5). 

It is also likely to be of interest to a broader audience, including developers of other guidance, stakeholders and users of NICE guidelines.’

Information to support stakeholder participation in guideline development will be published alongside the final manual. 

	1032
	British Association of Dermatologists


	General
	
	NICE should consider how to shorten the time to produce guidelines. Patients, clinicians and the pharmaceutical industry are generally unhappy about the 24-month period; this lengthy document does nothing to help that.
	There is no fixed development time for NICE guidelines, with development taking between 12 and 27 months. The time required will depend on the topic, with large and complex topics requiring more time to produce the same quality output than smaller, simpler topics.

	1033
	Centre for Behaviour Change, UCL


	General
	
	If this manual is covering the development of guidance for clinical practice, public health, social care and medicines practice, there is the potential for their respective profiles, especially public health, to be lost. 

The profiles of evidence informing these different sets of guidance vary greatly and as a result so do the processes for interpreting evidence. Having one development manual covering all might obscure subtle but important differences. 

We recommend that there be a generic manual for those methods that the very different areas have in common but that there should be domain specific sections retained.  This is especially true for public health where methods that are particularly appropriate for, and needed by, the public health domain have been developed by the Public Health Interventions Advisory Group, amongst other NICE committees, over several years.  It makes no sense to lose this internationally ground-breaking work for the sake of corporate uniformity.


	We consider this manual to include the domain specific sections but also to allow their use in any programme depending on the question being addressed and methods needed to answer this.

	1034
	Centre for Behaviour Change, UCL


	General
	
	Throughout there needs to be consistent wording when taking about ‘barriers and facilitators’. Facilitators are also referred to as ‘opportunities’ or ‘levers’.


	We have revised to ensure consistency

	1035
	Centre for Behaviour Change, UCL


	3

line 33


	
	What are the criteria for identifying a potential committee member as having ‘implementation experience’? 


	The criteria are set out in the job descriptions and person specifications for committee members, which are published as part of the corporate guide for recruiting committee members.



	1036
	Changing Faces


	Appendix G
	
	We welcome the proposed processes and the criteria for the inclusion of the views and experiences of service users and families and careres. However we are concerned that the membership only of national organisations and local health watch groups is very narrow and will exclude  key diverse groups of society who are less likely to connect / engage with these groups e.g. patients from low social economic groups, ethnic minorities thus reducing NICE’s capacity to have a comprehensive understanding of all the issues that patients and their families face 
	Text amended

This comment relates to the list of included stakeholders, which has been amended to include:

1.5 local Healthwatch organisations and other local organisations where there is no national group to participate on their behalf

Tha manual already indicates in the following section that:

1.5 Local or regional professional or practitioner groups, and local or regional groups of and for people who use health and social care services cannot register as stakeholders unless there is no national organisation that represents the group’s specific interests. 



	1037
	Changing Faces


	Appendix G
	
	As the UK’s leading  charity that supports the 1.3 million people living with significant disfigurements, Changing Faces  is very pleased to hear that NICE values a wide range of evidence to substantiate the understanding of the condition and its treatment but we would like to see an increased value and emphasis placed on qualitative and colloquial evidence particularly from patients and their families who have extensive insight and experience into living with conditions and often share this through these mechanisms.
	We consider this manual to emphasise the role of qualitative and colloquial evidence as noted.  Please see sections 4.3 and 4.4 for examples.

	1038
	Changing Faces


	Appendix G
	
	it is good to see the involvement of patients and carers throughout the process but feel that the patient involvement within the scoping, interpreting the evidence and formulating the recommednations but feel that this could be strengthened as patient experience is so varied and diverse. Merely being restricted to one specific individual or very few will automatically be limiting and excluding of the very groups that need to be consulted to ensure equity of care.
	Each guideline seeks as wide a perspective on experiences and views as possible – from scoping (scoping workshop and consultation), through development (patient members, reviews of patient experience, expert testimony as appropriate) and consultation on the draft guideline – thus relying on many views rather than those of any one individual.

	1039
	London School of Hygiene and Tropical medicine


	7.5
	
	Currently, the manual does not say anything about interventions related to infectious diseases, which have been estimated to comprise 10-15% of all economic evaluations in the literature. Such evaluations usually need to consider the transmission dynamics of the relevant infectious diseases. Inappropriate models that fail to do so are often used, even though there are algorithms in the literature to describe the kind of model that should be used in different circumstances (eg. Pitman et al. Value in Health 2012; 15:828). A brief mention of this would help to improve the quality of assessments of such interventions.

Hence we suggest the addition of the following to the manual:

“Interventions that alter the transmission of infectious diseases should normally use a transmission dynamic model based on best practice guidelines in the field.”
	NICE does not dictate the modelling approach Developers should use for health economic analysis. When choosing a model Developers need to weigh up the suitability of the modelling approach against resource and time constraints against.

There may be occasions when a simpler modelling approach than a dynamic model would be appropriate for decision making.  

	1040
	Merck Sharp and Dohme


	1.2
	7
	This section mentions the draft for consultation is the first edition of the manual that covers all NICE guidelines, and previously guidelines had been developed using a variety of processes and methods, which are listed. One of the previous processes listed is the “Interim process and methods guide for the clinical guideline rapid updates pilot programme”. Presuming the intention is for the new manual to replace all previous process/methods, we suggest it may be useful to provide additional detail in the manual specifically relating to the rapid update programme, acknowledging the clear differences between the process for a full clinical guideline update and a rapid update (such as no stakeholder consultation prior to final scope being published etc.).  
	The terminology around guideline updates has been revised and the term ‘rapid updates’ is no longer used. Chapter 13 sets out two difference classes of update – full and partial, and describes the different options relating to a new / the original scope:

13.3

‘If a full update of a guideline is needed either:

a new scope is prepared, following the process described in chapter 2, or

the scope of the published guideline is used and stakeholders are informed.

If only part of a guideline needs to be updated, either:

a new scope is prepared, following the process described in chapter 2, or 

parts of the scope of the published guideline are used (as determined by the check of the need for an update), and stakeholders are informed.’



	1041
	Merck Sharp and Dohme


	1.3
	7
	The draft manual states that new guidelines are usually chosen from a referred library of topics for quality standards. Are there any areas of health and social care that are not appropriate for the development of quality standards (in terms of feasibility), and if so, would these areas be de-prioritised for clinical guideline development?
	Generally, areas within NICE’s remit are eligible for the development of quality standards. Exclusions include population screening, vaccination and immunisation, and some other areas.

	1042
	Merck Sharp and Dohme


	2.3
	23
	The draft manual states that the current context report will be published with the final guideline, however, this report may provide useful information for stakeholders involved in consultation on the draft scope. It may therefore be useful for a version of the context report to be released to coincide with the draft scope consultation phase.
	Noted, thank you. The section on understanding the context has been refocused, and contextual information will be included in the scope and guideline in future.

	1043
	Merck Sharp and Dohme


	2.4
	34
	In the case of amendments to the final scope, it is not clear whether further stakeholder engagement would be undertaken, and if so, which factors would influence the decision (i.e. dependent on the magnitude or nature of the required changes to the final scope).
	Text amended

2.4 If a final scope is amended after publication, stakeholders are informed and the revised scope is published on the NICE website. No further consultation on scope would usually be expected.


	1044
	Merck Sharp and Dohme


	5.3
	80
	Conference abstracts are a valuable source of recent data but are not specifically mentioned in the description of sources, although they are referred to in a later section (p.91). Guidance on hand-searching of relevant conference proceedings may help to make evidence searches more comprehensive.
	Text amended

Conference abstracts have been added into the sources description in section 5.3. Sources to consider to identify conference abstracts are included in Appendix F sources for evidence reviews.

	1045
	Merck Sharp and Dohme


	9.2
	177
	In line with BNF and MHRA recommendations around biosimilar prescribing, MSD suggests that it would be appropriate to refer to originator products by their proprietary names (at first and subsequent mentions) where biosimilar products exist in order to minimise confusion. 
	In NICE guidelines, we will refer to the active drug substance.  Where appropriate, we will refer to the relevant NICE Technology Appraisals which will use the name of the active drug substance, including reference products and brand named similar biological medicinal products in its documentation where appropriate to inform clinical decision making and to reflect the remit received from Ministers.

	1046
	Merck Sharp and Dohme


	13.2
	200
	Decisions on whether updates are required will be taken following an assessment of new relevant evidence, other sources of information, and the views of the Committee. Given that these reviews may take place up to 10 years after the publication of the original guideline, the original guideline Committee members (and therefore the expertise base) are likely to change over time. Additional steps may be required to ensure consistency in decision-making.
	Text amended

31.1 ‘Where a significant period of time has passed since the original guideline was published, members of the relevant Quality Standards Advisory Committee, or alternative sources of expertise, may be surveyed.‘

	1047
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	1.5

lines 225-231

AND

Section 3.5

Line 245
	12

44


	Although in our experience voting members of the technical team generally abstain, we do not think it is appropriate that methodologists should not have voting rights. The GDG are likely to have a bias to their particular specialism and having a technical team with less vested interests can be a useful counter-balance especially if the GDG draft recommendations not supported by clinical and cost-effectiveness evidence. 

So, for example, this change to guideline process would mean that the sole expert health economics voice would be lost from formal decision making which would be anomalous with technology appraisals where health economics is represented on standing committees. Given the importance NICE attaches to cost-effectiveness this removal of voice particularly would seem to send out the wrong signals and would make it less likely that recommendations are supported by evidence of cost-effectiveness   

If NCC staff no longer have voting rights will it be possible to appoint at least one member of each committee to give a voice to methodological issues within committee decisions?
	Many Developers are directly employed by NICE, others indirectly. The principle that NICE guidance is developed by independent Committees is eroded by enabling Developers to play a formal part in decision making. The removal of voting rights from Developers affects only some guideline programmes, as in others Developers do not have these rights at present. The change does not prevent the Developer from giving objective views, or diminish their role. However, it does ensure very clear boundaries between assessment and decision making.

Where specific methodological expertise is required on the Committee, this should be included in the Developer’s plans for independent recruitment.

	1048
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	1.5

lines 238-240
	13
	The wording suggests that the Director of Centre for Clinical Practice will have responsibility for appointing but this is not current practice – the Developer currently coordinates recruitment of both Committee Chairs and Committee members.  We suggest that  this could be re-worded as ‘The Centre Director is also responsible for signing off/approving recruitment’

This confusion arises from a larger point further down the page. The roles described within Development (lines 256-273) do not include any reference to Guideline Leads/Senior Leadership roles.  However, Directors, Clinical Directors and Guideline Leads are important members of development teams at NCC-WCH and we suggest reference to these roles could be added for clarity.
	The NICE policy indicates that ‘A non-executive director, the Chairman of the Committee and the relevant Centre Director (or an appointed deputy) will make the appointments.’
The Developer is therefore acting in delegated capacity. 

The policy is hyperlinked within this section.

The manual is written to be independent of the model of operation of guideline development. The staffing structure at NCCs is not included in detail in the description of the Developer as this will vary across Developers.

	1049
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	2.2

line 43
	22
	We agree that topic-specific expertise during scoping is valuable and that flexibility as to exactly who is involved at this stage is important eg inclusion of a lay member in scoping is welcome 
	Noted, thank you

	1050
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	2.3

lines 75-78
	23
	The addition of a section for understanding the context of a scope is a good idea and the ability to back up context with relevant references will increase the validity of the scope as long as chair and other committee members can help to ensure what is included is current.
	Noted, thank you and this will need expert input, which may include the Chair and other committee members.

	1051
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	2.3

lines 79-81
	23
	If conceptual frameworks and/or logic models may be helpful ‘for some guidelines’ how will quality assurance processes determine whether one or both of these are necessary/appropriate for a particular guideline?
	This will be based on the judgment of the developer as to the value of such models.  

	1052
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	2.3

 line 93
	24
	We think that the development of a pathway plan during scoping will be a positive change because this really helps to identify gaps in the scope and ensure that updates are comprehensive.

Currently the NCC-WCH develops a non-digital care pathway in collaboration with the GDG during the development phase and this is included in the full guideline.    

Given the greater involvement of the Pathways team during scoping, is it now necessary for developers to formally include this separate version of the pathway in submitted documents? 
	Thank you. We are pleased to hear your comments about the benefits of considering the pathway at scoping. The algorithm is currently part of the contract with the NCCs. The new approach should enable us to consider whether in the future there is a specific need for an algorithm for a particular topic.  

	1053
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	2.3

line 169
	26
	It would be helpful if the examples in boxes 2.1 (p27) and 2.2 (p29) could be more clearly separated into issues and questions and if the questions followed the PICO format.

The terminology in this section (‘key issues and questions’  line 180, p28) does not align with the current scope template which uses ‘key issues that will be covered’ and ‘review questions’.  We suggest that the terminology used in the scope template is clearer.
	We have kept them together to show the link between issues and questions.  As these are key questions for the guideline, they are not structured but form the basis for structured questions.  We have therefore not changed to a more PICO-style format.

The scope template is being updated and a new version will be available to accompany the guidelines manual when it is implemented.

	1054
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	2.3

lines 207-209
	30
	The option on holding a stakeholder workshop is useful, although these are usually helpful. 

What criteria will NICE staff use to determine whether or not a scoping workshop should be held for a particular guideline related to healthcare? 

Will NCC resources be affected by the decision?
	Examples of when a workshop may be held include a referral in a new area, a new audience for NICE guidelines and a guideline topic or an area of practice with unique complexities. There are no strict criteria: NICE staff with responsibility for quality assurance decide whether, and when, to hold a scoping workshop, and document the rationale for the decision.

Funding will not be affected for the duration of the current contract and is unlikely to be affected in the future.

	1055
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	3.1

lines 31-33


	37
	Mental health expertise – we agree with this inclusion broadly, but suggest that they should be experts/co-optees rather than committee members
	Text amended

3.1 ‘Developers should ensure that all Committees can comprehensively consider mental health aspects of guideline topics (Royal College of Psychiatrists 2013).’

	1056
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	3.3
	39
	The NCC-WCH does not have any experience of working with standing committees with public access to committee meetings but recognises that this is something that we may have to do in future.  

Overall, we regard this as a positive change which clearly aligns well with NICE’s principles of transparency and public participation in guideline development. However, it raises a number of concerns for guidelines related to healthcare.

Training for all committee members and support staff will be necessary including how to deal with disruptive members of the public.

We have some concerns that this could politicise meetings, may discourage committee members participating candidly in meetings and ultimately affect people’s enthusiasm to apply for committee member roles. For example, public scrutiny might discourage those less well versed in statistics to participate in complex discussions about evidence or make lay members less willing to share personal experiences if those experiences have been distressing and/or embarrassing. Committee members may as a result become a bit ‘self-selecting’.

There are also issues with confidentiality. One of the benefits of current closed meetings for guidelines related to healthcare is that committee members feel able to speak openly without fear of recrimination. This is pertinent both to practitioners who may wish to make comments about bad practice that they have witnessed, and to lay members who may wish to speak confidentially about personal clinical conditions. With regard to the point about lay members, there may be particular issues about data protection (i.e. personal medical details not being shared with others).

Also some changes in standardising in-house process in preparing for meetings would be necessary. 
	The NICE SMT decided that topic-specific meetings would not be held in public because of the resource implications.

NICE has experience of holding our Board meetings, all standing advisory committees and appeals in public.  Concerns will not be dismissed, but experience to date is that holding meetings in public does not inhibit Committee discussions.

Where meetings are held in public, Committee members will be trained and the Corporate Office will work through issues raised with Committee members and project teams to provide advice on how to handle those aspects of open meetings which they may find difficult. Preparation for meetings will be included in microtimelines.
Holding committee meetings in public supports NICE’s commitment to openness and transparency in its processes and highlights the rigour of NICE’s  processes. It allows stakeholders and the general public to understand the basis for the acceptance or rejection of the various forms of evidence that are considered and illustrates how Committees take account of the evidence submitted by stakeholders.  

Meetings are divided in Part 1 (where the public can attend) and Part 2 (public excluded) and confidential information can be discussed in the closed session of the meeting.

	1057
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	3.3

 lines 109 - 123
	39-40
	We believe that the maximum number of standing committee members (and of core members) suggested is too large given that this does not seem to include the technical team presence at meetings.  This has resource implications for NCCs and, further, there may be practical issues to do with hosting meetings of this size
	The numbers have been reduced in the final version of the manual.

	1058
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	3.5

line 247-266
	44
	Public meetings – there is no maximum number of public observers stated, but realistically there may be practical limitations on the number of observers that can be accommodated. 
	The number of public observers will depend on the size of the room available. In practice, this ranges between 10-20 public observers.

	1059
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	Appendix D

Line 256-258/Appendix D, point 53
	44
	Whilst a perfunctory public agenda could be made available 20 working days in advance of a committee meeting, it is unlikely that corresponding meeting papers would be available as early as this because Committee meeting agendas (and meeting papers) are usually signed off at pre-meetings taking place 10 working days in advance of the full meeting.
	Draft agendas are placed on the website 20 working days before the meeting.  Final agendas are published closer to the meeting.

	1060
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	4.2

Line 31-37
	55
	It would be useful to explicitly state in the manual, as well as in the scope template, that review questions included in the scope are draft and subject to finalisation with Committee members.
	This is not the case for some Committees, where evidence reviews are contracted out and the contracts are drawn up before the Committee meets for the first time.

	1061
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	4

 box 4.2-4.7
	58
	Although the PICO framework is cited in box 4.1 (p57), not all of the example questions in the boxes that follow use this format.  In particular, in box 4.2 only one question gives a comparator.
	Thank you – however, other frameworks can be used so no changes have been made.

	1062
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	5
	General
	We welcome the changes to this portion of the manual and feel they will result in more robust searches.  However, there is potential for a significant increase in IS staff time and we request this is taken into account in the new microprocess
	Thank you for your comments. We believe that viewed as a whole, the changes will not have a significant impact on resources. There will be some efficiency gains and some areas where changes will need to be absorbed.



	1063
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	5.2

Line 29-30
	80
	What circumstances would require a search protocol to be agreed with NICE? 

This could potentially add significantly to the time taken to agree such protocols
	Text amended

5.2 ‘Search protocols should be developed by the information specialist and agreed with the wider evidence review team and Developer before undertaking a systematic search. They are part of the review protocol (see table 4.1) which is signed off by NICE staff with responsibility for quality assurance.’

The wording of the section has been amended to confirm that the search protocol is part of the wider review protocol that is signed off by NICE QA staff. In some circumstances, for example in operational models where a new evidence review team is contracted for each guideline, the quality assurance of the review protocol may involve scrutiny of the search protocol by the NICE information services team.

	1064
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	5.3
	80
	We welcome the autonomy to choose sources for searching. However, it would be useful to have more detailed guidance on what to consider when selecting sources (interface, access, cost, coverage, etc.). 

Will the rationale for selecting sources need to be recorded in the search protocol?
	Selection should be based on the subject of the review question and the type of evidence sought. We would not be prescriptive about these additional aspects of source selection, leaving these considerations with the review team and professional judgement of the information specialist.

The rationale for selecting sources is only required for supplementary searching.

	1065
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	5.7
	86
	We suggest making quality assurance by second IS ‘best practice’ rather than a required action.  There is currently insufficient staff resource at NCC-WCH to quality assure each primary strategy as described in the manual. This may slow down guideline development without improving quality of guideline products.
	We consider quality assurance of the principal search strategy to be an important step in the guideline development process. 

We believe that viewed as a whole, the changes will not have a significant impact on resources. There will be some efficiency gains and some areas where changes will need to be absorbed.

	1066
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	5.9

lines 230-239
	87
	It would be useful to include a narrative summary of the search process, documenting decisions on why particular terms have been included/excluded, in the required documentation for each search. This would also help with quality assurance.
	Text amended

5.9 ‘search strategies for all sources, annotated to explain any decisions on included and excluded terms which are not self-explanatory.’

	1067
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	6.1

and 6.2

lines 37-39, 52-54, 110 – 112
	90-92
	Requiring title/abstract reviewing, full-article scrutiny and quality assessment to be undertaken by 2 reviewers independently will have resource implications for NCCs as this would be very resource-intensive and not always practical. It may slow down guideline development without improving quality of guideline products.
	Best practice supports this; however, the manual requires consideration only of such an approach which may be more appropriate in some situations rather than others.  Key is documentation about when this was or was not used.

	1068
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	6.3

lines 274-277
	99
	It is not clear whether the applicability statement is required if the GRADE system has been used to appraise evidence because as noted in lines 285-286 this is considered when making judgements on indirectness.  The NCC-WCH are of the view that any further reflections on applicability should be made by the GDG in the LETR.
	This section has been restructured to emphasise this is already part of GRADE but is needed if quality is assessed by individual studies.

	1069
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	6.5

lines 415-425
	103-104
	This paragraph is confusing and seems to require a level of interpretation that would normally be in the LETR.  In particular, we feel that the following sentences overlap with what should be included in the LETR:

“The evidence statements should summarise the key aspects of the evidence that the Committee used to determine recommendations”

“This may also be supported by additional information about aspects of the evidence such as setting, applicability or methodological issues.”
	This has been amended to clarify the distinction from LETR.

	1070
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	6.5

 lines 461-493 
	105-106
	The example of terms to be used in evidence statements are very helpful.
	Noted, thank you

	1071
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	6.7

Box 6.7
	108
	One out of three examples includes a statement on clinical effectiveness.  It is not clear whether or not clinical effectiveness should always be considered or included in evidence statements.
	The exact content of the evidence statements is likely to differ depending on the question being addressed and the information required by the committee.  As such the manual is not prescriptive but gives general guidance on the content.

	1072
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	7

Lines 91-93
	124
	This is slightly confusing. Does it mean that econometric studies may be suited for particular review questions within a guideline rather than for the guideline per se?

Furthermore, it seems to assume prior knowledge of the existence of such studies but surely the database would have to be searched to ascertain this
	It could mean either, or both. We do not think it matters: what would seem to matter is that econometric studies (where relevant) should not be forgotten.

Yes, databases would need to be searched to find the studies (if any) that exist.

	1073
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	7

Lines 271-273

Lines 345-347
	130-132
	Is this repetition intentional?
	Text amended. 7, lines 345 – 347 removed. 

	1074
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	7

Lines 356-365
	132
	I think this needs to be more permissive. Health state utility data is often difficult to find and if any estimate exists in the literature that often has to suffice. Obviously, the source of the estimate should be referenced in the guideline but it may not be practical or possible to detail a mapping function.

Occasionally a “what-if” approach may be necessary where no health state utility exists.
	This is currently permissive as states “When EQ-5D data are not available, they can be estimated by mapping other health-related quality of life measures or health-related benefits observed in the relevant studies to the EQ-5D.”  So it can be done, but is not mandated.

In the absence of relevant utility values (directly measured or sourced from the literature) mapping is recommended in the current methods manuals.

Considerations may be given to a ‘what-if’ approach, however, prior to a ‘what-if’ analysis logical steps are to be taken in line with current methods manual.

	1075
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	Appendix B


	
	Involving children and young people – this is very relevant to our NCC, long overdue and we strongly support this valuable addition to the unified manual.  

What procedures are used to ensure that expert testimony and other evidence obtained via involvement of children and young people is valid and representative of the target group, and how is the quality of such evidence to be assessed and documented?
	Noted, thank you

As with all NICE programmes, the expectation is not that our expert witness are representative of all the people in the target group. Testimony, by its nature, is personal and is intended to provide an insight and a perspective to which the Committee is not otherwise exposed.

The validity of any evidence provided by children and young people will be assessed in the same way as any evidence considered by the Committee.

	1076
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	Appendix G

 – Checklists
	General
	Checklists by study design are probably more manageable than overarching checklists by type of evidence (quantitative or qualitative)
	These have now been revised and examples by study design, with an option for a generic checklist as considered appropriate.

	1077
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	Appendix G 

– Checklists
	General
	The inclusion of external validity is a good addition and it is useful to be able to narratively rate/describe this section. The need for the section on internal validity is not clear as this refers to inherent bias in studies which should have been covered by the preceding sections of the checklist: is the internal validity section intended as a synopsis of preceding sections?
	We have significantly revised this section in order to signpost to other resources rather than recreate or develop checklists that may then be out of date or incorrect.  We hope this addresses your general concern.

	1078
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	Appendix G

 – Checklists for RCTs and cohort studies
	39-42 and 79-82
	There is no consideration of the per cent of participants recruited to the study that actually participated. This is an important element of selection bias which is currently difficult to include in quality rating.
	We have significantly revised this section in order to signpost to other resources rather than recreate or develop checklists that may then be out of date or incorrect.  We hope this addresses your general concern.

	1079
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	Appendix G

 – Checklists for -quantitative intervention studies (p51, line 364) and quantitative studies reporting correlations and associations (p.72, line 716)

 
	51 and 72
	The subheadings “Quality appraisal checklist-quantitative intervention studies” (p.51) and “Quality appraisal checklist-quantitative studies reporting correlations and associations (p.72)” are a bit confusing.  

According to the narratives, the former is used for checking public health intervention studies, while the latter is for “association” or “correlation” studies. However, public health intervention studies (either assessing behaviour interventions or policy implementations) could also examine the “association” or “correlation” between the interventions and outcomes. Many items in the two checklists overlap as well.  

Strictly speaking, “correlation” in statistics infers relationships assessed from cross-sectional studies, while “association” infers relationships assessed from longitudinal or cohort studies. 

There is no checklist for cross-sectional studies, which are useful for estimating disease prevalence. Does this mean that the checklist on p. 72 can be used for cross-sectional studies, as well as for longitudinal? This could confuse reviewers especially considering that there is a separate checklist for cohort studies.    

Cohort and case-control studies also fall into “studies reporting associations”. Clearer definitions for different study types or subheadings mentioned in the appendix are needed 
	We have significantly revised this section in order to signpost to other resources rather than recreate or develop checklists that may then be out of date or incorrect.  We hope this addresses your general concern.

	1080
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	Appendix G line 716 – Checklist for  quantitative studies reporting correlations and associations 

 
	72
	The inclusion of sections for imprecision (e.g. power calculations), contamination, generalisability to the UK and measurement of outcomes (as this can be applied to misclassification bias)/agreement of outcomes is good and much needed. These points would be useful elsewhere, e.g. RCT and cohorts checklists.
	We have significantly revised this section in order to signpost to other resources rather than recreate or develop checklists that may then be out of date or incorrect.  We hope this addresses your general concern.

	1081
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	Appendix G

 -  lines 692 -693
	71
	Were confidence intervals or p values for effect estimates given or possible to calculate?

Were confidence intervals wide or were they sufficiently precise to aid decision-making? If precision is lacking, is this because the study is under-powered?

It would be very useful to have more detailed examples on how to grade for imprecision. In fact, it happens that we have studies reporting mean differences with ranges only, or medians with ranges which complicates the grading process. In these cases, information is lacking so we could downgrade the study because of this, but then we also downgrade studies that report estimates and wide confidence intervals. Are these things on the same level? Should we downgrade in the same way? I think more examples and indications would help. 
	We have significantly revised this section in order to signpost to other resources rather than recreate or develop checklists that may then be out of date or incorrect.  We hope this addresses your general concern.

	1082
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	Appendix G

 – Checklist for cohort studies
	79-82
	Point A1 is generally irrelevant in cohort studies as exposure is pre-determined by study participants: point A2 is the relevant assessment for cohort studies. The most common exception to this is in retrospective studies where e.g. treatment group assignment was based on the time period i.e. pre-1990 one treatment was used, post-1990 another was used.
	We have significantly revised this section in order to signpost to other resources rather than recreate or develop checklists that may then be out of date or incorrect.  We hope this addresses your general concern.

	1083
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	Appendix G

 – Checklist for cohort studies
	79-82
	Points B1 and B2 are usually not applicable in cohort studies. Participants are not allocated in an experimental way therefore clinicians and participants are not blinded/do not need to be blinded. Participants often choose their exposure if it is e.g. a lifestyle factor so will have to report this to investigators so cannot be blinded. When treatment is allocated by clinicians as in retrospective studies they cannot be blinded.
	We have significantly revised this section in order to signpost to other resources rather than recreate or develop checklists that may then be out of date or incorrect.  We hope this addresses your general concern.

	1084
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	Appendix G

 – Checklist for cohort studies
	79-82
	In point C2 the word “intervention” is confusing/not helpful. In addition this information is usually not reported – as treatment is not assigned in an experimental manner/such data may not be/are likely not recorded.
	We have significantly revised this section in order to signpost to other resources rather than recreate or develop checklists that may then be out of date or incorrect.  We hope this addresses your general concern.

	1085
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	Appendix G

 – Checklist for cohort studies
	79-82
	Consideration of the source of comparison groups is of importance for selection bias e.g. internal, general population, external cohort or whether “controls” are from the same population. This in turn also affects generalisability (external validity).
	We have significantly revised this section in order to signpost to other resources rather than recreate or develop checklists that may then be out of date or incorrect.  We hope this addresses your general concern.

	1086
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	Appendix G

 – Checklist for cohort studies
	79-82
	There is no section which considers sources of data in cohorts and any differences in data sources used between groups. This is of particular importance in retrospective or data-linkage studies.
	We have significantly revised this section in order to signpost to other resources rather than recreate or develop checklists that may then be out of date or incorrect.  We hope this addresses your general concern.

	1087
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	Appendix G

 – Checklist for case-control studies
	91-94
	Similar to power/imprecision considerations in RCTs there needs to be consideration of case:control ratios as a measure of efficiency. A study with a less than 1:1 ratio is very inefficient. Ratios should approach at least 1:2 where possible.
	We have significantly revised this section in order to signpost to other resources rather than recreate or develop checklists that may then be out of date or incorrect.  We hope this addresses your general concern.

	1088
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	Appendix G

 – Checklist for case-control studies
	91-94
	Cases and controls should be selected not only from the same population but also in the same way (e.g. both randomly) and be at risk of the disease.
	We have significantly revised this section in order to signpost to other resources rather than recreate or develop checklists that may then be out of date or incorrect.  We hope this addresses your general concern.

	1089
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	Appendix G

 - Methodology checklist: economic evaluations -CBA
	101
	In relation to 1.12, it is not clear what is meant in reference to materiality. This needs to be clearer.
	An explanation of materiality has been added.

	1090
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	Appendix G

 - Methodology checklist: economic evaluations  - CCA
	102
	In relation to 1.5, the question cannot be answered by yes/partly/no, so this question needs to be revised or removed.
	This checklist has now been removed, and additional questions added to a single economic evaluation checklist.

	1091
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	Appendix G 

- Methodology checklist: economic evaluations  - CCA
	102
	In relation to 1.12, it is not clear what is meant in reference to materiality. This needs to be clearer.
	An explanation of materiality has been added.

	1092
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	Appendix G

 - Methodology checklist: economic evaluations  - CCA
	102
	In relation to 1.13, why is this important when CCA can be used to present different outcomes separately? For example, it might be useful to see the change in two generic measures of health related quality of life if there is uncertainty on which measure should be used.
	This checklist has now been removed, and additional questions added to a single economic evaluation checklist.

	1093
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	Appendix G

 - Methodology checklist: economic evaluations  - CCA 
	103
	In relation to 1.16, bullet point 2, is it likely to be applicable when reviewing CCAs?
	This checklist has now been removed, and additional questions added to a single economic evaluation checklist.

	1094
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	Appendix G

 - Methodology checklist: economic evaluations  - CUA
	104
	In relation to 1.3, reference to “social care system” should be re-worded and be more specific that the interest in this question is the applicability of “mode of healthcare delivery”
	This has been revised to cover all care – health and social care.

	1095
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	Appendix G

 - Methodology checklist: economic evaluations - CUA
	104
	In relation to 1.5, the meaning of materiality on its own in the checklist does not fit with the description provided later. This needs to be clearer in the checklist.
	An explanation of materiality has been added, where this I used.

	1096
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	Appendix G

 - Methodology checklist: economic evaluations  - CUA
	104
	In relation to 1.7, also consider adding whether the QALY was derived as stated within the reference case?
	Thank you for your comment. This has been added to the checklist.

	1097
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	Appendix G

 - Methodology checklist: economic evaluations -CUA
	105
	In relation to section 2, an explicit assumption needs to be made that this section is dealing with model-based economic evaluations
	Thank, you for your comment. This is assumed to be implicit in using the checklist.

	1098
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	Appendix G

 - Methodology checklist: economic evaluations  - CUA
	105
	In relation to section 2, this should also make reference to the Philips checklist particularly when assessing model uncertainty.
	The checklists available in the Appendix are examples. Other checklists may be used by Developers if the Developer believes an alternative is more appropriate for the critical appraisal of a study. 

	1099
	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)


	Appendix G

 – Checklist for diagnostic studies
	127- 130
	QUADAS-2 is extremely labour intensive to complete, for example drawing a flow diagram of the primary study. Therefore, additional time or staff resources would be required.
	We have significantly revised this section in order to signpost to other resources rather than recreate or develop checklists that may then be out of date or incorrect.  We hope this addresses your general concern.  However, QUADAS-2 remains as a source for such studies.

	1100
	NHS South Kent Coast CCG


	10.2 
	187
	We have recently responded to the consultation on the Fertility Quality Standard and were disappointed to find out that comments are not responded to individually but themed and responded to as such. In section 10.2 :Principles of responding to stakeholder comments of  the Developing NICE guidelines: the  manual (2014)  it is very clear that responses are considered and responded to separately. We support this approach but are very keen to understand why NICE has this lack of consistency and clarity in their work programme in relation to stakeholder engagement.
	Thank you for your comment. NICE quality standards are derived from either NICE or NICE accredited guidance. As such the development processes, the input required from stakeholders and the associated committee considerations do differ. In the quality standards process, stakeholder engagement and consultation aims to collect evidence of current practice and gauge agreement on the areas in need of quality improvement. The committee can then use these comments to discuss variation in care and whether quality statements would be considered aspirational at a national level. It is not the aim of consultation to invite discussion as to the effectiveness of interventions or approaches already recommended by the guideline. 

As such it was felt more informative to provide stakeholders with detailed minutes that document the discussion by the committee and what their decision was regarding that area for improvement or any amendment to the statement. 

It should be noted that while areas are themed, the committee are provided with all of the individual stakeholder comments, which they can feed into discussion at any point of the committee meeting if they feel that they have not been addressed.

	1101
	NHS Thanet CCG


	10.2 
	187
	We have recently responded to the consultation on the Fertility Quality Standard and were disappointed to find out that comments are not responded to individually but themed and responded to as such. In section 10.2 :Principles of responding to stakeholder comments of  the Developing NICE guidelines: the  manual (2014)  it is very clear that responses are considered and responded to separately. We support this approach but are very keen to understand why NICE has this lack of consistency and clarity in their work programme in relation to stakeholder engagement.
	Thank you for your comment. NICE quality standards are derived from either NICE or NICE accredited guidance. As such the development processes, the input required from stakeholders and the associated committee considerations do differ. In the quality standards process, stakeholder engagement and consultation aims to collect evidence of current practice and gauge agreement on the areas in need of quality improvement. The committee can then use these comments to discuss variation in care and whether quality statements would be considered aspirational at a national level. It is not the aim of consultation to invite discussion as to the effectiveness of interventions or approaches already recommended by the guideline. 

As such it was felt more informative to provide stakeholders with detailed minutes that document the discussion by the committee and what their decision was regarding that area for improvement or any amendment to the statement. 

It should be noted that while areas are themed, the committee are provided with all of the individual stakeholder comments, which they can feed into discussion at any point of the committee meeting if they feel that they have not been addressed.

	1102
	NHS West Kent Coast CCG


	10.2 
	187
	We have recently responded to the consultation on the Fertility Quality Standard and were disappointed to find out that comments are not responded to individually but themed and responded to as such. In section 10.2 :Principles of responding to stakeholder comments of  the Developing NICE guidelines: the  manual (2014)  it is very clear that responses are considered and responded to separately. We support this approach but are very keen to understand why NICE has this lack of consistency and clarity in their work programme in relation to stakeholder engagement.
	Thank you for your comment. NICE quality standards are derived from either NICE or NICE accredited guidance. As such the development processes, the input required from stakeholders and the associated committee considerations do differ. In the quality standards process, stakeholder engagement and consultation aims to collect evidence of current practice and gauge agreement on the areas in need of quality improvement. The committee can then use these comments to discuss variation in care and whether quality statements would be considered aspirational at a national level. It is not the aim of consultation to invite discussion as to the effectiveness of interventions or approaches already recommended by the guideline. 

As such it was felt more informative to provide stakeholders with detailed minutes that document the discussion by the committee and what their decision was regarding that area for improvement or any amendment to the statement. 

It should be noted that while areas are themed, the committee are provided with all of the individual stakeholder comments, which they can feed into discussion at any point of the committee meeting if they feel that they have not been addressed.

	1103
	Pfizer Ltd


	3.1
	36
	We welcome this inclusion from NICE of members from representative bodies when the guidelines are likely to cover systems and processes relevant to the pharmaceutical or medical devices industries – line 23. This is open and transparent in keeping with other NICE processes. Most recently the Guideline development Group for the Medicines Optimisation short clinical guideline included membership from the ABPI.


	Noted, thank you

	1104
	Pfizer Ltd


	4
	88
	Off-label use of licensed medicines - We consider that medicines regulation has been developed in Europe to assess how medicines should be authorised for use and there is clearly a need to ensure that the special position of the regulatory bodies is recognised.  We are keen to ensure that NICE guidelines which are inconsistent with the marketing authorisation cannot be seen to undermine the regulatory framework by inappropriately influencing clinicians’ professional obligation to act in the best interests of their patients. 

Unlike a licensed medicine, the lack of a rigorous regulatory assessment brings into question concerns over the safety and suitability of an unlicensed or off-label medicine. 

We do not believe that unlicensed or off-label medicines should be recommended in NICE guidelines. The only time such a course of action should be permissible is where no clinically appropriate, licensed alternative treatment is available. We would ask that this is clearly articulated in the guide so that line 388 reads, “However there are clinical situations in which the off-label use of a drug may be judged by the prescriber to be in the best clinical interests of the patient where there are no licensed alternatives.”
	There is clear guidance in the manual on the use of unlicensed or off-label use, including where licensed alternatives exist.  This wording has been agreed with the MHRA and remains in the final version.

	1105
	Pfizer Ltd


	5.9
	86
	We note that NICE are proposing to only publish details of the search as part of the consultation on the draft guideline. This is a change from the 2012 methods guide for clinical guidelines, which allowed publication of the search strategies on the NICE website 5-7 weeks before consultation on the guideline. We are concerned that this will limit the quality of the responses from stakeholders, as this will reduce the amount of time that stakeholders will be able to check and validate searches undertaken for the guideline.   

We would ask that NICE allow search strategies to be released 5-7 weeks prior to consultation.
	Text amended

Following established research governance mechanisms, the review protocol, including the search protocol, will be published on the NICE website at least 6 weeks prior to the release of the draft guideline. Search strategies will be available at the point of guideline consultation.

4.5 ‘The review protocol is published on the NICE website at least 6 weeks prior to the release of the draft guideline.’

	1106
	Pfizer Ltd


	7
	General
	We believe that the merging of clinical, public health and social guidelines into one process has led to some inconsistency in the methods depending on the setting of the intervention being evaluated. We realise that there will always be some differences in the approaches employed to determine the cost effectiveness of interventions or programmes across health and social care settings. However, it is apparent from the methods guide that there is less flexibility in the methods for clinical interventions compared to public health and social care interventions, as illustrated in Table 7.1. 

Increasing the flexibility in methods for evaluating the cost effectiveness of clinical interventions will ensure consistency in decision making across guidelines and allow a wider and more accurate assessment of their value to relevant stakeholders. We believe this will help with the implementation of guidelines by local decision makers who will be more readily able to compare and make consistent commissioning decisions across both health and social care.

With regard to the VBA proposals, we have a concern with the lack of detail on the framework for successful application and have called for an explicit goal that ensures VBA leads to improved access to new innovative medicines. We note that there is very little detail concerning how the new VBA framework will be applied to clinical guidelines. We suggest that further references to the new VBA methods are incorporated in the guideline manual to ensure consistency with the health technology programme methods going forward.


	NICE’s methods are underpinned by its Social Value Judgements: principles for the development of NICE guidance. This states that judgements about the acceptability of the intervention as an effective use of NHS resources will specifically take account the presence of strong reasons indicating that the assessment of the change in the quality of life has been inadequately captured, and may therefore misrepresent, the health gain, and innovation that adds demonstrable and distinct substantial benefits that may not have been adequately captured in the measurement of health gain. While the Manual states that decisions about whether to recommend interventions should not be based on cost effectiveness alone, and that the Committee should also take into account other factors, such as the need to prevent discrimination and to promote equity, as well as considering trade-offs between efficient and equitable allocations of resources. Public Health and Social Care guidance use a wider ‘public sector’ perspective to reflect that interventions in these areas can often have significant non-health costs and benefits to the public sector outside the healthcare sector, for example in the criminal justice system, transport sector, or local authorities. For Social Care interventions in particular, health benefits may not be the primary outcomes of interest, but rather increased capability, so such social outcomes would need to be captured within any economic analyses applicable to these areas.

The NICE Board considered the consultation responses on the NICE Centre for Health Technology Evaluation proposals on value based assessment in September 2014. No changes are planned at the current time and the implications for the guidelines manual of any future changes will be assessed at an appropriate time.

	1107
	Pfizer Ltd


	7
	132
	We welcome NICE making the economic model available to stakeholders during consultation. We believes that this is an important element of the guideline development process, which has been incorporated from the 2012 methods guide for clinical guidelines  ensuring the methods used in the economic evaluation are transparent and allow quality of the economic evaluation to be reviewed and validated.
	Noted, thank you

	1108
	Pfizer Ltd


	7
	134
	Line 408 -463– Pfizer notes that different perspectives are suggested for clinical, social care and public health interventions and programmes. We realise that methods used to evaluate healthcare interventions cannot be easily transferred to economic evaluation of social care. However we note that clinical interventions are limited to a NHS and PSS perspective, as a result of ensuring consistency with the methods used in the NICE health technology programme. We suggest that a more flexible holistic approach should be considered when assessing interventions across different settings. This would allow an assessment of wider value that clinical interventions bring to other interested stakeholders to be assessed when implementing guidelines.  
	NICE’s methods are underpinned by its Social Value Judgements: principles for the development of NICE guidance. This states that judgements about the acceptability of the intervention as an effective use of NHS resources will specifically take account the presence of strong reasons indicating that the assessment of the change in the quality of life has been inadequately captured, and may therefore misrepresent, the health gain, and innovation that adds demonstrable and distinct substantial benefits that may not have been adequately captured in the measurement of health gain. While the Manual states that decisions about whether to recommend interventions should not be based on cost effectiveness alone, and that the Committee should also take into account other factors, such as the need to prevent discrimination and to promote equity, as well as considering trade-offs between efficient and equitable allocations of resources. Public Health and Social Care guidance use a wider ‘public sector’ perspective to reflect that interventions in these areas can often have significant non-health costs and benefits to the public sector outside the healthcare sector, for example in the criminal justice system, transport sector, or local authorities. For Social Care interventions in particular, health benefits may not be the primary outcomes of interest, but rather increased capability, so such social outcomes would need to be captured within any economic analyses applicable to these areas.

	1109
	Pfizer Ltd


	8.1
	151
	Line 14 Significant New Medicine: We note that if a first assessment of a significant new medicine or significant licence extension for an existing medicine is proposed to take place within a clinical guideline, this can only be done following agreement by both the manufacturer and Department of Health. We welcome this approach provided that both manufacturer and Department of Health agree, and believe that the technology should be accompanied by mandatory funding as happens following an STA.
	Noted, thank you.

The funding recommendations for technology appraisals are set by the Department of Health; extending the funding recommendation to technology appraisals developed within guidelines is not within NICE’s control.

	1110
	Pfizer Ltd


	8.1
	152
	Line 45 Incorporating NICE technology appraisal guidance in a guideline: We welcome the retention of mandatory funding detailed in here when a technology is incorporated in to a clinical guideline, which will support uptake and access to NICE approved medicines. 

We also believe that when a technology appraisal is updated within clinical guidelines that they should also retain their mandatory funding. 

If changes to recommendation wording are proposed these must be discussed with NICE’s appraisals programme and agreed by NICE’s Guidance Executive. We believe that this should also be discussed and agreed with the manufacturer, and believe this should be written into the manual.
	Noted, thank you.

The manual indicates that:

8.1 ‘A technology appraisal is likely to be suitable for updating in a guideline only if all of the following conditions are met…

- The technology is well established within the NHS. Evidence that a technology is not well established may include the following:

- spending on the technology for the indication that was appraised continues to rise

- there is evidence of unjustified variation across the country in access to the technology

- there is plausible and verifiable information to suggest that the availability of the technology is likely to be reduced if the funding recommendation were removed

It is therefore not necessary to continue the funding recommendation  in the exceptional circumstance of an appraisal being updated within a guideline.

	1111
	Pfizer Ltd


	9.1
	167
	Extrapolation of Evidence:  We appreciate the need to extrapolate evidence in certain circumstances such as the care home example cited here. We do however believe that whilst this might extend to the management setting, it should not extend to the use of unlicenced or off-label use of medicines.   
	“The use of extrapolation must be considered carefully by the Committee, with explicit consideration of the features of the condition or interventions that allow extrapolation “

As such, any extrapolation must be justified and it may be appropriate to do this for medicines outside of license or off-label; however, this would be clearly documented.

	1112
	Pfizer Ltd


	9.2
	179
	Off-label use of licensed medicines – please see our comments above in section 4 p.88
	Noted, thank you

	1113
	Pfizer Ltd


	12.3
	194
	We welcome the use of external partners in development of additional tools and activities, however it is not clear in the manual whether these partners include manufacturers. We believe that manufacturers with an expertise in a particular therapy area should be considered as an external partner in this context and mentioned in the guideline.
	Manufacturers are not explicitly excluded from engagement as an implementation partner, as long as all other criteria are met.

	1114
	Pfizer Ltd


	13.1
	197
	The 2-year, 6-year and 10-year checks – line 48 states that “External queries and comments received since publication of the guideline may also be considered, as may information about guideline implementation and other information (changes in drug licensing, and updated national policy).” We welcome the recommendation that “external comments received since publication may also be considered,” but given the importance of maintaining accurate and relevant guidelines to shape practice, we believe the wording should be strengthened to say “should be considered.” 
	Text amended

13.1 External queries and comments received since publication of the guideline should also be considered, along with information about guideline implementation and other information (changes in medicines licensing, and updated national policy).


	1115
	Jane Munro


	General 


	
	The length of the manual must make it inaccessible to the majority of readers -   could there not be a shortened and simplified version to encourage greater interest in understanding NICE processes?   
	Section 1.2 indicates that ‘This manual explains the processes and methods NICE uses for developing and updating NICE guidelines. It is primarily for:

· NICE staff involved in developing guidelines

· NICE contractors (such as those doing evidence reviews, economic analysis and fieldwork)

· members of the Committees that develop the guidelines (see section 1.5). 

It is also likely to be of interest to a broader audience, including developers of other guidance, stakeholders and users of NICE guidelines.’

Information to support stakeholder participation in guideline development will be published alongside the final manual.

	1116
	Jane Munro


	General 
	
	In the context of recent research and outputs from   the DECIDE project, we think it would have been appropriate for NICE to have incorporated some of their methodology in this manual.  This is particularly relevant to the inclusion of  reviews of qualitative evidence which is now being used in WHO guidelines. 
	NICE is a partner in the DECIDE project which is ongoing and not yet completed.  As such we will incorporate elements of DECIDE when the results are published. We have made reference to the CerQUAL work in Appendix H which was used in the WHO work you highlight.

	1117
	Jane Munro


	General 
	
	‘Quality assurance’   is referred to repeatedly  throughout the document including  listing of the members of the NICE team with responsibility for it,  but  the actual process and methods used for this are very  unclear.  
	Text amended

1.5 ‘Quality assurance by NICE

· NICE staff carry out quality assurance of the guideline to ensure that reviews of the evidence and any economic analysis are up to date, credible, robust and relevant. They also check that there is a valid link between the evidence and the recommendations. These staff may also be responsible for commissioning the Developer. ‘

Inclusion of operational detail of quality assurance mechanisms is beyond the scope of the manual – these are developed on a programme-basis according to the operational model.

	1118
	Jane Munro


	1.5
	10
	The Committee is the independent advisory group that considers the evidence and develops the recommendations, taking into account the views of stakeholders.

There are several committees referred to in this manual - but no mention of the Guideline Development Groups?

	On implementation of the manual the term guideline development group will be obsolete, and the term Committee will be used for all guideline Committees

	1119
	Jane Munro


	2.3

Stage 2 
	24
	Identifying related NICE guidance (both published and in development) is a key element of scoping.

This would appear to be pre-empting recommendations even before the literature search has taken place.

	Thank you for your comment .  The aim of this is to identify where NICE guidance already exists and if so, how will this guideline ‘live’ alongside it – will it update it; replace it; complement it?  So it is not intended to pre-empt recommendations, but to ensure we have a consistent and logical set of guidance across all related NICE content.

	1120
	Jane Munro


	2.3

Stage 2 
	25
	The search should not aim to be exhaustive. It should be based on the need to inform the development of the draft scope and the issues to be discussed at a scoping workshop (if this is held).

The search should focus on identifying high-level information, such as reviews of the evidence. 

This limitation on the search has often led to relevant research not being included at this important stage.
	This limitation is necessary at the scoping stage where we seek to identify evidence to inform the draft scope and provide an overview of the key issues. The aim of searching at this stage is to identify the topics or areas to be covered by the guideline rather than the evidence that will be used to draft recommendations.  However, it should consider how accessible and extensive the evidence base is (at a high level) to inform other development decisions. A full systematic search would be undertaken later in guideline development, once review questions have been confirmed. 



	1121
	Jane Munro


	2.3

Stage 4 
	32
	Despite the repeated  commitment to transparency -  there are several elements  in the guideline development process that are not transparent to the outsider for example 

If a scoping workshop has been held, the Developer (with input from other teams) considers the issues raised and refines the scope.

Where will the ‘consideration of the issues’ and decisions around the refining of the scope be documented? This process is often not clear to members of the scoping workshop.


	Notes of the scoping workshop, which will include the issues that require further consideration, are published alongside the final scope. In addition, stakeholders are encouraged to resubmit comments made during the scoping workshop as part of scope consultation, to ensure that all comments are captured in full. These comments are responded to, along with an indication of how the scope has changed as a result.



	1122
	Jane Munro


	3.4
	
	When a new guideline is allocated to a standing Committee, the core members of the Committee are complemented by up to 5 topic expert members. They have
specialist knowledge of the topic and may include providers, commissioners and practitioners, and should include at least 1 lay member.

The final composition of a topic-specific Committee is agreed by the Developer and NICE staff with a role in guideline quality assurance during scoping.

This does suggest a rather ad hoc system and the actual process remains unclear.


	Each guideline has a different requirement for Committee membership. This section sets out guiding principles for membership that are relevant for all groups, and confirms that the final composition of the Committee is agreed on a case by case basis

	1123
	Jane Munro


	5.5
	84
	The time frame for responding to ‘the call for evidence’

Is too short for most stakeholders to undertake their own literature searches and consequent ability to respond. 
	The aim is not that stakeholders would need to undertake their own searches but to highlight evidence that is unlikely to be picked up through this route.  For example, reports of research undertaken by patient groups, local audits etc…

	1124
	Jane Munro


	5.5
	84
	Registered stakeholders, relevant organisations or individuals approached are only able to submit evidence during a call for evidence, or during guideline consultation.

Evidence submitted at other stages of guideline development is not considered, and the sender is informed.
What does ‘during guideline consultation’ mean here as we know that important evidence often appears after the scoping, but is not considered.  This can lead to the final product not reflecting contemporary evidence.


	During guideline consultation means during the period when the draft guideline is available for consultation.

Evidence that is relevant but published after scoping should be included; however, there is a cutoff prior to publication after which evidence will not generally be considered.  See section 5.10 for details.

	1125
	UK Cochrane Centre


	General 
	
	In recent years, the UK Cochrane Centre (UKCC) and the UK-based Cochrane Review Groups (CRGs) have put much effort and considerable investment into building goodwill and co-operation between NICE and Cochrane.   It would be a shame to see that undone by NICE adopting a dismissive stance about the work of others in general and Cochrane in particular.

We should all be keen to reduce waste in research and avoid duplication of effort, not least because most of the UK-based Cochrane activity is funded by the British tax-payer (predominantly via the National Institute for Health Research).

We believe some parts of the draft document underestimate the potential value that Cochrane systematic reviews can make to your endeavour.  We cite specific instances below. 
	Thank you for your comments. The importance of the close working relationship between NICE and the UK Cochrane Centre is noted, and we agree that reducing duplication of effort should be a key aim of publicly funded bodies. It was not the intention of the manual to dismiss the work undertaken by Cochrane and others. 

References to externally produced systematic reviews have been amended in the manual, to recognise the valuable contribution these can make to guideline development. Your specific points have been responded to below.

	1126
	UK Cochrane Centre


	4.4

Line 451 and onwards
	73 
	“Existing reviews”
Cochrane systematic reviews are high-quality systematic reviews of interventions and diagnostic test accuracy studies.  In the past, we know that they have often been used by NICE in developing Clinical Guidelines.  Indeed, on occasions very extensive use has been made of the information and data contained in Cochrane reviews.  Much effort, and a significant amount of NHS funding, is put into producing the reviews.

Consequently, we are disappointed at the rather dismissive way that systematic reviews are described in lines 452 to 454.  
	Thank you – this section has been revised substantially based on this and other similar comments.

	1127
	UK Cochrane Centre


	4.4

Line 452 and onwards
	
	Line 452:  Existing reviews may include systematic reviews (with or without a meta-analysis) and non-systematic literature reviews.  High-quality systematic reviews (such as Cochrane intervention and diagnostic test accuracy reviews) may be of particular value, but some reviews may only be useful for background information or as additional sources of potentially relevant primary studies.  This is because they

Line 455: “ [bullet] may not always cover the inclusion and exclusion ….etc

Line 458: “[bullet] may group together different outcomes or study types.

Line 460: “[bullet] may include data sets that are difficult or impossible to separate appropriately

Line 461: “[bullet] may not provide enough data to develop recommendations.  For example, some reviews do not include sufficient detail on specific interventions, making it necessary to consult the primary studies.”

“Conversely, some high-quality systematic reviews, such as Cochrane, will be able to provide enhanced data not available in the primary studies, which the authors of the review have obtained by contacting the authors of the primary studies or other related bodies in order to include additional relevant data in their review. In addition, where high-quality reviews are in progress (protocol published) at the time of development of the guideline, in particular Cochrane reviews, contacting, in this instance, the relevant Cochrane Review Group for permission to access pre-publication data, may prove fruitful and enable timely up-to-date information to be considered for inclusion in the guideline.”


	Thank you – this section has been revised substantially based on this and other similar comments.

	1128
	UK Cochrane Centre


	4.4

Line 464 and onwards 
	
	Line 464: Reviews can also be useful…

Line 467-468: …through a critical appraisal of the state of the evidence base. “The guideline review search specialists may also wish to consider the search strategies of high-quality systematic reviews as these may provide useful search approaches for tackling the complexities of how different key concepts might be captured, providing potentially useful search terms and their combinations, which have been carefully tailored for a range of databases.”


	Thank you – this section has been revised substantially based on this and other similar comments.

	1129
	UK Cochrane Centre


	Glossary lines 48-51
	212
	This definition of a Cochrane review is inaccurate.  A better one would be:

“Cochrane review:  A high-quality systematic review of the effectiveness of an intervention or the accuracy of a diagnostic test, produced by the Cochrane Collaboration and published in the Cochrane Library.
	We have revised this as you have suggested

	1130
	UK Cochrane Centre


	Appendix G

:  TABLE at line 3
	34
	The word “review” is used here both for the “systematic review” and the “guideline review” which is potentially very confusing.  This could be mitigated in box number 1 in the first column, 6th row of the table by saying “the systematic review addresses an appropriate and clearly focused question that is relevant to the guideline review question”

The same pattern could be followed in the box below.
	We have significantly revised this section in order to signpost to other resources rather than recreate or develop checklists that may then be out of date or incorrect.  We hope this addresses your general concern.

	1131
	On behalf of the Executive Committee of the Association of Clinical Embryologists (ACE)


	General
	
	The manual for developing NICE guidelines is extremely comprehensive and reads well in plain English.
	Thank you

	1132
	On behalf of the Executive Committee of the Association of Clinical Embryologists (ACE)


	General
	
	ACE continues to believe in the importance of NHS England engaging with NICE to implement published guidelines in their entirety across the country to ensure fair and equal access to best practice services for all.
	Noted, thank you

	1133
	On behalf of the Executive Committee of the Association of Clinical Embryologists (ACE)


	General
	
	ACE recognises the value of NICE guidelines and we wish to support the manual for developing new guidelines, especially in relation to the following points:

· The importance of stakeholder engagement in the process

· The importance of clarity of the rational for decision making during guideline development

· The importance of ensuring a Guideline Development Group (GDG) has appropriate expertise, gravitas and strength in numbers to ensure that the recommendations can be demonstrated to have been appropriately considered

· The importance of lay membership in the GDG process

· The importance of effective review and grading of the available literature, particularly where an evidence base is limited or conflicted

· The importance of flexibility in guideline review processes to ensure that significant and timely changes in clinical practice can be considered even if they were not on the initial roadmap for review

· The importance of a strong and appropriate Chair during the development process

· The importance of the role of independent research


	Thank you, we welcome your involvement.

	1134
	On behalf of the Executive Committee of the Association of Clinical Embryologists (ACE)


	General
	
	These comments and any views expressed have been provided and approved by the Executive Committee of ACE; a professional body representing the interests of Clinical Embryologists and associated fertility scientists working in the fertility sector.  Notification of the consultation process and the deadline for responses was sent out to the membership of the Association and where applicable, views and comments submitted from members have been included in this response.
	Noted, thank you

	1135
	                                                     ASH Scotland


	General
	
	As a registered stakeholder of NICE, ASH Scotland welcomes the opportunity to comment on the consultation regarding a comprehensive edition of the NICE manual that unifies the methods and processes for developing guidelines across a range of topics.

Given our remit as an independent Scottish charity taking action to achieve a healthier Scotland and UK free from the harm and inequalities caused by tobacco , our contribution to the consultation on a comprehensive manual of NICE guidelines focuses on the decision-making process of guideline development and the participation and role of NICE stakeholders.  
	Noted, thank you

	1136
	                                                     ASH Scotland


	General 
	
	While NICE is independent of government operationally, its accountability to the Department of Health and its role as a public health body invites adherence to The World Health Organisation’s Framework Convention on Tobacco Control (FCTC), the World’s first international, legally binding, health treaty (1).  The UK has been a party to the FCTC since 2005, and being party to this treaty carries obligations pertinent to the core principles of NICE as well as the participation of NICE stakeholders.    

Article 5.3 of the WHO FCTC states that: [i]n setting and implementing their public health policies with respect to tobacco control, Parties shall act to protect these policies from commercial and other vested interests of the tobacco industry in accordance with national law.

1 World Health Organisation. Framework Convention on Tobacco Control. Available from: http://www.who.int/fctc/en/ [Accessed 4 June 2014]
	Noted, thank you. Generally, NICE adheres to the WHO FCTC principles.

	1137
	                                                     ASH Scotland


	1.4

line 108
	8
	Within this section listing the core principles by which NICE develops its guidelines, the following line is included: 

‘transparent process and decision-making’

The conflict between the tobacco industry’s commercial and vested interests and public health policy interests gave rise to Article 5.3, the guidelines of which state that the aims of the tobacco industry are ‘fundamentally and irreconcilably’ opposed to those of public health and explicitly reference the tobacco industry’s tactics of using individuals, front groups, and affiliated organisations to further their own interests.  As such tactics are not in line with transparent process and decision-making, we suggest that due care is taken to ensure that the tobacco industry does not influence health policy through NICE consultations.
	Noted, thank you. Generally, NICE adheres to the WHO FCTC principles.



	1138
	                                                     ASH Scotland


	1.5
	11- 12
	With regards as to who may be a registered NICE stakeholder, Article 5.3 guidelines state that interactions with the tobacco industry should occur:

‘only when and to the extent strictly necessary to enable them to effectively regulate the tobacco industry and tobacco products’.  

ASH Scotland suggests strong exclusion of the tobacco industry and its vested interests as stakeholders from all NICE consultations except when the topic is directly related to the practicalities of regulation.  

While commercial industries are free to apply to be registered as a stakeholder of NICE if their interests are affected by their guidelines, particularly when considering the history of an industry such as tobacco, it is critical to exclude them from having any voice in the development of public health policies and guidelines.  Given the well-founded and widespread mistrust regarding the tobacco industry’s motivations and tactics, one of the tobacco industry’s primary strategies has been to increasingly rely on third parties to do their work for them.  Their involvement in funding, either fully or partially, campaigns, front organisations and research endeavours that support their own interests often goes without open disclosure of their role in the activities (2).  The example of the tobacco industry approaching councils across England to discuss local plans to implement NICE Public Health Guidance on tobacco harm reduction illustrates one of their attempts to influence public health policy (2).  

2 See ASH’ s briefing on tobacco industry’s front groups and third party lobbying tactics.  Available at: http://ash.org.uk/files/documents/ASH_835.pdf [accessed 4 June 2014].


	Stakeholders from the tobacco industry are included in the development of relevant NICE guidelines. NICE takes a pragmatic approach to engagement, and sometimes we have needed to hear what the tobacco industry has to say, partly because they may have information we need and partly to defuse  any restraint of trade exclusions.  Tobacco sale is legal and we need to bear this in mind as NICE guidelines are developed.  

	1139
	                                                     ASH Scotland


	2.3


	30
	NICE guidelines note that the views of stakeholders will be sought for the development of a draft scope, and registered stakeholders may be consulted through participation in a workshop, particularly when there is a referral in a new area.  An example of such a new area related to tobacco use and smoking is electronic cigarettes (e-cigarettes). 

As of the 2012 NICE consultation ‘Tobacco - harm-reduction approaches to smoking’, the tobacco companies British American Tobacco, Imperial Tobacco Limited, and Philip Morris Limited were all registered stakeholders.  In recent years all major international tobacco companies operating in the UK, as well as companies recently entering the UK market, have acquired existing e-cigarette companies whilst also developing e-cigarette products themselves (3), and it has been suggested that tobacco industry motives in this field are unlikely to be focused solely on harm reduction and saving lives (4, 5).  

As public health guidance on e-cigarettes is likely to evolve, dependent on emergent research and the implementation of the European Commissions revised Tobacco Products Directive, intensive stakeholder involvement through consultation is probable, and it is likely that the tobacco industry would seek to gain influence through its NICE stakeholder position.

3 See the Tobacco Tactics website for further information: http://www.tobaccotactics.org/index.php/E-cigarettes#Tobacco_Companies_Investing_in_E-cigarettes [accessed 9 June 2014]

4 de Andrade, M., Hastings, G., Angus, K., Dixon, D. and R. Purves.  2013.  The Marketing of Electronic Cigarettes in the UK.  A Report Commissioned by CRUK, available at: http://bit.ly/1kZGtXl
 9 June 2014]

5 Gilmore, A. and S. Peeters.  2013.   Understanding corporations to inform public health policy: the example of tobacco industry interests in harm reduction and reduced risk products.  The Lancet, doi:10.1016/S0140-6736(13)62439-3 .


	Stakeholders from the tobacco industry are included in the development of relevant NICE guidelines. NICE takes a pragmatic approach to engagement, and sometimes we have needed to hear what the tobacco industry has to say, partly because they may have information we need and partly to defuse any restraint of trade exclusions.  

	1140
	                                                     ASH Scotland


	2.3


	30
	Evidence supplied by the tobacco industry is well-understood to be questionable and unreliable; both the British Medical Journal and the European Journal of Public Health refuse to publish any research that is funded partially or wholly by the tobacco industry (6, 7), with the BMJ stating that it was time to ‘stop supporting the now discredited notion that tobacco industry funded research is just like any other research’ (6). 

A review of tobacco industry documents and studies concluded that the tobacco industry attempted to undermine the evidence that second-hand smoke causes cardiovascular disease to fight smoke-free regulations (8), and recently BMJ Open published the results of a critique of the tobacco industry’s evidence opposing standardised packaging, and concluded that largely the evidence either lacked policy relevance or robust quality assessment markers (9).  Therefore, the reliability or robustness of evidence submitted by the tobacco industry to any NICE consultations is likely to be flawed and open to doubt.   

ASH Scotland asks that NICE wholly accept the principles of WHO FCTC Article 5.3, which would exclude their input from consultations on all aspects of public health policy including harm reduction, smoking cessation, and prevention of smoking uptake. 

6 Godlee, F., Malone, R., Timmis, A., Otto, C., Bush, A., Pavord, I., and T. Groves.  2013.  Journal policy on research funded by the tobacco industry.  BMJ 2013; 347: f5193.

7 McKee, M. and P. Allebeck 2014.  ‘Why the European Journal of Public Health will no longer publish tobacco industry-supported research’, European Journal of Public Health 24(2).  

8 Tong, E. and S. Glantz.  2007.  Tobacco Industry Efforts Undermining Evidence Linking Secondhand Smoke With Cardiovascular Disease.  Circulation  doi: 10.1161/​.

9 Hatchard JL, Fooks GJ, Evans-Reeves KA, et al. A critical evaluation of the volume, relevance and quality of evidence submitted by the tobacco industry to oppose standardised packaging of tobacco products. BMJ Open 2014;4: e003757. doi:10.1136/ bmjopen-2013-003757
	All evidence considered during the course of guideline development is subject to the same rigorous analysis, which includes assessment of bias.

	1141
	NICE  Clinical guidelines technical support unit


	2.3

Scoping stage 3
	24
	Identifying “population to be covered” and most important “issues” is often not enough. The scoping review needs to cover the salient clinical, economic, and epidemiological literature. It needs to identify not just “issues” but more specifically the key uncertainties in clinical management, and in particular the key management options. 

There are still too many guidelines where decisions on what the guideline will cover are left until far too late, after the critical evidence reviews have taken place: whereas the scope needs to guide those evidence reviews.

There are also too many guidelines where certain management options were not considered at all, even though they had been extensively discussed in economic and epidemiological literature.  


	The aim of scoping is to identify the issues as you note – and the increased emphasis on current context is intended to improve this process as you outline.  

The scope document itself states the outcomes of many months of discussion around those important points you highlight.

	1142
	NICE  Clinical guidelines technical support unit


	3.0

Committee membership
	36
	In selecting members of committees, particularly topic-specific committees used in clinical guidelines, much greater consideration should be given to academic experts. There are many statisticians, health economists, epidemiologists, and trialists who have special expertise in particular clinical areas. These are people who can not only contribute generally to guideline development, but who can help ensure the academic credibility of the guidelines. 

There have been clinical guidelines where there is a risk that a particular clinical perspective will dominate. These topic-specialist methodologists can also bring a degree of academic independence to the process.


	The manual acknowledges that academic experts are valuable additions to some Committees. Section 3.1 indicates that ’The exact composition of the Committee is tailored to the guideline topic and is agreed by the Developer and NICE staff with a role in guideline quality assurance.’ and in the following paragraph ‘For some guideline topics, it may be important for the Committee to include other types of expert (for example, an epidemiologist, researcher, statistician or economist with specialist knowledge).’



	1143
	NICE  Clinical guidelines technical support unit


	4.3

Diagnostic tests
	60
	In theory yes, the best design may be the RCT. But as these are extremely rare, the methods guide needs to go much further in setting out how to proceed with “2nd best” options. 

In this context it is far from obvious that PICO is very useful ... my understanding is that this is recognised to be the case. 

Sensitivity, specificity, and ROC curves are not enough to tell us how  a test should be used, if it is to be used, - for example, at what cut-off it should be used.


	The manual is not able to define all methods to be used, and we have referred to other definitive sources (such as the Cochrane Handbook).

Re PICO, other systems (such as PPIRT) can be used if considered useful.  This has been clarified.

As above, this section is not intended to cover all methods for DTA reviews and cross references but provide an overview with appropriate sign posting of resources.

	1144
	NICE  Clinical guidelines technical support unit


	6.2

“GRADE” 
	92
	Given the huge amount of time required to “GRADE”, it needs to be explained why this is necessary. Particularly because the GRADE findings are generally consigned to an appendix, and appear to have little impact on recommendations.


	GRADE has direct impact on recommendations through the quality of the evidence.  This section has been restructured to be clearer on its use.

	1145
	NICE  Clinical guidelines technical support unit


	6.5

Line 531

Summarising and present evidence on interventions
	109


	Referring to network meta-analysis (NMA) it is stated that  “The results of this type of analysis should be approached with particular caution”. This is not based on any formal theory or empirical findings and should be deleted. In truth, indirect comparisons can only be problematic if the “direct” evidence from which they are composed in problematic. NMA (mixed treatment comparisons), if performed and checked correctly, are more likely to be reliable than pair-wise meta-analysis because they allow the fundamental assumptions common to all synthesis to be checked.


	Thank you and this refers to a narrative summary of interventions, not the NMA.  However, this has been removed as it is not clear nor adds much…

	1146
	NICE  Clinical guidelines technical support unit


	6.5

Line 523
	109

 -111, 
	The NICE DSU Technical Support Document 2, also details “recognised approaches to meta-analysis” and should be mentioned in the 1st paragraph.

Throughout these pages several paragraphs mention NMA/MTC in turn, some repeat the same information, some contradict each other. Overall the section is confusing on what is being recommended or when NMA can/should be done. These paragraphs should be better integrated to form a coherent set of sentences clearly setting out the position on “indirect” evidence. For example in line 529, mixed or indirect treatment comparisons are mentioned without any previous introduction, then indirect and mixed comparisons are defined/described in lines 549-553.

In lines 564 it states that NMA can be used when “data from head-to-head RCTs are less than ideal”, but in lines 545 is states that they can be used when direct comparisons have not been made. 

In addition, when more than 2 treatment options are being considered (which is the norm in clinical guidelines), a NMA should be the reference case as it is the only way to make coherent decisions on more than 2 treatment options. Additional pairwise meta-analyses should be presented in order to help validate the results from the NMA.


	Thank you and we have revised this section as suggested.

We have added the reference as suggested.

We have clarified terminology earlier in the chapter, and  removed the different situations and replaced them with

When multiple options are being appraised, a network meta-analysis should be considered. Consideration should also be given to presenting pair-wise meta-analyses to help validate the network meta-analysis.

	1147
	NICE  Clinical guidelines technical support unit


	6.5

Line 535
	109
	The call for forest plots is not always useful. Guidelines are often cluttered by the inclusion of dozens of forest plots looking at slightly different outcomes, and/or slightly different time points. In many cases not of these contribute to the recommendations, particularly where NMA and economic analyses have been performed.

It would be far better, in these cases, if the sections given over to endless forest plots were replaced by a carefully considered preliminary analyses explaining how the evidence on different outcomes at different time points had been used, how it had lead to the final analyses used to form recommendations.

This would help readers see how the clinical evidence that drives the recommendations was actually formed. Often there is a yawning gap between the forest plots and the economic analyses.


	We have moved this to after the section on NMA – so is an option if NMA is not done.  The other comments on outcomes etc should be covered in Chapter 4 on defining questions and outcomes.
Regardless of the type of analysis used, there should always be clear links between the evidence for effectiveness and cost-effectiveness.

	1148
	NICE  Clinical guidelines technical support unit


	7.3

Ch 7, economic evidence
	123
	The section on “initial searches”  focuses attention of economic literature that could be used to directly inform recommendations:  this literature must be UK-based, relatively recent, and must have adopted NICE reference case methods. 

This is picked up further in “selecting relevant economic evaluations”

... further sections on the use of checklists and presenting results of economic assessments then follow.

However, it is only very rarely that previous economic assessments can be used to drive recommendations. Going to the trouble of running through quality checklists and summarising the findings of “all” these studies reviewed (as suggested in line 118) seems utterly pointless, as well as exceptionally time consuming.

If it is felt necessary to record which papers were examined and why they were not used to directly formulate recommendations, a single reason should suffice .. such as “not UK-based study”, “no measure of QALYs”, or whatever.


	Text amended

The sections on ‘Searching for economic evidence’ and ‘Assessing the quality of economic evaluations’ have been reviewed. The checklist(s) and summary of findings is only required when the study is included. For excluded studies, the reason for exclusion should be specified.

	1149
	NICE  Clinical guidelines technical support unit


	7.5

Evidence used in bespoke economic evaluations
	128
	The kind of literature review methodology required to support the development of de novo economic models is totally different from the review methods for identifying economic evidence that can inform recommendations directly.

The draft guideline conflates these two utterly different situations.

The methods for de novo model development should be based on the 2013 Methods guide and relevant Technical Support Documents.

 In addition the Templates used in NICE technical appraisals should be used throughout  when de novo modelling is undertaken. This will regularise the evidence search and identification process, and will reduce the risk of arbitrary and unexplained modelling decisions that can seriously damage the credibility and transparency of guidance.

 
	Thank you - We agree that the searches needed to inform economic modelling will differ from those needed for reviewing existing economic evidence. We have moved the text on searches to inform economic modelling to the ‘General principles’ section of the chapter.

We have made reference to the Guide to the methods of technology appraisal, and relevant Technical Support documents from the Decision Support Unit where appropriate.

The guideline manual does not suggest a uniform template because the type of analyses developed in a guideline may not always be a cost-utility analysis.  The template suggested was not considered appropriate for study types other than cost-utility analyses. However, reporting of models should follow principles outlined in the ‘General principles’ section of the chapter.  

	1150
	NICE  Clinical guidelines technical support unit


	7.5

Line 383
	133
	There needs to be a much sharper definition of when a “cost-consequences” approach would be permitted, as these threaten to return us to the post-code lottery.


	Text amended

 “If a cost-utility analysis is not possible, for example when outcomes cannot be expressed using a utility measure such as the QALY, a cost-consequences analysis may be considered.”



	1151
	NICE  Clinical guidelines technical support unit


	13.1

Line 55

Ch 13. Updating Guidelines: the 4 –year and 8-year checks
	198
	These checks should also include checks of the evidence synthesis and economic modelling methodology and consider the possibility that the guideline may need to be updated to ensure compliance with current methodological recommendations and methods guides.
	Text amended

We have added that studies would include economic studies.

Methodological compliance is not a criteria for consideration; however where these leads to a mis-match with new evidence or practice this will be identified, and updated as needed.

	1152
	NICE  Clinical guidelines technical support unit


	General
	
	It is not entirely clear whether this opportunity to comment on the unified manual is also an opportunity to comment on methods themselves, or to comment on the unification of the methods.

The comments above are mainly directed at the methods per se.
	Noted, thank you – the comments submitted on methods have been considered and responded to above

	1153
	Cochrane Pain, Palliative and Supportive Care Review Group


	1.4

Line 115 Using the best available evidence to develop recommendations
	8 
	We invite NICE to contact us during guideline development to find out about relevant reviews that are being prepared for publication (i.e. not yet available on the Cochrane Library) that could potentially inform the guideline.
	Noted, thank you 



	1154
	Cochrane Pain, Palliative and Supportive Care Review Group


	5

Identifying 1 the evidence: literature searching and

2 evidence submission
	79 
	As above. We are happy to inform NICE of relevant, important upcoming new reviews and updates that may not be on the Library at the time of the search.
	Noted, thank you 



	1155
	Cochrane Pain, Palliative and Supportive Care Review Group


	5.8

Line 216 Reference management
	86 
	If guideline development is supported by evidence from included studies from a Cochrane review, we strongly recommend that the Cochrane review itself is also referenced. 
	Thank you and this has been added in section 6.2

If needed, high quality systematic reviews can be updated or their primary studies used as evidence for informing a new review. However, the original systematic review should be cited and its use acknowledged as evidence.

	1156
	Cochrane Pain, Palliative and Supportive Care Review Group


	13.2

Line 88  Deciding whether an update of a guideline is needed
	200 
	We are happy to inform NICE of relevant, important upcoming new reviews and updates that may help update an existing guideline.
	Noted, thank you and the internal team have been informed.



	1157
	Dental Fusion Organisation


	General
	
	The manual should include explicitly some advice on the treatment of observers and media reporters.

The admittance of observers is a fundamental part of the necessary checks and balances on the operation of a committee that is making public health recommendations. It serves to reassure the public that the process is open, transparent and fair. Observers and reports play an important part in feeding back progress to relevant organisations and stakeholder groups and may be pivotal in allowing the work of NIHCE to reach a larger audience including affected practitioners.

NIHCE’s policy to admit observers and media reporters is welcomed, however restrictions are placed on observers and reporters that prevent them from carrying out their function, including but not limited to:

· Requiring each attendee to book AND confirm

· Banning reporting during the meeting (although reporting after the meeting is allowed)

· Banning laptops on the pretence that they cause a disturbance when the Secretary of the meeting and several members are using laptops.

· Banning cellphones and tablets.

· Limiting notes to pencil and paper

· Restricting observers and media from quoting from the meeting

· Failing to offer facilities to observers and media such as a table to write on.

· Failing to allow sufficient time during breaks for observers leave the building and buy refreshments (Committee members do not need to do this).

· Organising extra meetings between the Committee members at short notice (1-2 days) without informing the observers

· Organising ‘breakfast meetings’ of the members at their hotels at which business is discussed and observers and media are not present.

· Having an arbitrary rule as to which documents are given to the media (generally ones they cannot be prevented from seeing such as presentations) and kept secret (all other papers). Having no papers makes following a discussion impossible

These (and other) restrictions render the admittance of observers and media generally meaningless.

Unlike the Committee members, observers may not be sponsored therefore you have a duty of care to make sure that you are not wasting their time.

We recommend

· That observers and media are given a copy of the meeting papers (if necessary to be surrendered after the meeting).

· That you allow quoting from the meeting under the Chatham House Rule which is widely accepted elsewhere.

· That you allow live reporting

· That you issue advice that impromptu ‘off the record’ or ‘breakfast’ meetings are not allowed.

· That you allow the taking of notes on cellphones, tablets and laptops (subject to the Chairman’s right to disallow any activity that may disrupt a meeting).

· That sufficient time is scheduled for refreshments to allow the observers to obtain them.

· That, so far as possible, WiFi is offered to observers and media if it is available to assist in reporting.

We also recommend that you consider undertaking a pilot in which proceedings are recorded and made available in the public domain after the event as an audio recording.
	Thank you for your comments. Public access to meetings is arranged according to the NICE policy on meetings in public, which is currently under review by the Corporate Office. Your comments have been forwarded to the Corporate Office for consideration as part of the review.

	1158
	Dietitians in Obesity Management UK (domUK), a specialist group of the British Dietetic Association


	General
	
	We welcome this timely and comprehensive update. In particular we welcome the emphasis throughout on transparency and clarity. 
	Noted, thank you.

	1159
	Dietitians in Obesity Management UK (domUK), a specialist group of the British Dietetic Association


	1.3 

Choice of guideline topics
	7

And 8
	We note that the priority quality standards have been discussed with stakeholders and agreed with the relevant commissioning body. However this is a key stage in the process which requires additional information in our view. Only those areas initially identified as priority areas will presumably be discussed with stakeholders and commissioning bodies, so how those topics are initially identified as priority areas is critical. We would welcome a very clear descriptor of this process. 
	Further information on the selection and prioritisation of topics is available on the NICE web site.

	1160
	Dietitians in Obesity Management UK (domUK), a specialist group of the British Dietetic Association


	1.3 

Choice of guideline topics
	8
	We note that ‘accredited guidance’ is one of the factors upon which decisions about which topics to develop guidance on is based. We would welcome specific information on what guidance (other than NICE) is accredited by NICE. 
	Text amended 

Information on the accreditation process, and accreditation decisions, are available here:

http://www.nice.org.uk/aboutnice/accreditation/AccreditationProcess.jsp   

This link has been added to the manual



	1161
	Dietitians in Obesity Management UK (domUK), a specialist group of the British Dietetic Association


	2.1

The purpose of the scope
	21

And 22
	We would like to see ‘identify future research needs’ included as part of the purpose/outcome of the scope. 
	Identification of research needs is an important part of guideline development; however, at the scoping stage (as full reviews have not yet been completed) it is not possible to identify such gaps in the evidence base with certainty.

	1162
	Dietitians in Obesity Management UK (domUK), a specialist group of the British Dietetic Association


	3.1 

Introduction. Decision making Committees 
	36
	We note that generally manufacturers of pharmaceutical products or medical devices are not represented on committee due to potential conflicts of interest. We are unclear how this relates to service providers whether private or NHS, who are financially benefitting from an intervention, which also represents a potential conflict of interest?
	Text amended

3.1 In most cases, organisations with a direct commercial interest in interventions or services are not represented on the Committee because of potential conflicts of interest, but they contribute to guideline development as stakeholders.

	1163
	Dietitians in Obesity Management UK (domUK), a specialist group of the British Dietetic Association


	4.0 

Developing review questions and planning the evidence review
	54

-78
	We welcome the clarity and comprehensive nature of this chapter. 
	Noted, thank you

	1164
	Dietitians in Obesity Management UK (domUK), a specialist group of the British Dietetic Association


	9.0 

Developing and wording recommendations and writing the guideline
	164

-184
	We welcome the clarity and comprehensive nature of this chapter, and found it very helpful. 
	Noted, thank you

	1165
	Dietitians in Obesity Management UK (domUK), a specialist group of the British Dietetic Association


	9.0 

Developing and wording recommendations and writing the guideline. Principles of person-centred care.
	171
	We agree that all recommendations should advocate the principles of person-centred care. 
	Noted, thank you

	1166
	Dietitians in Obesity Management UK (domUK), a specialist group of the British Dietetic Association


	9.2 

Wording the recommendations
	171
	We note that NICE uses the term ‘offer’ to reflect a strong recommendation, and feel this may not be apparent to all readers of NICE guidance, especially since many may not read through the entire manual, or may only read the recommendations. We would like to see this highlighted in future NICE guidance to ensure that it is clear to all readers of the guidance.
	This has been clarified in this manual.

	1167
	Dietitians in Obesity Management UK (domUK), a specialist group of the British Dietetic Association


	Appendices

Developing NICE guidelines: the manual appendices A to H
	All
	We found the appendices comprehensive and helpful.
	Noted, thank you

	1168
	Clinical effectiveness unit, Faculty of Sexual and Reproductive Healthcare


	General
	
	The document is comprehensive and clearly outlines the various stages of the NICE methodology for guideline development
	Noted, thank you

	1169
	Clinical effectiveness unit, Faculty of Sexual and Reproductive Healthcare


	General
	
	The manual contains links to useful and relevant sources of additional or clarifying information, with relevant sections being cross-referenced throughout.
	Noted, thank you

	1170
	Clinical effectiveness unit, Faculty of Sexual and Reproductive Healthcare


	2
	
	The scoping section / component of guideline development  could perhaps be more robust. In the past some Faculty of Sexual and Reproductive Healthcare (FSRH) guidelines have not been identified, meaning that there has been conflict between FSRH and NICE recommendations. Perhaps more clarity regarding searching Royal College / professional body websites and the Guideline Clearing House could be included in the appendices.
	NICE may be asked to produce guidance even if other guidance is already available; however, we do try to identify this early in the process through the scoping searches as described.

	1171
	Healthcare Improvement Scotland


	5
	79

 to 88
	According to Section 1.2 of the manual, this edition is intended to replace all previous manuals covering interventions, public health, and social care. Despite that Section 5 reads very much like it is written purely for intervention or diagnostic studies. Other areas get a mention, but the examples all relate to medical databases. Likewise, all the references are to sources relevant to systematic reviews of the medical literature. Appendix F does list a wide range of sources that will cover all areas, but there is no attempt to differentiate which might be most appropriate when dealing with (for example) social care questions.

Search techniques for non-medical topics can be very different from those for medical literature. Medical literature is very well structured and there are well developed techniques to identify appropriate material. Other literature is less well developed, and different approaches are needed.

The previous manual on social care guidance had much greater detail on searching for relevant literature in that area. I understand that in a combined manual it is not necessary to replicate everything from each of the predecessor manuals, but in this particular case I think too much has been omitted. The manual is incomplete in its current format. I suggest recognition in the text that approaches to literature review will vary between topics, and provision of guidance on alternative techniques either here or in an Appendix.
	Text amended

Thank you for your comments. Section 5.4 has been revised to indicate the greater flexibility of approach required for identifying non-medical literature and the challenges associated with identifying literature when the topic may cut across a number of disciplines and/or be harder to find. Changes have also been made to appendix F, with sources organised into broad subject areas.

	1172
	Rotherham, Doncaster and South Humber NHS


	General
	
	Guidance is clear and straight forward
	Noted, thank you

	1173
	St. Oswald’s Hospice


	General
	-
	Your draft makes no mention of ensuring that guidance adheres to legislation and, in particular, capacity legistlation (the 2005 Mental Capacity Act in England and Wales and the Adults with Incapacity Act in Scotland).  As an example of why this is important, NICE have recently produced two scoping documents, one on long term conditions in older people and the other on transitions from children to adult services. Issues around capacity are key elements of decision making in both and yet neither document makes any mention of capacity legislation. Clinical decision making cannot be separated from legal requirements, especially when these provide an excellent clinical decision framework.

The House of Lords recently reported on the poor implementation of the Mental Capacity Act. This is not surprising when major organisations such as NICE continue to ignore capacity legislation.  


	Section 1.4 of the manual, Key principles for developing guidelines, makes reference to ensuring the guideline development process adheres to the equality act and human rights act.

NICE takes these obligations seriously, and considers equality throughout the process of guideline development. An equality impact assessment  is undertaken and published at numerous points during guideline development, where compliance is assessed. 

The Mental Capacity Act does not impose a directly relevant duty on NICE itself. While guidelines in which capacity is a relevant issue may make reference to the Act, the manual does not seek to detail comprehensively all legislation that might be relevant to the wide range of topics on which it develops guidelines. The Mental Capacity Act is therefore not referred to directly in the manual.

	1174
	Member of NICE guideline development committee (CG130)


	3.6 

Code of conduct and declaration of interests

Declaring interests
	45
	The public is rightly concerned about the influence of the Pharmaceutical / Health Industry over NICE decisions. I think this section therefore needs to be more fully explained and the process made more transparent, especially making it clear when members are excluded from voting on decisions about treatment regimens

Some recent draft NICE guidance eg AF contained several heavily conflicted advisory members and there has been recent press interest about voting rights for members with significant conflicts of interest (eg Statins in CVD prevention). The recent BBC “Panorama” programme about payments to Doctors by Pharma again highlights the need for greater transparency.  

The NICE “Code of practice for Declaring and Dealing with Conflicts of Interests” was written in 2007, and not been reviewed since 2008. 

Is it still fit for purpose in 2014? 

Is asking about any conflicted work undertaken in the preceding 12 months a long enough period of time?

As a world leader in producing Clinical Guidelines should NICE not set the benchmark in the future by making it clear that it appoints guideline committee members who are not heavily conflicted?


	The NICE code of practice for declaring and dealing with conflicts of interest is currently undergoing review, and a revised version is due to be considered by the NICE Board for approval in 2014. The unified manual references the code of practice, and the new version will therefore apply as soon as it has been approved. This approach future-proofs the manual and ensures that the most up to date code on conflicts of interest is implemented without the need to update the manual as an when the code changes.



	1175
	CHTE Committee member
	General
	
	Guidelines should be shorter and secondly that the Brief Summary be limited to one page of A4, listing only those points supported by Grade A or B evidence
	We are constantly working on how better to present guidelines, and this work remains ongoing.  However, we no longer use the grading system as suggested.  We do denote the strength of the recommendation using words (see section 9.2)

	1176
	Elcena Jeffers Foundation
	General
	
	EJF is looking for the new improved document  to include real access to assessment and diagnosis. Whatever the disease or illness.
	Note with thanks.

	1177
	British Association of Art Therapists 


	General


	
	We are in support of these proposed Guidelines and fully endorse this update.


	Noted, thank you

	1178
	British Association of Art Therapists 


	Appendences A-H 

Apendix G 
	
	In terms of the methodology checklist for reporting trials, we wonder whether consideration was given to Endorsing the CONSORT Statement 2010.

Significantly we are wondering if consideration was given to including in a methodology checklist, a question relating to the inclusion of data on “harms” as well as benefits of an intervention.
	This section has been substantially revised to highlight examples of validated and robust quality checklists.  As such CONSORT is a reporting standard and does not allow for full assessment of risk of bias.  

Harms are routinely included as important or critical outcomes and as such, would be considered.

	1179
	Bayer plc


	3.3
	39
	It is not clear in which circumstances it would be deemed appropriate to allocate a guideline topic to a standing committee rather than a topic-specific committee. As these committees include only up to 5 topic expert members, rather than the 13-15 members of a topic-specific committee, we suggest that it would be more appropriate that these committees should undertake partial updates of guidelines where no extension of the scope is required, and that more substantive updates and the development of new clinical guidelines should be undertaken by a topic-specific committee with a greater breadth of experience in the relevant clinical area. This should be clarified in the manual.
	It is not possible to set concrete criteria for the use of different types of Committee. However, a continuous programme of work such as a programme of guideline updates or a suite of topics covering a particular area is likely to use a standing Committee. A topic-specific Committee may be chosen when the tasks and time commitment are likely to be more limited (for example, for a single guideline covering a smaller scope).

	1180
	Bayer plc


	3.5

Lines 251-253
	44
	In the interest of NICE’s commitment to openness and transparency we do not agree that public access should be prevented from any guideline committee meetings, and suggest that ‘financial pressures’ does not constitute robust justification for this restriction, as the main requirement is for an additional seating area to be provided in the meeting room.
	Thank for you your comments. As indicated in the manual, NICE is committed to enabling stakeholders and the public to attend guideline Committee meetings. However, NICE, as with all public sector organisations, is under severe financial pressures – which is likely to last for the foreseeable future. The cost pressures of extending the current model of allowing the public to attend in person come from the need to extend this model to at least an additional  300 meetings a year. The majority of these meetings are hosted by Developers external to NICE – their meeting rooms which are large enough to house the Committee, but not the additional seating required for public attendees. The additional costs of hiring external meeting rooms would be significant. Additional staff would also need to be recruited to support these meetings. 

The additional costs of training topic-specific Committee members, who are recruited only for the duration of each guideline (unlike Standing Committee members, who are recruited for a three-year term) drives the decision to hold only standing Committees in public.

NICE is committed to the transparency of guideline development, and is actively investigating ways in which the costs of enabling access to Committee meetings can be reduced. 

	1181
	Bayer plc


	4.3

Lines 90-94
	58
	The manual currently states here that “use of a medicine outside its licensed indication (off-label use) may be considered in some circumstances; for example, if this use is common in the UK, if there is good evidence for this use, or there is no licensed indication.”

We suggest that the above emboldened ‘or’ should be replaced with ‘and’ to more accurately reflect the statement as included on p179 which reads that “off-label use may be recommended if the clinical need cannot be met by a licensed product and there is sufficient evidence and/or experience of using the drug to demonstrate its safety and efficacy to support this.”

This is consistent with the referenced professional guidance from the GMC which states clearly (para 68) that ‘you may prescribe unlicensed medicines where, on the basis of an assessment of the individual patient, you conclude, for medical reasons, that it is necessary to do so to meet the specific needs of the patient’; and that ‘prescribing unlicensed medicines may be necessary where there is no suitably licensed medicine that will meet the patient’s need’ (para 69a).1

(1) 
General Medical Council. Good practice in prescribing and managing medicines and devices (2013). 31 Jan. 2013. Available from: http://www.gmc-uk.org/guidance/ethical_guidance/14316.asp. 
	There is clear guidance in the manual on the use of unlicensed or off-label use, including where licensed alternatives exist.  This wording has been agreed with the MHRA and remains in the final version.

	1182
	Bayer plc


	4.3

Lines 97-102
	59
	Whilst RCTs are often the most appropriate type of study to assess the effects of intervention, when formulating a review question regarding the effectiveness of an intervention, it is also important to consider the wider effectiveness that a medicine shows when used in clinical practice. Observational studies are important to identify clinically important differences between interventions and to provide data on long-term effectiveness and safety,2 therefore should be considered as part of the full body of clinical evidence when evaluating an intervention. Consequently, it is important that systematic literature reviews are not restricted to RCT evidence only.

It is acknowledged under ‘using the best available evidence to develop recommendations’ in the ‘key principles for developing guidelines’ section of this manual that “…other study designs (including observational, experimental or qualitative) may also be used to assess effectiveness”.

(2)
Silverman SL. From randomized controlled trials to observational studies. Am J Med 2009 Feb;122(2):114-20.
	The consideration of appropriate evidence and study design is key to being able to answer the relevant question (such as effectiveness).  RCT evidence alone may address all the issues; but it may not.  The committee and developer should therefore consider what evidence is needed to address the exact question or questions of importance.

	1183
	Bayer plc


	8.6

Lines 158-159
	84
	We strongly disagree that NICE should directly approach the regulatory authorities to release data. The EMA have recently agreed their policy on the proactive publication of clinical trial data that are submitted as part of marketing authorisation applications. If NICE require additional information to that available in the public domain, the marketing authorisation holder should be contacted to ensure appropriate handling of confidential information  
	Any approach to the regulatory authorities would be undertaken as part of an open call for evidence, and would follow usual NICE processes for accessing and presenting any confidential information (see section 5.5).

	1184
	Bayer plc


	7.5

Line 349
	132
	Measuring and valuing effects

In line with technology appraisals, the guideline committee should take other issues not captured by the QALY into account when formulating guideline recommendations. These include, innovation, non-health objectives of the NHS and patient experience.
	NICE’s methods are underpinned by its Social Value Judgements: principles for the development of NICE guidance. This states that judgements about the acceptability of the intervention as an effective use of NHS resources will specifically take account of the presence of strong reasons indicating that the assessment of the change in the quality of life has been inadequately captured, and may therefore misrepresent, the health gain, and innovation that adds demonstrable and distinct substantial benefits that may not have been adequately captured in the measurement of health gain. While the Manual states that decisions about whether to recommend interventions should not be based on cost effectiveness alone, and that the Committee should also take into account other factors, such as the need to prevent discrimination and to promote equity, as well as considering trade-offs between efficient and equitable allocations of resources.

	1185
	Bayer plc


	7.6

Lines 776-782
	148
	Recommendations when there is no economic evidence

We suggest that if a full economic evaluation cannot be undertaken, recommendations should not be made based on simplistic assumptions about cost-effectiveness as this appears to contradict the general principles outlined in section 7.5.

If the area is considered to be of sufficient importance to require a recommendation, an economic analysis should be undertaken.
	Thank you, it is not possible to produce new full economic evaluation for all areas of the guideline for many reasons. This could be because the question is unsuitable for economic evaluation (such as prognostic questions), or where the evidence is not sufficient to build a robust economic model, as well as time and resource constraints to develop timely guidelines.

The approach to guideline development prioritises economic modelling for review questions where it would be most helpful; the rationale for prioritisation is described in the economic plan and agreed with the Committee and NICE quality assurance staff. 

NICE guideline recommendations are based on the best available evidence. A wide range of evidence can be used, such as non-economic evidence and the experience and knowledge of the Committee, to make recommendations.

	1186
	Bayer plc


	9.1

Lines 161-174
	169
	Insufficient evidence

The guideline development process allows the committee to make recommendations using ‘expert opinion’ in areas where evidence is either lacking or too weak for firm conclusions to be made.

However, the systematic literature review inclusion criteria for trial designs are often limited to RCTs when assessing interventions. Whilst this may be considered appropriate in many cases, in areas where there is a scarcity of RCT data, this can result in recommendations being informed by the experiences of the committee before consideration is given to evidence from other trial designs e.g. uncontrolled or observational studies.

An example of this was seen in the recently published draft update to the NICE multiple sclerosis clinical guideline. When it came to forming the recommendations regarding interventions to treat spasticity it was stated that “limited evidence was available for treatment of spasticity and this applied more to older established drugs than newer drugs. The recommendations were therefore informed by the experience of the GDG.”3 However, it should be noted that study designs other than RCTs were not included in the clinical systematic review which means that the full body of clinical evidence was not considered.

In order to be consistent with the key principles for developing guidelines as outlined in section 1.4, the best available evidence should be used to develop recommendations, and therefore in areas where there is a scarcity of RCT data, uncontrolled and observational studies should be given due consideration before forming recommendations based on expert opinion.

(3) 
National Clinical Guideline Centre - Commissioned by the National Institute for Health and Care Excellence. Multiple sclerosis. Management of multiple sclerosis in primary and secondary care. Clinical guideline. Methods, evidence and recommendations. Draft for consultation. Apr. 2014. Available from: http://www.nice.org.uk/resource/GID-CGWAVER115/pdf/c/multiple-sclerosis-2014-full-guideline?id=ltr7emg6o4h2ya32shyfavhh2y.
	Where insufficient evidence is found, there are various options including searching for other types of evidence, use of expert opinion, and making no recommendations.  The decision to use any or a combination of these methods should be documented and discussed in the guideline.

	1187
	Bayer plc


	9.2

Lines 406-409
	180
	As well as making it clear in the guideline if the recommended use of a drug is outside its licensed indication, additional information to be included in the footnote should refer the prescriber to their relevant professional guidance in this area such as the General Medical Council’s Good practice in prescribing and managing medicines and devices (2013). Available from: http://www.gmc-uk.org/guidance/ethical_guidance/14316.asp, and the Nursing & Midwifery Council’s Standards of proficiency for nurse and midwife prescribers (2006). Available from: http://www.nmc-uk.org/Documents/Standards/nmcStandardsofProficiencyForNurseAnd MidwifePrescribers.pdf.
	It is expected that any prescriber would be following their relevant professional body’s guidance.  As such this has not been added.

	1188
	Bayer plc


	10.1

Lines 19-21
	185

 & 204
	The manual suggests that a 4 week consultation may be used for guideline updates. If a guideline has been fully updated, we suggest that a 4 week consultation would not allow time for sufficient consideration by stakeholders, especially if a national organisation is expected to collate comments from regional stakeholders and individuals.
	Text amended

10.1 ‘A 4-week consultation may be used for partial guideline updates or small guidelines’

The wording has been amended to reflect that the 4 week consultation period would be used for partial updates.

	1189
	Bayer plc


	13.1

Lines 85-87
	199
	We note that a public consultation will only be carried out when a ‘no update’ decision is being considered. This removes the opportunity for stakeholders to provide additional evidence for consideration as part of the update. 

We suggest that stakeholders should be informed of the decision to update, along with a summary of the evidence identified to inform the decision, and invited to submit any additional evidence.
	Stakeholders are informed of the decision to update the guideline once this decision has been made. The decision is based on the availability of new evidence, and the rationale is clearly and transparently communicated to stakeholder. To ensure best use of resources, NICE does not request submission of evidence at this stage as this would duplicate the consideration of evidence that is undertaken when the update is developed.

Once the development of the update starts, stakeholders have the opportunity to contribute to development in the same way as for new guidelines. This includes consultation on the scope (where this has been modified), contribution to any call for evidence, and consultation on the draft guideline.

	1190
	Bayer plc


	13.2

Lines 109-110
	201 
	Along with the suggestion that a public consultation will not be carried out if it is decided that a guideline should be updated, it would also appear that if the proposed update is then to be a ‘full update with scope of published guideline’ or a ‘partial update with scope of published guideline’, there will also be no stakeholder consultation on the scope. 

This means that stakeholders will not be engaged in the update process until the publication of the draft guideline. We are concerned that this leads to the risk that important areas that would require extension of the scope are not identified until such a stage of guideline development that their introduction would be problematic.

As suggested above, we advise that stakeholders should be informed of the decision to update, along with a summary of the evidence identified to inform the decision, and invited to submit any additional evidence or areas of the scope that may require updating.
	Stakeholders are informed of the decision to update the guideline once this decision has been made. The decision is based on the availability of new evidence, and the rationale is clearly and transparently communicated to stakeholder. To ensure best use of resources, NICE does not request submission of evidence at this stage as this would duplicate the consideration of evidence that is undertaken when the update is developed.

Once the development of the update starts, stakeholders have the opportunity to contribute to development in the same way as for new guidelines. This includes consultation on the scope (where this has been modified), contribution to any call for evidence, and consultation on the draft guideline.

	1191
	Bayer plc


	13.2

Lines 109-110
	201
	When a ‘partial update with scope of published guideline’ is considered the most appropriate approach, and there is no consultation on the scope with stakeholders, it is imperative that at least the outcomes considered in the original guideline are covered by the partial update. 

A recent example where this was not the case, and where there are consequent implications for interventions in the sections of the guideline that were not updated, is in the recently published draft addendum to the NICE long-acting reversible contraception clinical guideline.4 

In this case, the outcome of ‘discontinuation and acceptability of method’ which was included in the clinical guideline, was not considered as an outcome of interest in the rapid update, where “outcomes were chosen and ranked by the topic-specific members of the Committee and then agreed by the other Committee members before the [evidence] review was carried out”. As a result, the guideline (incorporating the draft addendum) now suggests that women should be given information about the discontinuation rate and reasons for discontinuation for the other LARC methods, but not for sub-dermal implants, giving the unbalanced impression that discontinuation is not an issue for consideration with this intervention.

(4) 
The Centre for Clinical Practice at the National Institute for Health and Care Excellence. Addendum to Clinical Guideline 30, Long-acting reversible contraception. Clinical Guideline Addendum 30.1. Methods, evidence and recommendations. Draft consultation document. June 2014. Available from: http://www.nice.org.uk/guidance/gid-cgwave0695/resources/long-acting-reversible-contraception-addendum-consultation3.
	Under the section on partial updates (Section 14.3) we state

“The guideline is developed using the same methods and process as for a new guideline. Partial updates using the scope of the published guideline use the review questions and review protocols already defined by the existing guideline. However, if the review questions and/or protocols are unavailable, need refinement, or if there is ambiguity in the published guideline, the Developer may approach the Committee members with topic expertise for advice before starting the evidence review.”

This remains as an option as the importance of outcomes may have changed from the original guideline; similarly methods may have moved on, or comparators used in current practice may change.  As such guideline updates need flexibility, whilst recognising this may mean different approaches have been taken in different sections; however, if the other sections were not identified as priorities for update, then it is assumed the recommendations are still current.  Any changes in methods will also be described in full and their impact noted in the linking of evidence to recommendations.



	1192
	BC Centre of Excellence for Women’s Health


	2.3

Line 196
	30
	Scoping workshops and other initial steps to determine and refine the scope are integral to the success of the Developer in performing the review, particularly for complex topics. 

Ample time should be allowed at the start of the project to define these criteria, well before initial evidence is due to be presented at Committee meetings. 
	For some topics a scoping workshop is not required, and adds significant time to the development period required for a guideline. 

Examples of when a workshop may be held include a referral in a new area, a new audience for NICE guidelines and a guideline topic or an area of practice with unique complexities. 

NICE staff with responsibility for quality assurance decide whether, and when, to hold a scoping workshop, and document the rationale for the decision.

The draft scope consultation remains a key opportunity for stakeholder engagement at this stage of guideline development.



	1193
	BC Centre of Excellence for Women’s Health


	2.3

Line 301
	33
	Equity impact assessment is an important step. “Equity” is perhaps more appropriate term than “equality”.  
	Thank your for your comment. We have reviewed terminology used in other areas, and the only (limited) references found to the phrase "Equity Impact Assessment" suggest that they are quite narrow and provide an assessment of the impact of proposed action only from a specific perspective, e.g. a Health Equity Impact Assessment or a Racial Equity Impact Assessment. 

In comparison, the phrase "Equality Impact Assessment" covers the full gamut of equality related considerations – e.g. disability, sex, race, etc. Moreover, it has an established and recognised meaning (used by, amongst many others, the Equality and Human Rights Commission, ACAS and Government departments) and, whilst not being legally required, Equality Impact Assessments are widely undertaken.

Finally, the word "equity" suggests the assessment would consider issues of general fairness, rather than specifically considering impacts on people with protected characteristics (as recognised by UK equalities legislation).   

Within the context of guideline development, NICE will be considering all equalities issues as part of the impact assessment. We therefore consider that "Equality Impact Assessment" is the more appropriate term to use.

	1194
	BC Centre of Excellence for Women’s Health


	3.1

Line 50 
	37
	In the inclusion of UK committee members and in linking with experts and developers it would be beneficial if NICE enhanced its capacity to work virtually through the use of webmeetings. 
	Noted, thank you

	1195
	BC Centre of Excellence for Women’s Health


	Appendix D

 Committee Chair Responsibilities #22 and #30
	20

- 21
	As noted, it is the responsibility of the Committee Chair to ensure relevance of discussion at Committee meetings (#22) as well as to advise the Developer on the response to stakeholder comments (#30). In addition, it is important that the Chair creates and maintains boundaries of the Committee, ensuring that their engagement with the evidence and feedback provided to the Developer is relevant and within scope
	Text amended

Appendix D, 28:

· creates and maintains boundaries to discussions, ensuring that engagement with the evidence and feedback provided to the Developer is relevant and within the guideline scope

	1196
	BC Centre of Excellence for Women’s Health


	6.5

Line 411 “Evidence Statements”
	103
	The information provided in the evidence statements and narrative report can be repetitive, particularly for complex topic areas in which one study may provide evidence within several different sub-sections of the report. 


	This section has been restructured to be clearer on the use of GRADE and how this impacts on other stages, such as evidence statement drafting and narrative summaries.

	1197
	British Dental Association


	9.2

Lines 245-249
	172
	Within a recommendation, each action point should be specifically attributed to the relevant subset of the audience for whom the whole recommendation is intended. There have previously been cases where dentists were listed among a group of healthcare professionals who were the target audience of a recommendation, but not all of the individual action points within the recommendation were appropriate/intended for dentists. Since dentists are contractually obliged to follow NICE guidelines, such ambiguities should be clarified within the guidance and not left open to interpretation.
	This is now recommended where needed– please see section 9.2

	1198
	BHIVA – British HIV Association


	4

, 6 and 7
	
	BHIVA has an established process for framing questions, and collecting, assessing and synthesising evidence and dissemination
	Noted, thank you

	1199
	BHIVA – British HIV Association


	3.9

Appendix D
	
	BHIVA has formalised how we deal with dissent  (reference BHIVA Guideline Development Manual – please see:

http://www.bhiva.org/GuidelineDevelopmentManual.aspx)
	Noted, thank you

	1200
	BHIVA – British HIV Association


	General
	
	The sort of things that BHIVA does and says is generally covered
	Noted, thank you

	1201
	BHIVA – British HIV Association


	9.2
	179
	BHIVA welcomes inclusion of off-label use of drugs – this is often the case with ARVs in pregnancy and children, as well as PEP/PEPSE. However, this section is written from the point of view of the individual prescriber (weighting merits against risk, etc.), rather than the Guidelines Development Committee. BHIVA would argue that Guidelines Committees are best placed to make these (often empirical) judgements, and individual prescribers should look to Guidelines in the first instance to see if their particular prescribing dilemma has been addressed. Prescribers still bear the burden of responsibility in this scenario, but expert recommendations for or against the use of a particular drug should carry some weight.
	Thank you.

This section is about the recommendations which are directed at the individual prescriber based on discussions of the Committee.

NICE can recommend use of a medicine but it is still up to the prescriber to decide if it is suitable for a particular patient. NICE cannot overrule the regulatory position of the MHRA which grants licenses to medicines.



	1202
	Chartered Society of Physiotherapy


	General
	
	We welcome the opportunity to submit comments on NICE methods and processes. This is a key element in the enactment of the principle of transparency. 
	Noted, thank you

	1203
	Chartered Society of Physiotherapy


	1.0

Introduction
	
	We welcome the decision to unify NICE methods and processes. We hope that this will mean greater consistency in development processes thereby facilitating more meaningful stakeholder engagement with consultations across the range of programmes. 
	Noted, thank you

	1204
	Chartered Society of Physiotherapy


	1.3 
	7
	Although some detail is provided on how guideline topics are prioritised, the actual process still seems quite vague. For example, further information on how professional organisations can actually contribute to topic selection would be valuable, particularly as their priorities are explicitly mentioned (lines 98-99) as a deciding factor for prioritising guideline topics.
	Further information on the selection and prioritisation of topics is available on the NICE web site.

	1205
	Chartered Society of Physiotherapy


	1.4

(lines 120-129)
	9
	We welcome the inclusion of study designs other than randomised controlled trails, and the value they can have for answering particular questions. 
	Noted, thank you


We welcome the inclusion of detailing how the guideline will link to other NICE recommendations and quality standards, but could this be emphasised further to include a statement about how this ensures knowledge of related guidelines from the start of the project, giving the project more context.

	
	Thank you.  This is specific to how NICE guidance interrelates; as such no change has been made.

	1207
	Chartered Society of Physiotherapy


	2.2
	22
	We welcome the range of people that may be involved in drafting the scope, depending on the guideline topic. It would also be useful to explicitly mention why a particular person/group are involved in drafting the scope, thereby justifying their input. 
	A high level summary of the roles of these teams is given in the introductory chapter. Input of these teams at the scoping stage will vary according to the exact requirements of each topic. 

	1208
	Chartered Society of Physiotherapy


	2.3

Stage 5

: consulting on the draft scope (line 262)
	32
	It would be helpful to identify what sorts of comments are valid, useful at this stage, and in what form; for example should questions about the effectiveness of a specific intervention be phrased in a particular way (for example, using the PICO format)? 
	Information to support stakeholders in contributing to guideline development will be published alongside the final manual, and will include advice on commenting on draft scopes and guidelines

	1209
	Chartered Society of Physiotherapy


	2.3

269
	32
	Can NICE consider creating a hyperlink from its topic-specific scope consultation page to social media (e.g. twitter) so that stakeholders can forward news of the opening of the consultation direct to followers? We think this might increase clinicians’ engagement and responses to stakeholder organisations, thereby strengthening the validity of the consultation stage.
	This functionality is already provided.

Please see http://www.nice.org.uk/Guidance/GID-CGWAVE0684/Consultation for example, the ‘share’ button’ on the right hand side allows you to tweet/Facebook/etc a link to the page.

	1210
	Chartered Society of Physiotherapy


	2.3

Line 297
	33
	Stakeholders receive many emails from NICE. It would be helpful if NICE identified explicitly in this email that the scope consultation table is being sent to stakeholders 5 working days before publication of

the final scope. We find that with the flurry of daily emails we receive from NICE this can be missed. 
	Correspondence and templates used to communicate with stakeholders is being redesigned to support the unified manual, and includes specific information in email headers to support stakeholder participation.

	1211
	Chartered Society of Physiotherapy


	3.1

Decision-making committees Lines 29 - 30
	37
	This does require the Developer and NICE staff to have up to date understanding of which professions are delivering what interventions in current practice especially given the reality of changing scopes of practice within professions, modernising patient pathways, and emergent service delivery models.  
	Noted, thank you

	1212
	Chartered Society of Physiotherapy


	2.0

Lines 83 - 84
	38
	We would like to see this policy strengthened. There has been inconsistency in how the advert is written (i.e. sometimes naming a specific profession), how much time is given for the advert to be responded to; where it is advertised. We have yet to receive a Tweet about a specific recruitment exercise by NICE. Too often the material detail is buried in hyperlinks, when the email / tweet should include the named profession being recruited.
	The NICE policy on recruitment to advisory bodies is currently being updated, and these points will be considered as part of the update.

	1213
	Chartered Society of Physiotherapy


	2.0 

Lines 469 - 470
	
	“including disabled people who are members, can

present their views” 

This is an odd word formulation: if it is necessary (to make explicit the need to ensure all committee members can contribute, are able to be heard, and are valued) then the wording needs re-thinking, perhaps “including members with disabilities, can present their views”
	Text amended

Wording updated. The explicit reference to members with disabilities is included to support NICE’s equality objectives

	1214
	Chartered Society of Physiotherapy


	4.4

Developing review questions 

Line 361 
	69
	Suggest title (Scientific evidence) changed to Quantitative evidence as this better reflects the content and nature of the subsequent text, and more naturally leads into Line 383.
	We have retained ‘scientific’ but restructured this whole section to clarify its intent.

	1215
	Chartered Society of Physiotherapy


	4.4

Line 383 – 430 
	70
	The section is very useful. We suggest some of this might usefully be included in the section on scope (Stage 5: consulting on the draft scope) to help stakeholders understand how they can better contribute.
	Noted, thank you. Separate information has been developed to support stakeholder input into the guideline development process, which includes prompts to help stakeholders understand how the can contribute to scope and guideline development during consultation.

	1216
	Chartered Society of Physiotherapy


	4.4 
	70-74
	We welcome the detail provided on the number of different ways that other study designs (e.g. qualitative) can be useful in developing guidance
	Noted, thank you

	1217
	Chartered Society of Physiotherapy


	5.4

Identifying evidence Section 5.4 (lines 121-123)
	83
	Perhaps more emphasis needs to be made on using search filters with caution. The use of search filters can lead to a large amount of evidence being excluded from results that are actually very relevant to the question.
	Text amended

5.4 indicates that ‘Search filters should, however, be used with caution because concepts such as study design, age, setting and geography may not be adequately described in the title or abstract of a database record, and may not be captured by the indexing. ‘
Areas where search filters are known to perform poorly have now been added, and we have highlighted alternative methods for refining searches where it is not appropriate to use a search filter.

5.4 ‘NICE is not prescriptive on which search filters are used as there is often limited evidence of the performance of individual filters. There are known areas where search filters have been shown to perform poorly and use should be avoided, for example identifying diagnostic studies (Beynon et al. 2013). Alternative methods for refining a search to achieve an adequate balance of sensitivity and precision should be used where filters are not appropriate, such as employing multi-stranded searching or using supplementary searching techniques.‘



	1218
	Chartered Society of Physiotherapy


	Line 171
	84
	“guideline consultation”: this needs clarification:  do you mean during the scope consultation or consultation on the draft guideline? 

It is possible for a significant paper to be published after the scope consultation and after the evidence search were undertaken yet before the guideline consultation: would this be included? We suggest it should, if it will materially change the recommendation. Not to do so risks undermining the credibility of the guideline. 
	Text amended 

5.5 ‘Registered stakeholders, relevant organisations or individuals approached are only able to submit evidence during a call for evidence, or during consultation on the draft guideline.’

A new section has been added to Chapter 10 covering how to deal with evidence that emerges after the searches have been undertaken. 



	1219
	Chartered Society of Physiotherapy


	7.6

Incorporating economic evaluation Section 7.6 (lines 683-685)
	145
	We consider this a highly controversial statement and strongly challenge NICE to clarify what it means. It seems to say that an intervention may not be recommended if another less effective and cheaper intervention is found that benefits of the whole population included within the guideline.  
	Committees are always considering the opportunity cost of interventions, so efficient use of current resources is an important consideration for guidance committees. The text referred to is taken from the previous version of the Guideline Manual.

	1220
	Johnson and Johnson


	General
	
	Thank you for the opportunity to review the proposals for the clinical, public health and social care programme manual. We would like to take this opportunity to emphasise the need for NICE to provide clear and consistent communications to its stakeholders during the guideline development process, especially in light of the flexibility in timelines and approach. 


	Noted, thank you

	1221
	Johnson and Johnson


	2.3

Line number 185
	28
	We support the option to include specific questions for stakeholders to prompt input on key issues during consultation on the draft scope. This represents a useful insight for stakeholders into some of the key issues and an opportunity to provide relevant supporting information at an early stage in the process.


	Noted, thank you

	1222
	Johnson and Johnson


	3.5
	44
	We welcome the position for all standing Committee meetings to be held in public but would strongly encourage that all topic-specific Committee meetings are also held in public to uphold NICEs commitment to openness and transparency, and that the NICE Corporate Office continue to explore ways of facilitating public access to meetings.


	Thank for you your comments. As indicated in the manual, NICE is committed to enabling stakeholders and the public to attend guideline Committee meetings. However, NICE, as with all public sector organisations, is under severe financial pressures – which is likely to last for the foreseeable future. The cost pressures of extending the current model of allowing the public to attend in person come from the need to extend this model to at least an additional  300 meetings a year. The majority of these meetings are hosted by Developers external to NICE – their meeting rooms which are large enough to house the Committee, but not the additional seating required for public attendees. The additional costs of hiring external meeting rooms would be significant. Additional staff would also need to be recruited to support these meetings. 

The additional costs of training topic-specific Committee members, who are recruited only for the duration of each guideline (unlike Standing Committee members, who are recruited for a three-year term) drives the decision to hold only standing Committees in public.

NICE is committed to the transparency of guideline development, and is actively investigating ways in which the costs of enabling access to Committee meetings can be reduced. 
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	8.1
	161
	Should a section be included on developing a guideline and medical technologies guidance concurrently? What is the mechanism if a technology that would fall within the remit of MTEP is scoped into a guideline / is notified concurrently and should be removed?


	Chapter 8 details how guidelines link to other NICE guidance. The introductory section of this chapter has been amended to clarify that:

8.1 ‘Due to the funding recommendation for NICE technology appraisals, and the special arrangements for NICE interventional procedures, this chapter describes possible approaches to be taken when scoping of a NICE guideline identifies:

•
related in development or published NICE technology appraisal guidance

•
related in development or published NICE guidelines

•
related published or in development IP guidance.’

The manual also now clarifies that ‘Internal arrangements are also in place to enable teams to discuss and agree appropriate action when relevant guidance from other NICE programmes is identified.’

As these other NICE programmes (including MTEP) do not have funding recommendations or special arrangements, it is not necessary to detail in the manual the action required.
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	Johnson and Johnson


	13
	196
	We would welcome clarity on the process for requesting updates to guidelines outside of the set timepoints when significant new evidence becomes available that directly impacts on the guideline recommendations, and how such requests are considered by NICE.


	Requests for updates outside the set timepoints are considered on a case by case basis, for example where NICE is notified of data / issues that may require an exceptional review. 
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	Johnson and Johnson


	7.5
	274
	We are supportive of the proposed range of options for the methods of guideline development in light of the different types of evidence being assessed and synthesised, and the need for an appropriate approach to economic evaluation. However, we would request that the decision process behind the method selection be transparent.


	This is the intention. Section 1.2 of the manual indicats that ‘The unified methods and processes are described in this manual. In some cases the best approach may vary depending on the topic; this manual gives alternatives and examples to help choose which approach to follow. Options should be considered by the Developer, and the chosen approach discussed and agreed with NICE staff with responsibility for quality assurance. The approach should be documented in the guideline, together with the rationale for the choice.’
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	‘This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	General
	-
	ACP, BACP, BPC, UKCP and the Royal College of Psychiatrists’ Faculty of Medical Psychotherapy are the UK’s leading professional associations for psychological therapies, representing over 55,000 counsellors, psychotherapists and psychiatrists who practise psychotherapy, and TCCR is a centre of excellence for couple therapy.

We welcome the opportunity to respond to the consultation on developing NICE guidelines. 

We are submitting this joint response with respect to the first-listed ‘point to consider’ on the consultation webpage, namely “any disagreement with methods and processes proposed in the unified manual”.
	Noted, thank you

	1227
	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	General
	-
	Psychological therapies are an important part of the delivery of health care within the NHS, voluntary and private sector. They are now recognised as being at least as effective as medication for the most common mental health conditions and are highly valued by patients, who increasingly choose them in preference to medication. 
	Noted, thank you
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	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	General
	-
	The NICE guideline development and evidence review processes are rigorous and largely transparent, and an important aid to decision-making.
	Noted, thank you
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	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	General
	-
	Through its production of national guidelines for a wide range of clinical conditions including depression, anxiety and schizophrenia, NICE has played an important part in changing the way health policymakers, commissioners and medical professionals approach mental health in the NHS, which has significantly expanded its provision of psychological therapy in recent years.
	Noted, thank you
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	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	General
	-
	However, the current NICE evaluation process, based on a rigid hierarchy of evidence being used to identify preferred treatments, results in guidance that has limited clinical utility, and as a result disadvantages patients receiving therapy in several ways.
	There is no rigid hierarchy of evidence but a systematic evaluation of the quality of evidence arising from research.
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	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	General
	-
	NICE guidelines use a hierarchy of evidence that privileges Randomised Controlled Trials (RCTs). Given the limited number of trials of psychological therapies, implementation of NICE guidance tends to be based on a narrow evidence base, thus limiting their clinical utility in real world settings.  
	There is no rigid hierarchy of evidence but a systematic evaluation of the quality of evidence arising from research. Whilst it is true that the evaluation of RCTs is relatively advantageous, recognising the added value of randomisation and independent evaluation of impacts, the methods and processes described in the manual do not exclude other types of research from consideration as the source for guidance.
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	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	General
	-
	Implementation of NICE guidance based on a narrow evidence base severely limits treatment options for patients at a time when the Government has started to roll out patients’ rights to choose their mental health treatment. 
	For inclusion in NICE guidelines, evidence must be consistent and reliable, regardless of the methods of research adopted. This is partly influenced by study design but also by the relevance of the patients selected, the consistency and transferability of the intervention and the applicability across the NHS.
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	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	General
	-
	As offering a choice of therapies also improves clinical outcomes (1), the implementation of NICE guidance based on a narrow evidence base may not be in patients’ best interests.
	For inclusion in NICE guidelines, evidence must be consistent and reliable, regardless of the methods of research adopted. This is partly influenced by study design but also by the relevance of the patients selected, the consistency and transferability of the intervention and the applicability across the NHS.
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	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	General
	-
	At the same time, implementation of NICE guidance based on a narrow evidence base results in over-resourcing of certain types of therapy for which there is a greater body of RCT evidence - for instance a particular, manualised form of Cognitive Behavioural Therapy (CBT) in the Improving Access to Psychological Therapies (IAPT) programme - but which are not panaceas, and to which not all patients will respond. 
	No treatment for mental health problems can claim to be a panacea or that all patients will respond. Each treatment is considered on its merits and the ability of patients to benefit from a treatment depends on a wide range of factors including their own preferences.
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	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	4.3
	59
	The draft manual states that “RCTs provide the most valid evidence of the effects of interventions”. 

We agree that RCTs are one of the best tools that modern science has to establish the efficacy of specific interventions. Well-run RCTs should indicate whether or not a therapy works and which therapy works best, as well as when therapies are actually doing more harm than good. When seeking evidence of causal relationships, or unbiased comparisons of treatments, RCT methodology is likely to be the method of choice in most circumstances.  
	Noted, thank you
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	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	4.3
	59
	While we accept the primacy of RCTs as a method of scientific evaluation, we are sceptical as to the degree to which the findings of RCTs translate into service provision, as tight controls designed to optimise the internal validity of a trial can compromise overall generalisibility. In this, we are in agreement with NICE’s statement that: 

“(clinical guidelines) can be limited in their usefulness and applicability by a number of different factors (including)…the generalisability of research findings” (2).

However, whereas SIGN has reviewed its guideline process to enhance the clinical utility of guidance, NICE has not yet made any changes to methodology to address the acknowledged difficulties highlighted above.
	We do not agree that NICE has not made changes; the review of our guideline development processes for this unified manual is one such example.  

The current exercise, which covers clinical, public health, social care and other guideline programmes, is a comprehensive review of NICE’s guideline processes.

In addition, throughout the draft manual great emphasis is placed on the need to consider how RCT findings are likely to translate into routine practice.
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	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	4.3
	59
	Diagnosis-driven RCTs are particularly problematic in the mental health field, where presenting issues can be many, varied and complex, yet trial results hinge on the assumption that whole populations can be viewed as essentially uniform. 

In reality patients present with multi-morbidities and report wide-ranging difficulties such as bereavement, co-morbid physical ill health, problems in their relationships and so on, and may be worried, anxious, depressed or any combination of these and other symptoms, so they do not always fit neatly into the diagnostic categories on which guidelines rely.
	Thank you for your comments and such issues are agreed to be important.  

NICE does have guidance on comorbid physical and mental illness and are expanding our portfolio of guidance on multimorbidity.

Guidelines are often driven by diagnostic categorisations; however all guidelines should be used only in the context of shared decision making, including consideration of co-morbidities, personal goals for treatment, and other social or emotional factors.
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	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	General
	
	The high cost of running RCTs, in large part due to progressive attempts to make them methodologically unassailable, has led to a limited RCT evidence base for many psychological therapies.

Illustrating the point, the former Chair of NICE, Sir Michael Rawlins, estimated in 2008 that the average cost of an RCT was £3.2 million, a cost he described as being only easily met by the pharmaceutical industry (3).

The House of Commons Select Committee on Health (4) reported in the same year that:

“in some areas, without commercial sponsors, notably… psychological therapies, there is little research about the cost-effectiveness of different interventions”. 

NICE has long been aware of the limitations of privileging RCTs, but unlike SIGN, NICE has been slow to respond, particularly with regard to the psychological therapies.
	This is an odd observation given the preponderance of non-pharmacological interventions in the NICE guideline on schizophrenia and psychosis whereas the opposite is true in the recent SIGN guideline.
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	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	General
	
	NICE’s approach to evaluating treatments based overwhelmingly on RCT evidence reflects its founding role assessing pharmacological technologies. However, there is little commercial appeal in dedicated research on psychological therapies as such investment cannot be returned through future product exclusivity or intellectual property rights. 

There is therefore a systemic gap whereby few organisations have the means, responsibility and incentive to fund RCTs into psychological therapy. Yet treatments which are demonstrably effective in practice and have been practised for many years in the NHS are now being marginalised due to a lack of RCT evidence.
	For inclusion in guidance, evidence must be consistent and reliable, regardless of the methods of research adopted. This is partly influenced by study design but also by the relevance of the patients selected, the consistency and transferability of the intervention and the applicability across the NHS.
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	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	General
	
	There are also several ways in which psychological therapy can be ill-suited to the methodology of RCTs.

Firstly, people experiencing mental health problems do not all neatly fit into diagnostic categories.  Furthermore, people may have more than one diagnosis, or co-morbidity. Most psychological therapies are not aimed at treating one or even two diagnoses, instead focussing on the whole person.
	Noted, thank you
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	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	General
	
	Secondly, it is difficult to account for the relationship between therapist and client in an RCT. In therapy a client is not the passive recipient of an external treatment, but an active participant in a process, and the therapeutic relationship is one of the most robust predictors of positive psychotherapy outcome independent of the type of treatment (5). This relationship is best captured via qualitative research such as case studies, practice-based evidence or process research. 
	Noted, thank you
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	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	General
	
	Thirdly, it is difficult to account for the impact of the individual therapist in an RCT. Yet the success of therapy is at least as dependent upon the effectiveness of practitioners as it is upon the type of therapy being practised (6)(7).
	Noted, thank you
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	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	General
	
	These factors lead to a bias to trial manualised (or manualisable) interventions which reduce or eliminate the impact of the therapist, a dynamic which fails to fully appreciate how therapy delivers change. In turn this trial bias leads to stronger recommendations for, and provision of, manualisable therapy such as Cognitive Behavioural Therapy (CBT) and Interpersonal Therapy (IPT), and can lead to lead to inappropriate assumptions about the effectiveness – or lack of effectiveness - of particular therapies (8).
	Noted, thank you
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	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	General
	
	It is worth noting that when other forms of psychological intervention have been compared with manualised CBT in RCTs funded by the Department of Health, findings have shown broad equivalence of outcomes, for example, in the management of depression and anxiety in primary care (9).

Other research has also demonstrated that different therapy models have almost equally positive outcomes (10).

Given this research, and the lack of high quality RCT evidence for many therapies, we do not believe it makes sense for NICE to focus its attention on marginal differences in outcomes from particular studies.
	Noted, thank you
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	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	General
	
	While many psychological therapies have limited RCT evidence, many others remain completely unevaluated by RCTs (11). 

NICE states that:

“It is important to remember that the absence of empirical evidence for the effectiveness of a particular intervention is not the same as evidence for ineffectiveness” (2) 

NICE also acknowledges that:

“(clinical guidelines) can be limited in their usefulness and applicability by a number of different factors (including) the availability of high quality research evidence” (2).

Nonetheless, the evidence review process’s use of the hierarchy of evidence inevitably excludes or downgrades non-RCT evidence.

Many therapies not evaluated by RCT are thus excluded from NICE guidelines altogether, even when they are associated with clinical outcomes as positive as those for treatments included in the guidelines, as evidenced in routine outcome monitoring.
	There is no rigid hierarchy of evidence but a systematic evaluation of the quality of evidence arising from research.
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	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	General
	
	Even where psychological therapies for which there is non-RCT evidence are included in NICE guidelines (based on consensus statements), they tend not to be recommended as first line treatments, again even when they are associated with clinical outcomes broadly as positive as those for first-line treatments, as evidenced for example when comparing IAPT outcomes data.
	There is no rigid hierarchy of evidence but a systematic evaluation of the quality of evidence arising from research.
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	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	General
	
	NICE states in all its guidelines that they are:

“not a substitute for professional knowledge and clinical judgement (and) do not override individual responsibility to make appropriate decisions”

NICE must nonetheless recognise the reality that its guidelines have an enormous impact on provision, among other reasons because clinicians need to justify their demands for resources to budget-holders, and adherence to NICE guidelines can help defend healthcare professionals and providers against claims of clinical negligence. 

As a further example of NICE’s critical role, the guarantee within the NHS Constitution is for treatments which are NICE-approved.

A lack of recommendation in a NICE guideline, or relegation to a second-line treatment in guidance, therefore results in extremely limited provision in practice, even for therapies associated with positive clinical outcomes.
	Noted, thank you
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	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	General
	
	We are concerned at the downgrading of types of research evidence other than RCTs, such as case studies and effectiveness studies, and believe the current weighting of this type of evidence reduces the relevance and applicability of guidelines to clinical practice.

In the words of the former Chair of NICE, Sir Michael Rawlins:

“The notion that evidence can be reliably placed in hierarchies is illusory…hierarchies should be replaced by embracing a pluralistic approach to evidence”.

We believe that practice-based evidence must be given greater consideration in order to assess not only whether a treatment works in a trial setting, but if and how it works in practice, thus enhancing the clinical utility of guidance.   
	There is no rigid hierarchy of evidence but a systematic evaluation of the quality of evidence arising from research.
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	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	General
	
	We recommend that the final manual should ensure that the therapies recommended based on trials must have their recommendation reviewed periodically using methodologies (such as clinical outcome audit, benchmarking and quality evaluation) that can assess whether their delivery in routine settings (such as the NHS) is still producing positive outcomes.  

For example, the ‘hourglass’ model of treatment development has been described (12) in which highly controlled studies are relevant for only one portion of the development cycle, while less controlled methods (such as case studies and effectiveness studies) have crucial roles early and late in the development of the therapy respectively.  
	As with any practice, practitioners, commissioners and others should be monitoring the quality and effectiveness of their care and services.  This not specific to practice supported by trials alone.  This has not been added.
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	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	General
	
	High quality practice-based data on therapeutic outcomes can be a strong predictor of future therapeutic outcomes in similar settings, and should therefore carry significantly greater weight than at present in the NICE guideline development and review processes.

This would enable not only the audit of outcomes for therapies recommended based on RCT data, as above, but also a greater choice of treatments for patients, including evidenced-based therapies for which RCT evidence is limited.
	The manual already recognises the need to use the ‘best available’ evidence, for example, in areas where RCT is not available.  The strength of any evidence used is then reflected in the wording of the recommendations.
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	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	General
	
	We recommend that NICE introduces an outcomes threshold test, whereby therapies be considered for default recommendation at the next review point if high quality practice-based data shows that its outcomes match or exceed those of therapies which are already recommended in guidelines.
	Please see section 13 on how guidelines are reviewed to ensure they remain up-to-date.  This has not been added, but consideration of evidence and current practice is key to this review.

	1252
	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	General
	
	We identified that there is a systemic gap whereby few organisations have the responsibility, means and incentive to fund RCTs of psychological therapy.

NICE should commit to working with the Department of Health, the psychological therapy professional bodies and mental health research charities, to identify the gaps in the evidence across all the mental health guidelines, and the priorities for further research, in order to widen the evidence base on which psychological therapies are recommended in NICE guidelines.
	NICE guidelines can and do make research recommendations to address gaps in the evidence as you describe.
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	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	General
	
	NICE should further commit to working with other government agencies to identify and ring-fence funding for such research priorities.
	Noted with thanks.
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	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	General
	
	NICE should commit to working with the Department of Health, the psychological therapy professional bodies, psychological therapy research departments, voluntary sector providers and mental health research charities to establish an evaluation and audit infrastructure within NHS services which will enable ongoing improvements in practice, and better monitoring of whether clinical guidelines are having beneficial impacts on patient care.
	Noted with thanks.
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	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	General
	
	NICE should commit to a formal and transparent review of the hierarchy of evidence it uses for mental health guidelines in order to investigate the impact of the current criteria for evaluating research into psychological therapies, and consequent clinical guidelines, on patient care, choice and experience, and service delivery, and to consider the case for greater weighting of high quality practice-based evidence.
	There is no rigid hierarchy of evidence but a systematic evaluation of the quality of evidence arising from research.
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	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	General
	
	The current Chair of NICE, Professor David Haslam, committed to a similar review – specifically a review of “the way in which NICE assesses the effectiveness of psychological therapies in developing guidelines for mental health”  - at a pre-appointment hearing of the House of Commons Select Committee on Health in December 2012.

After 18 months, we would welcome information as to how and when this review will take place.
	The current exercise, which covers clinical, public health, social care and other guideline programmes, is a comprehensive review of NICE’s guideline processes.
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	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	General
	
	To carry out the promised review of the “the way in which NICE assesses the effectiveness of psychological therapies in developing guidelines for mental health”, NICE should establish an independently-chaired group bringing together experts from across the psychological therapy profession.
	The current exercise, which covers clinical, public health, social care and other guideline programmes, is a comprehensive review of NICE’s guideline processes.
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	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	General
	
	When NICE carries out the promised review of “the way in which NICE assesses the effectiveness of psychological therapies in developing guidelines for mental health”, we suggest it considers the domain-based rather than diagnosis-driven model of recommending psychological therapies employed by the US National Institutes for Health.

Focussing on the value of psychological therapy across the mental health domain, rather than on specific brands of therapy to treat a specific and narrowly-diagnosed range of conditions, allows for the inclusion of key factors such as the qualities of the practitioner and of the practitioner-patient relationship, and results in pluralistic rather than narrow provision. 

By contrast, NICE’s strict adherence to disorder-specific guidelines tends to exclude generic therapeutic interventions which can successfully treat less specific but very common presentations such as global distress and a range of co-morbidities.
	The current exercise, which covers clinical, public health, social care and other guideline programmes, is a comprehensive review of NICE’s guideline processes.



	1259
	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	General
	
	We are concerned that the creation of a unified guideline development manual signals an intention to give less consideration to the reasons why different types of guideline have over time had slightly differing processes created for them, and seek reassurance that the current process of unification is neither seen to override, nor fulfil, Professor Haslam’s commitment to review the way in which NICE assesses the effectiveness of psychological therapies in developing guidelines for mental health.
	The current exercise, which covers clinical, public health, social care and other guideline programmes, is a comprehensive review of NICE’s guideline processes.

The guidelines manual indicates that in some cases the best approach may vary depending on the topic; this manual gives alternatives and examples to help choose which approach to follow.

	1260
	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	General
	
	Following a review of the way psychological therapies are assessed in developing NICE guidelines, and using the resultant revised and bespoke guideline development model for evaluating psychological therapies, we would recommend that, as a priority, NICE develop guidance on the treatment of mixed anxiety and depression.

There is greater prevalence of mixed anxiety and depression than there is for either anxiety or depression alone, yet NICE has to date developed guidance on treating depression and on treating anxiety but not on treating mixed anxiety and depression. This is a clear example of diagnosis-driven thinking rather than thinking in terms of what will be clinically useful.

Such guidance would be clinically useful and would represent a perfect opportunity to consider the weight of practice-based evidence for a range of psychological therapies.
	Thank you for your suggestion.

	1261
	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	General
	
	Following a review of the way psychological therapies are assessed in developing NICE guidelines, and using the resultant revised and bespoke guideline development model for evaluating psychological therapies, we would recommend that NICE review all existing mental health guidelines at the earliest opportunity.
	The current exercise, which covers clinical, public health, social care and other guideline programmes, is a comprehensive review of NICE’s guideline processes.

Process and methods for reviewing guidelines are set out in Chapter 13 of the manual.

	1262
	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	3
	
	We are concerned that the guideline development process can at present be distorted by conscious or unconscious researcher-allegiance bias on the part of members of guideline development groups. For example, we are concerned at the reasoning for the exclusion of some evidence from full consideration during the development of the guideline on the treatment of depression, and feel that greater transparency, and moreover, greater diversity among the membership of guideline development groups, would be helpful.
	One of the key aims at draft consultation is to encourage comments on the appropriate inclusion and exclusion of evidence.

The guideline will also document what evidence was used and what was rejected and why in order to provide full transparency.

	1263
	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	3
	
	We recommend that future guideline development groups set up by NICE for mental health guidelines should have a broader balance and cross-section of professional stakeholders and peer reviewers from a range of backgrounds within the field of psychological therapy.
	Chapter 3 details the arrangements for recruitment to guideline Committees. The exact composition of the Committee is tailored to the guideline topic and is agreed by the Developer and NICE staff with a role in guideline quality assurance.

	1264
	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	3
	
	The appointment process for professionals to NICE guideline development groups should be transparent and democratic; for example by election by the registered stakeholders for the guideline being developed.
	All Committee members are recruited in accordance with NICE’s policy and procedure for recruitment and selection to advisory bodies and topic expert groups. The process is transparent, and involves public advertisement and approaches to stakeholders. 

	1265
	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	3
	
	Given the considerable commitment of time involved in being part of a guideline development group, NICE should consider ways to ensure all members of the guideline development group can be suitably reimbursed for their commitments. 
	Reimbursement of Committee members is an issue outside of the scope of the guidelines manual. This is covered by the NICE Non-staff Travel and Subsistence policy (http://www.nice.org.uk/Media/Default/About/Who-we-are/Policies-and-procedures/Travel%20and%20subsistence%20policy%20for%20non%20staff%20from%201%20July%202014.pdf )

	1266
	Lilly UK


	General
	
	Lilly would like to thank NICE for the opportunity to comment on the draft NICE guideline manual.

Lilly acknowledges the challenge NICE faced in developing this NICE guideline manual that covers all NICE guidelines (clinical guidelines, public health guidance, medicines practice guidelines, and social care guidelines). Developing guidelines for these different branches of care require diverse approaches, informed by a range of different types of evidence and information.   

As a result, the processes and methods outlined in this draft NICE guideline manual is less specific than those outlined in previous guideline manuals (e.g. The guidelines manual for clinical guidelines 2012). 

Lilly trusts that NICE will uphold its usual level of rigour in the development of future guidelines, and continue to make use of the highest quality evidence available throughout the process. 
	Thank you for your comments and we are committed to our usual level of rigor in the development of future guidelines, and to using the best evidence available throughout the process

	1267
	Lilly UK


	General
	
	Lilly supports the ABPI’s response to the draft NICE guideline manual consultation. In particular, Lilly would like to reiterate the APBI’s position on:

· Using the best available evidence to develop recommendations, including real world data (section 1.4)

· The timing of publication of search strategies employed in the development of the guidelines (section 5.9)

· The assessment of a significant new medicine or significant license extension for an existing medicine proposed to take place within a clinical guideline (section 8.1)

· Incorporating NICE technology appraisal guidance in a guideline (section 8.1)

· The off-label or unlicensed use of licensed medicines (section 9.2)
	Noted, thank you

	1268
	Lilly UK


	5.4
	81-83
	Reviewing research evidence

A robust and transparent search and review of high quality evidence is imperative in ensuring that NICE guidelines are adopted and used with confidence by stakeholders. Defining the search strategy (including the chosen date ranges for searches) is a vital part of this step in the guideline development process. 

The guidelines manual for clinical guidelines 2012 offered more detailed information on “Re-running searches” (section 5.9). More clarity in this NICE guidelines manual (currently being consulted on) on the proposed timing of the final searches and steps that will be taken to ensure new evidence are appropriately incorporated would be valued. 
	The approach of re-runs was discussed in detail, and it is agreed that they should be optional and tailored to the needs of the guideline.  Where the currency of the guideline is judged to be compromised, then a re-run would be expected.  Any decision to re-run or not should be documented in the guideline.

The timing would therefore differ, but the aim is to ensure that new evidence published during development is identified.

	1269
	Lilly UK


	8.1
	151
	Significant new medicines

Lilly supports the ABPI’s position that if a first assessment of a significant new medicine or significant license extension for an existing medicine is proposed to take place within a clinical guideline, this can only be done following agreement by both the manufacturer and the Department of Health.
	Noted, thank you.

The funding recommendations for technology appraisals are set by the Department of Health; extending the funding recommendation to technology appraisals developed within guidelines is not within NICE’s control.

	1270
	Lilly UK


	9.2
	179

-181
	Off-label or unlicensed use of licensed medicines

Lilly supports the ABPI’s position that off-label or unlicensed medicines should not be considered or recommended unless there are no licensed, clinically appropriate alternatives available.  
	There is clear guidance in the manual on the use of unlicensed or off-label use, including where licensed alternatives exist.  This wording has been agreed with the MHRA and remains in the final version.

	1271
	Lilly UK


	13.1
	196

-199
	Updating published guidelines

It is suggested in this draft NICE guideline manual that a check to ensure that published guidelines are current will be undertaken every 2 years post publication, with a less resource intensive approach followed at year 2, 6, and 10, and a more complete check at year 4 and 8. An example component of the less resource intensive method mentioned is “identifying systematic reviews only”. Imposing this limit might lead to important new evidence not being considered and a subsequent decision made not to update to the guideline. This could leave the NHS and other stakeholders without confidence that guideline recommendations are based on the most relevant, up to date information available.   

In addition, it is stated that the decision to update a published guideline will be influenced by “primary and secondary evidence that has been published since guideline publication” (line 34-35, page. 197, section 13.1). As the evidence search period for a particular guideline usually ends well before the publication of the guideline, Lilly suggests that the decision on whether or not to update a guideline should be based on the primary and secondary evidence published since the last literature review for that particular guideline was conducted. 
	Thank you for your comment. We recognise the importance of keeping NICE guidelines up to date. The alternating approach of looking at a restricted / wider set of sources has been developed to enable NICE to best direct limited resources to identify guidelines that require updating. Cumulative evidence from the 2 year check would be assessed at the following, 4-year check and the totality of the new evidence identified will be considered.

We are also considering ways to enable us to react to important evidence / studies as they are published. A pilot project on ‘research-based’ surveillance will be considered by the NICE Board in November 2014, for implementation in April 15. This work will help to inform the future design of the processes and methods for keeping guidelines up to date.

Thank you for highlighting this. At the 2 year check  the literature search will be conducted from the end of the search period for the guideline. The mannual has been amended for clarity:

31.1 ‘primary or secondary evidence that has been published since the end of the search period for the guideline’


	1272
	Macmillan Cancer Support


	General
	
	We welcome the development of the new NICE manual, specifically as it now outlines generic methods and processes for all guideline development. Previously there has been poor links between clinical guidance and public health guidance and we hope the new manual will ensure these two areas are closely linked in future.
	Noted, thank you

	1273
	Macmillan Cancer Support


	1.5

Line 252
	13
	If Developer is not part of NICE team what is the selection criteria?
	Different types of guideline are developed using different operational models. These arrangements reflect the different requirements (for example expertise in reviewing different types of evidence) that might be required. Criteria are set during the tendering process for external Developers.

	1274
	Macmillan Cancer Support


	1.6
	16
	Diagram is poor and not easy to read
	We have revised the figure and will request that the resolution is better in the final publication

	1275
	Macmillan Cancer Support


	line 142
	25,
	Can we ensure that Macmillan are included in scoping work for cancer related issues. We have a research database that may be of use.
	Stakeholders for NICE guidelines are encouraged to self-register for involvement via the NICE web site – see http://www.nice.org.uk/get-involved/Stakeholder-Registration 

Programmes notify registered stakeholders of upcoming topics, including guideline updates.

We would welcome the participation of your organisation in the development of cancer related guidelines.

	1276
	Macmillan Cancer Support


	4.3

line 75
	56
	Has Time been considered as part of the PICO’T’ frame work?
	It can be – but we refer only to PICO, noting that this can be adapted or other frameworks used as needed.

	1277
	The MS Society


	General
	General
	The clinical guideline for MS is being updated, and over the last year the MS Society has been left very disappointed with the process of guideline development. In contrast to NICE’s programme of technology appraisals, which are conducted publicly, transparently and with the input of patients and patient groups, the clinical guideline development process takes place in private and with minimum input from the people who will be most affected by recommendations – those who use services. 

It is also extremely concerning that NICE has not acknowledged that, in the absence of the funding directives attached to technology appraisals, clinical guidelines are unlikely to be widely implemented unless they have the support of practitioners and commissioners. In order to ensure that this support is in place before a new guideline is introduced, it is crucial that guidelines are co-produced by a variety of interested partners including, but not limited to, specialist healthcare professionals, patient groups and patient representatives, commissioners, providers, and professional organisations representing healthcare professionals more broadly. Realistic guidelines can only be developed and have impact if each of these groups are engaged and involved in their development. We would therefore strongly suggest that representatives from each of these sectors are included on guideline Committees or on advisory panels. Expert testimony should also always be collected during guideline development. Registered stakeholders should be invited to provide submissions to the Committee which address each of the review questions being considered, and should be able to nominate patient experts to provide expert testimony, as is the case in technology appraisals. 


	Thank for you your comments. As indicated in the manual, NICE is committed to enabling stakeholders and the public to attend guideline Committee meetings. However, NICE, as with all public sector organisations, is under severe financial pressures – which is likely to last for the foreseeable future. The cost pressures of extending the current model of allowing the public to attend in person come from the need to extend this model to at least an additional  300 meetings a year. The majority of these meetings are hosted by Developers external to NICE – their meeting rooms which are large enough to house the Committee, but not the additional seating required for public attendees. The additional costs of hiring external meeting rooms would be significant. Additional staff would also need to be recruited to support these meetings. 

The additional costs of training topic-specific Committee members, who are recruited only for the duration of each guideline (unlike Standing Committee members, who are recruited for a three-year term) drives the decision to hold only standing Committees in public.

NICE is committed to the transparency of guideline development, and is actively investigating ways in which the costs of enabling access to Committee meetings can be reduced. 
Chapter 3 details the range of Committee members who are recruited for each guideline. This includes the sectors outlined in the comment. A wider range of organisations are also involved in the guideline development process as stakeholders. 

Arrangements for expert testimony are also detailed in Chapter 3. The manual clarifies that expert witnesses are called upon when the Committee ‘does not have sufficient evidence to make recommendations in a particular area’. Focusing the requirement for expert testimony in this way enables the timelines for developing guidelines to be contained.

Decisions within the NICE technology appraisal programme are made by standing Committees. Topic experts are not recruited onto these committees. Stakeholders are therefore given the opportunity to submit evidence, and expert testimony is arranged, for each appraisal. Within the guideline programme, all Committees include expert members – either as the whole body, or recruited to support the core standing membership. Given the availability of this expertise within the Committee itself, the programme therefore has different needs for expert testimony; the Committee decides when testimony is required, and stakeholders are not requested to make submissions of evidence.



	1278
	The MS Society


	1.4
	9
	The current proposals will not lead to people who might be affected by the guideline being involved in a “collaborative and transparent way.” While patient groups endeavour to represent the views of as many people affected by the relevant condition as possible, it is impossible for them to reach everyone who may wish to comment on recommendations in draft guidelines.  Individuals cannot participate in the development of the guideline, unless they are one of two lay members selected to sit on the Committee. We do not believe that this constitutes involving service users fairly in the process, as having two lay Committee members, who may not even be representatives of patient groups, cannot represent the views of a whole patient community. This is particularly true of people with MS. MS is a fluctuating condition, and many people with MS will experience relapses. This means that no two people with MS will have the same experience of the condition. We believe that, in order to fully represent a range of patient experiences, there should be greater patient group representation, longer and more open consultation processes, and individuals should be invited to provide their own personal feedback.


	A patient group with an interest in a topic is able to register as a stakeholder for relevant guidelines.  As a stakeholder organisation they are able to draw on their breadth of experience of working with a particular population to help shape both the scope and the final recommendations. NICE does not restrict the number of patient groups that can be stakeholder organisations.  In addition the Developer may invite stakeholders, and possibly also other relevant organisations or individuals with a significant role or interest, to submit evidence.

Individual patients, carers, service users and members of the public can respond to consultations and their comments will be considered by the Committee.

No-one on a NICE Committee, whether they are a lay member or not, is recruited to ‘represent’ the views of a wider group of people. Members are selected for their individual knowledge and experience rather than their affiliation with any particular group. This helps to ensure the independence of the group and is consistent with the approach taken in all NICE guidance programmes

	1279
	The MS Society


	3.1
	9
	The consultation document states that “lay members should be willing to reflect the experiences of a wide range of people affected by the guideline rather than basing their views solely on personal experience.” It is very important that members of a guideline Committee are able to represent a wide range of people affected by the guideline when making comments and presentations to the rest of the group. However, no reference is made as to how lay members should be recruited to ensure that they are able to represent the views of others. We would strongly suggest that lay members are recruited from voluntary sector organisations to ensure that they are able to represent the views of more than one individual.


	All committee members are recruited against a specific and detailed role description and person specification, which clearly sets out the necessary skills and experience that each committee member needs.  

Developers are able to recruit lay members from voluntary sector organisations. Adverts specify that we welcome applications from, e.g. “a policy officer from a relevant service user or carer organisation”. In addition we ask for “an understanding of, and a willingness to reflect, the experiences and needs of a wide network of relevant people (perhaps as a member of a support group or organisation)”.  

However, it should be noted that Committee members, whether they are a lay member or otherwise, are not recruited to ‘represent’ the views of a wider group of people.

	1280
	The MS Society


	3.2
	38
	The consultation document states that:

“The committee can be formed in 2 ways:

· From members of 1 of NICE’s standing Committees, with additional recruitment of topic expert members.

· From multi-disciplinary recruitment of all Committee members (topic-specific Committee)

The resulting Committee should, as far as practically possible, reflect the range of stakeholders and groups whose activities, services or care will be covered by the Guideline.”

This is not sufficient to ensure that relevant and practical clinical guidelines are produced. It is crucial that new guidelines are informed by discussions between practitioners, commissioners, providers and service users. Only with input from all of these groups will consensus be reached as to what constitutes achievable best practice, and how this could be implemented in the current commissioning landscape. All committees should be topic-specific and members should include specialist healthcare professionals, patient groups and patient representatives, commissioners, providers, and organisations which represent healthcare professionals. Members from all of these different groups should be present on every guideline Committee, or at least be able to provide expert advice to the Committee.


	Both types of Committee include input from the groups referenced, and will be suited to different types of guideline.  It is not possible to set concrete criteria for the use of different types of Committee. However, a continuous programme of work such as a programme of guideline updates or a suite of topics covering a particular area is likely to use a standing Committee. A topic-specific Committee may be chosen when the tasks and time commitment are likely to be more limited (for example, for a single guideline covering a smaller scope).



	1281
	The MS Society


	3.2
	39
	The role of the Chair in guideline development is confusing. If a Chair is to act simply as a reasonable mediator and chairman of the group, then it would be more helpful for them to have no specialist knowledge and simply take the role of facilitator. However, if they are expected to actively contribute to the decision making process using their professional expertise, they should have specialist knowledge of the topic being discussed.


	The Chair of each guideline Committee is selected through open recruitment. The choice of individual to perform this important role will depend on many factors – the skills of the available candidate pool being one of these, and the specific nature of the topic being another. 

	1282
	The MS Society


	3.3
	40
	The guideline consultation states “when a new guideline is allocated to a standing Committee, the core members of the Committee are complemented by up to 5 topic expert members. They have specialist knowledge of the topic and may include providers, commissioners and practitioners, and should include at least 1 lay member. The lay member either has direct experience of the topic or is a member of a relevant organisation or support group.”

The inclusion of providers, commissioners and practitioners as possible members of Committees is welcome, but this statement does not go far enough to ensure that Committees have engagement with stakeholders who support implementation. For example, no detail is given regarding how it should be decided whether a standing Committee or a topic specific Committee should be allocated new guidelines. 

Instead, each Committee should be topic specific and should always include patient group and patient representatives, providers, commissioners and practitioners. 


	Noted, thank you. The different types of Committee will be suited to different types of guideline.  It is not possible to set concrete criteria for the use of different types of Committee. However, a continuous programme of work such as a programme of guideline updates or a suite of topics covering a particular area is likely to use a standing Committee. A topic-specific Committee may be chosen when the tasks and time commitment are likely to be more limited (for example, for a single guideline covering a smaller scope).

	1283
	The MS Society


	3.5
	43
	We are concerned about the recommendations which detail the inclusion of testimony from expert witnesses. 

We support the need for expert testimony to be included as a form of evidence in the development of NICE guidelines. However, the current recommendation on how such evidence should be incorporated is inadequate. It relies upon Committees determining that they do not have enough evidence to make a recommendation. This ignores the fact that they may be unaware that other evidence exists which could help support them make a decision, even if it initially appears that they already have sufficient sources of evidence. 

Instead we would suggest that stakeholder organisations should be invited to provide expert testimony and evidence on each of the review questions, and that this should always be considered by the Committee. A similar procedure currently exists in the NICE technology appraisal process, whereby patient and carer groups are invited to submit written submissions which detail:

· the experience of having the condition, or in the case of carers, the experience of caring for someone with the condition

· the experience of receiving care for the condition in the healthcare system 

· the experience of having specific treatments for the condition 

· the outcomes of treatment that are important to patients or carers (which may differ from the outcomes measured in the relevant clinical studies and the aspects of health included in generic measures of health-related quality of life) 

· the acceptability of different treatments and modes of treatment

· their preferences for different treatments and modes of treatment

· their expectations about the risks and benefits of the technology being appraised.

We would strongly suggest that this form of engagement with patient and carer groups, as well as other stakeholders, is adopted for the development of clinical guidelines. 


	Decisions within the NICE technology appraisal programme are made by standing Committees. Topic experts are not recruited onto these committees. Stakeholders are therefore given the opportunity to submit evidence, and expert testimony is arranged, for each appraisal. Within the guideline programme, all Committees include expert members – either as the whole body, or recruited to support the core standing membership. Given the availability of this expertise within the Committee itself, the programme therefore has different needs for expert testimony; the Committee decides when testimony is required, and stakeholders are not requested to make submissions of evidence.



	1284
	The MS Society


	3.5
	44
	It is unacceptable for NICE to state that “financial pressures” prevent public access to Committee meetings. There are many ways in which meetings may be made publically available without incurring high costs, such as live streaming or via podcasts.  It is crucial that NICE decisions are made transparently and in a way that is open to public scrutiny, as is currently the case with technology appraisals. It does not make sense that NICE is able to ensure that the meetings of standing Committees are fully open to public observation, but holds the meetings of topic Committees behind closed doors. We would strongly suggest that NICE reconsider this position, and allow members of the public to observe all meetings which relate to the development of NICE guidance, subject to reasonable in confidence segments (similar to those currently included in technology appraisal Committee meetings.)


	Thank for you your comments. As indicated in the manual, NICE is committed to enabling stakeholders and the public to attend guideline Committee meetings. However, NICE, as with all public sector organisations, is under severe financial pressures – which is likely to last for the foreseeable future. The cost pressures of extending the current model of allowing the public to attend in person come from the need to extend this model to at least an additional  300 meetings a year. The majority of these meetings are hosted by Developers external to NICE – their meeting rooms which are large enough to house the Committee, but not the additional seating required for public attendees. The additional costs of hiring external meeting rooms would be significant. Additional staff would also need to be recruited to support these meetings. 

The additional costs of training topic-specific Committee members, who are recruited only for the duration of each guideline (unlike Standing Committee members, who are recruited for a three-year term) drives the decision to hold only standing Committees in public.

NICE is committed to the transparency of guideline development, and is actively investigating ways in which the costs of enabling access to Committee meetings can be reduced. 

	1285
	The MS Society


	4.5
	69

-70
	The consultation document states that “in order to formulate recommendations, the guideline Committee needs to consider a range of evidence about what works generally, why it works, and what might work (and how) in specific circumstances. The Committee needs evidence from multiple sources, extracted for different purposes and by different methods.”

However, in our experience, NICE has been over-reliant on randomised controlled trials (RCTs) to develop clinical guidelines. While it is very important that rigorous scientific evidence is used to inform the development of guidelines, expert testimony and experience is also important to the development of recommendations. This testimony should become a regular part of the guideline development process, under the terms outlined above, to ensure that the perspective of patients and other stakeholders are fully incorporated into guideline development.


	Thank you for your comments.  We do describe the range of evidence that can be used and this will differ by guideline and by questions.

	1286
	The MS Society


	4.4
	71
	We welcome the recognition that qualitative evidence may be gathered which relates to barriers to improvement, the experiences of people using services, and variation in delivery and implementation. However, there is no requirement that such review questions should be included in the development of every guideline, and it is possible that these topics will not be taken into account at all during the development of clinical guidelines. 

The type of evidence listed should be collected during the development of all NICE guidelines. As stated above, professionals and lay members with expert knowledge in the areas of commissioning, implementation and the use of services should be recruited to all guideline Committees. Stakeholders in the process, including patient groups, commissioners, healthcare professionals and providers should also be able to provide submissions which highlight the qualitative evidence outlined above. 


	When developing the review question consideration should be given to the potential for additional information on patient/user views.  It is not intended to suggest that a full qualitative review is always needed; however, mixed methods reviews can address issues such as why did this work well (or not work well) which may be important questions (these should be identified through scoping and expert advice as appropriate).

	1287
	The MS Society


	5.5
	83

-84
	We do not feel that registered stakeholders should only have the opportunity to submit evidence to the development of NICE guidelines when it is called for by NICE staff or the Committee. This is too variable. By leaving it up to the discretion of individual NICE staff and Committee members to decide whether stakeholders should be allowed to submit evidence, NICE risks excluding evidence which could inform better decisions. A process should instead be put in place which enables stakeholders to contribute earlier.

Whilst NICE guideline Committees are mostly made up of people with expertise in the conditions being addressed, it would be impossible for, for example, two lay members to represent the views of all people with a certain condition. This is recognised by NICE in their technology appraisal process, as submissions which detail the experience and opinions of patients are welcomed from stakeholders. For consistency of process, and fairness, this should also be true of the development of NICE clinical guidelines.


	The call for evidence is a specific stage as described; however, all registered stakeholders can provide evidence they think is relevant at scoping and draft guideline consultation.

Decisions within the NICE technology appraisal programme are made by standing Committees. Topic experts are not recruited onto these committees. Stakeholders are therefore given the opportunity to submit evidence, and expert testimony is arranged, for each appraisal. Within the guideline programme, all Committees include expert members – either as the whole body, or recruited to support the core standing membership. Given the availability of this expertise within the Committee itself, the programme therefore has different needs for expert testimony; the Committee decides when testimony is required, and stakeholders are not requested to make submissions of evidence.



	1288
	The MS Society


	7.5
	132

-133
	We strongly disagree with the notion that EQ-5D scores should be estimated by mapping other health-related quality of life measures, or health-related benefits observed in other relevant studies, to the EQ-5D. 

In the case of MS, one study exists which addresses the mapping of an MS specific health measure (the MS walking score – MSWS) to the EQ-5D.  This study explicitly states that “further work is required to explore how EQ-5D scores estimated from MSWS-12 scores (using the algorithms provided) function as compared to actual EQ-5D scores when calculating QALYs…This research will investigate whether using estimated, rather than actual scores, is likely to make a difference in practical policy contexts regarding decisions as to whether to fund treatments, or not.”

In spite of this, the Guideline Development Group for MS used this mapping technique to estimate EQ-5D scores. This unproven method of mapping led to a negative recommendation against a treatment for MS which addresses a high unmet need. We do not feel that this is acceptable. We therefore suggest that further research should be conducted into the effectiveness of mapping health measurements before this is included as standard in the development of NICE guidelines. 


	The EQ-5D is NICE’s preferred measure of health-related quality of life in adults, where measurement of health-related quality of life is reported directly by patients and/or carers and  the valuation of those changes in health-related quality of life is based on the public’s preferences from a representative sample of the UK population. The uses of mapping techniques from other health-related quality of life measures, or health-related benefits to the EQ-5D offers a pragmatic solution when direct EQ-5D-based QALY data are not available, and so allowing cost per QALY comparison when undertaking health economic analyses. The manual does also state that “The statistical properties of the mapping function should be fully described, its choice justified, and it should be adequately demonstrated how well the function fits the data. Sensitivity analyses exploring variation in the use of the mapping algorithms on the outputs should be presented.”

	1289
	The MS Society


	7.5
	135

-136
	We welcome the statement that “benefits may be health benefits only… but may also include non-health benefits”, but are concerned that it is likely that only health benefits will be taken into consideration in the assessment of clinical interventions. This document appears to have been drafted without taking into consideration NICE’s recent proposals for the value-based assessment of clinical interventions. 

These proposals stress that non-health benefits, the wider societal impact or the ability of people with a certain condition to engage with society, should be taken into account during the assessment of medicines. While these proposals were only directly relevant for technology appraisals, it would not make sense for one NICE assessment process to take societal impact into consideration when assessing clinical interventions while another does not.  Therefore, when guidelines are being developed, further consideration should be given to the benefits beyond health which can be provided by clinical interventions. 

It should also be made clear how evidence relating to non-health benefits should be gathered. It is unlikely that RCTs could provide all this data, and therefore it should be gathered from other studies, expert testimony and submissions from stakeholders. 


	The NICE Board considered the consultation responses on the NICE Centre for Health Technology Evaluation proposals on value based assessment in September 2014. No changes are planned at the current time and the implications for the guidelines manual of any future changes will be assessed at an appropriate time.

	1290
	The MS Society


	8.1
	151
	The consultation states that “a first assessment of a new medicine or a significant licence extension for an existing medicine is usually carried out as a technology appraisal. It can be carried out through the guideline development process only when this has been agreed by both the DH and the manufacturer.”

It is crucial that new medicines are assessed through the technology appraisal process, but the MS Society is concerned that medicines which should be assessed through this process are currently only being considered in the development of guidelines. This has recently been the case for two medicines for MS, nabiximols (Sativex) and fampridine (Fampyra).

We believe that the technology appraisal process is, generally, transparent and fair. However, the guideline development process, as it stands, is not. When an assessment of a medicine is included in a guideline, explicit reference should always be made to why this medicine is being assessed in this manner rather than through a technology appraisal. Stakeholders other than the manufacturer should also be invited to provide views on whether it is appropriate to assess a medicine in a guideline rather than through a technology appraisal.
	Noted, thank you.

The consideration of new medicines in a guideline will have been discussed at scoping and its inclusion agreed following our processes.

	1291
	The MS Society


	8.1
	153
	We are concerned that the consultation document states “in exceptional circumstances technology appraisal guidance is updated in a guideline…when a technology appraisal is updated and changed in a guideline, the appraisal is withdrawn when the guideline is published. The funding recommendation associated with the technology appraisal no longer applies.”

Positive technology appraisals are the only pieces of NICE guidance which carry a funding directive. To remove this could mean that commissioners feel that they are no longer obliged to provide certain treatments, and access to medicines could fall. If technology appraisals are deemed to be out of date, or new evidence or a change in costs comes to light, then appraisal guidance should be updated via the technology appraisal process.


	The manual indicates that:

8.1 ‘A technology appraisal is likely to be suitable for updating in a guideline only if all of the following conditions are met…

- The technology is well established within the NHS. Evidence that a technology is not well established may include the following:

- spending on the technology for the indication that was appraised continues to rise

- there is evidence of unjustified variation across the country in access to the technology

- there is plausible and verifiable information to suggest that the availability of the technology is likely to be reduced if the funding recommendation were removed

It is therefore not necessary to continue the funding recommendation  in the exceptional circumstance of an appraisal being updated within a guideline.

	1292
	The MS Society


	8.1
	158
	The consultation document states “[where other pieces of NICE guidance exist] the Committee may decide to cross-refer to the recommendation in the published guideline if it is happy to accept the intent and exact wording, and any future changes to that recommendation (for example, changes made as part of an update).

If the Committee considers that the intent and therefore the wording of the published recommendation are not appropriate for the guideline in development, or future changes are not likely to be acceptable to the Committee, a new recommendation can be made.”

In the recent draft guideline for MS, several interventions were not assessed as previous pieces of NICE guidance already existed on their use. However, these other pieces of NICE guidance were only referenced as a post-script in the index of the guideline on MS. This meant that the MS guideline did not read as a complete document which addressed the care needs of people with MS. 

Pre-existing pieces of relevant NICE guidance must be referred to in the body of any new full and NICE guidelines, either in a summary form or quoted verbatim, to ensure that stakeholders understand all aspects of available care for the condition being considered.  


	Thank you for your comments.  NICE is constantly trying to improve how it presents its guidance and any links to other guidance.  The manual describes different approaches to this, and there is work ongoing to improve this, including improved digital presentation.

	1293
	The MS Society


	9.2
	172
	The consultation document states that “recommendations should (wherever possible and not obvious from the context of the guideline) clearly detail the intended audience for the recommendation (who is responsible for implementing it), the intended population, the setting (if relevant), what specifically should be done, and, where relevant, what the timeframe is for doing it.”

We welcome this statement, but recommend that it is strengthened to include the phrase “and the healthcare professionals who should carry out or oversee the suggested intervention.”


	We have not added this – ‘implementing’ covers your point on who should do the intended action.  If a recommendation is about supervision in this case, the intended action would be supervision implemented by the defined audience.

	1294
	The MS Society


	10.1
	185
	We strongly suggest that the consultation period should be should be extended from 6 to 12 weeks.  Full guidelines are often very lengthy documents, and are drafted in a period which often lasts over a year. For example, the recent draft guideline for MS was over 600 pages long. We would have been able to create a more considered and detailed response to this draft if we had had a longer time to address it. By contrast, the recent NICE consultation document on value-based assessment was less than 30 pages long, but consultees were granted a 12 week consultation period.
	The timescale for consultation on the draft guideline is set at 6 weeks to enable stakeholders to provide a comprehensive response, while ensuring the guideline development timescales are contained. Consultation timescales are notified in advance, allowing stakeholders to plan for the activity required.

Consultations on NICE processes and methods, which includes the VBA consultation) are set at 12 weeks – this reflects the different nature of the documentation and anticipated feedback.

	1295
	National Collaborating Centre for Cancer


	General
	
	Primarily the changes seem to have led to a broader, less restrictive manual. In some respects this is beneficial as it allows for greater freedom however it could also lead to less consistency across NCCs. We appreciate that this is a result of attempting to combine process manuals for several different programmes, each of which have slightly different ways of working. However there is now very little detail about how certain stages should be run (e.g. scoping) and many parts of the process are written as if they are optional (when in reality they probably are not). This runs the risk of creating variation between developers (and possibly even between guidelines created by the same developer), which will surely make it more difficult to deliver a consistent product.
	The level of detail included in the manual reflects the fact that detailed microprocesses are used to operationalise each stage. Current programme manuals contain different levels of operational detail at different stages, and this has now been made consistent.

The manual indicates that:

1.2 ‘The approach should be documented in the evidence review or guideline, together with the rationale for the choice.’

The manual also now indicates that ‘The use of, and rationale for, the options agreed for each guideline will also be documented by NICE staff with responsibility for quality assurance. Decisions will be reviewed for consistency’

	1296
	National Collaborating Centre for Cancer


	General
	
	There is a general consensus that many of the concepts in the new manual such as double sifting and double independent reviewing are a good idea and to be encouraged. However there is concern over the implications for resource use and the increased costs associated with implementing such methods.
	We believe that viewed as a whole, the changes will not have a significant impact on resources. There will be some efficiency gains and some areas where changes will need to be absorbed.

	1297
	National Collaborating Centre for Cancer


	General
	
	Many of the concepts in the manual such as double sifting, re-running searches, using GRADE appears to be ‘optional’. Who would make the decision about the optional activities during guideline development, and would each NCC have to justify the cost of these activities in advance of starting the guideline work? Would it be the NCC that decides whether to opt-in and out, or will NICE make the decisions on the need to do these activities per guideline?
	The manual indicates that different approaches should be taken depending on the type of questions being asked. The Developer and/or the evidence review team is responsible for considering the rationale, cost and appropriate course of action in each situation. The preferred option should then be discussed and agreed with NICE staff responsible for quality assurance.



	1298
	National Collaborating Centre for Cancer


	General
	
	It might be useful to have a section on specific NICE terminology that should be used (and avoided) in topics/review questions in the scope (such as ‘including’, ‘for example’ etc.) in order to avoid potential issues that may arise when developing PICOs.
	Due to the range of guidance types and topics, it is not possible to be prescriptive in the manual.  The scope template does though provide advice and examples as suggested.

	1299
	National Collaborating Centre for Cancer


	1.5

 line 232
	General
	You haven’t mentioned the clinical advisor in this section. It would be useful to include them and clarify their role too.
	The topic advisor role is unique to topic-specific committees, and is described in detail in section 3.4. It is not felt necessary to repeat this information in the introduction.

	1300
	National Collaborating Centre for Cancer


	1.5

 lines 238-240
	13
	Please can you clarify what “responsible for appointing” means in this context? Does this mean participates in the interviews for committee members (as this would represent a substantial increase in time commitment compared to currently)? Or does it mean approves the appointments?
	Responsible for appointing in this context is set out in the NICE policy, which is hyperlinked in this section, and indicates that ‘A non-executive director, the Chairman of the Committee and the relevant Centre Director (or an appointed deputy) will make the appointments.’


	1301
	National Collaborating Centre for Cancer


	1.5

line 269
	14
	Should this be explicit that the systematic reviewer summarises the “issues with the evidence”? Since they will not necessarily be subject matter experts, they cannot be expected to summarise the broader issues in a disease area.
	Thank you – this has been added.

	1302
	National Collaborating Centre for Cancer


	1.5

line 274
	14
	Should you mention the NICE Pathways team here – they are involved during scoping and development of the guideline
	The NICE Pathways team are involved in developing the NICE pathway. This section introduces key teams involved in the development of the guideline itself.

	1303
	National Collaborating Centre for Cancer


	2
	General
	Drafting the scope – at the moment there is no detail about how this should happen. Do we stick with the current format of holding scoping meetings 1-3 and a stakeholder workshop? Who exactly should be involved – stating “NICE staff with a quality assurance role” isn’t helpful. Needs to be more specific so we know who to invite.
	Operational details are not included in the manual, and should be agreed between individual Developer and NICE staff, as practice will vary according to the model of operation. It is not anticipated that the scoping process will change significantly from the current format.

	1304
	National Collaborating Centre for Cancer


	2.2

 lines 52-52
	22
	It would be useful to specify who the “NICE staff with a responsibility for quality assurance” actually are. Otherwise we risk missing out someone important.
	Details are to be agreed between the individual Developer and NICE staff, as practice will vary according to the model of operation. However, when agreed, this will be documented and part of the microprocess 

	1305
	National Collaborating Centre for Cancer


	2.3

line 59
	23
	The detail has been lost in terms of what is required for the scoping search – there is already significant inconsistency across centres in terms of the scoping search and this broader description of the process will exacerbate the issue.
	Clear guidance is provided in section 2.3 on the types of evidence sought at the scoping stage, and an Appendix provides a list of suggested sources. 

Sources should be selected based on the subject and type of evidence required.

	1306
	National Collaborating Centre for Cancer


	3.2

lines 85-87
	38
	Should this also specify that candidates are required to submit a signed and completed declaration of interests form?
	Text amended 

To emphasize in the manual the importance of declaring interests, this has been added. It is also detailed in the policy which is hyperlinked from this section.

3.2 Candidates are required to submit a declaration of interests, curriculum vitae (CV) and covering letter, or application form in the case of lay members.



	1307
	National Collaborating Centre for Cancer


	3.7

line 336
	46
	We assume this is the induction session arranged by NICE. If so, this should be specified so that it is clear.
	Text amended

The induction may be arranged by NICE or the Developer, and the manual wording has been changed to reflect this:

3.7 All Committee members, including topic expert members and co-opted members, receive an induction from NICE and/or the Developer covering:



	1308
	National Collaborating Centre for Cancer


	3.8

line 414
	50
	Does this mean that the NICE Pathways Lead needs to attend all GDG meetings? If so this should be specified
	The methods and processes for NICE pathways continue to develop. The Publishing team has carried out further work on starting pathway development during scoping. This work focuses on developing a pathway outline (rather than a pathway plan) early in scope development. Developing a pathway outline at an early stage is a visual way of bringing together the work done by the Developer on identifying related NICE guidance and the Publishing team’s consideration of the topic in the context of NICE pathways. The pathway outline helps to set out how the new topic fits with other NICE guidance and pathways. 

This approach is currently being tested out on a pilot topic with NCC-WCH, and the Publishing team would welcome the opportunity to work on pilot topics with other Developers to help refine the process. More detailed processes will be discussed with Developers in the light of the results of the testing. The Pathways process guide will be updated in due course.

We would not expect it to be necessary for the NICE Pathways Lead to attend all GDG meetings.

	1309
	National Collaborating Centre for Cancer


	4.1

lines 20-22
	54
	“-is manageable

-can be covered in the time and with the resources available

 -provides sufficient focus for the guideline.”

These three bullet points could be replaced by  “can be covered with the available time and resources”
	We have retained the original wording as the bullets do address different concepts.

	1310
	National Collaborating Centre for Cancer


	4.3

lines 73-77
	56
	“...[in addition to PICO] other frameworks exist (such as SPICE) and can be used as appropriate”

This could be improved by the inclusion of more examples, along with a brief description and/or links/citations to resources detailing their use.
	Thank you.  We have not added references as their use will depend on the question being asked – the aim here is to note that such other frameworks exist.

	1311
	National Collaborating Centre for Cancer


	4.4

line 155
	62
	Additional examples of diagnostic questions would be useful (in line with the examples for intervention and prognostic questions).
	Thank you and examples have been added.

	1312
	National Collaborating Centre for Cancer


	5 
	General
	Some of the useful detail seems to have been lost from the manual – for example 5.3 which in the current manual gives a baseline requirement in terms of sources to search.
	Due to the diversity of questions addressed by NICE guidelines it is not possible to outline a baseline requirement or set of core databases. Professional judgement should be used to base the selection of sources on the subject and type of evidence required, balancing precision and sensitivity.

	1313
	National Collaborating Centre for Cancer


	5.2
	79
	Search Protocols. It is helpful to try and make decisions about the searches as far in as advance as possible but often there is a lot of discussion regarding each topic and trying to finalise the review protocol and search decisions develop during that process. We often don’t have the time to plan each search in that much detail. It would be unhelpful to be tied down at progress meetings with decisions made too early in the process.
	Search protocols should be written once the review protocol has been agreed. Necessary changes can be made, and significant changes should be discussed with a member of NICE staff with a quality assurance role

	1314
	National Collaborating Centre for Cancer


	5.7
	86
	Quality assurance.  The revised manual doesn’t provide any advice/detail on how we should do this, how early in the process, and in how much detail.  Will it be up to individuals to decide? There is a risk of the quality assurance method itself varying in quality from a quick glance to rerunning and testing each individual search in each database. Also, it could potentially be very time consuming, especially as the IS doing the quality assuring will have less experience/knowledge of the guideline.  We will be very reliant on the PICOs and backgrounds having been written for the review protocols in a timely manner.

Additionally - Is this for every search/question undertaken within the guideline or just for the patient population search or selected questions (as and when)?
	Text amended

The principal database strategy for each review question should be quality assured by a 2nd Information Specialist for each search. 

A recommendation to use a checklist for QA, such as PRESS, has been included, to aid consistency and to clarify the detail required. 

5.7 ‘A checklist should be used to ensure clarity and consistency when peer reviewing search strategies. An example is the PRESS checklist (Sampson et al. 2008) or the CADTH checklist (CADTH 2008), which is adapted from PRESS’

We believe that viewed as a whole, the changes will not have a significant impact on resources. There will be some efficiency gains and some areas where changes will need to be absorbed



	1315
	National Collaborating Centre for Cancer


	5.10
	87
	Re-running searches. The revised manual suggests that the blanket re-running of all searches is not required. This seems a rather risky strategy and little detail is given as how to reach those decisions. Also won’t this lead to confusion when detailing the date to which any update might be executed from – if some searches were undertaken at re-run stage but others were only undertaken once earlier in the guideline development there is no fixed point as to the currency of the guideline.
	The approach of re-runs was discussed in detail, and it is agreed that they should be optional and tailored to the needs of the guideline.  Where the currency of the guideline is judged to be compromised, then a re-run would be expected.  Any decision to re-run or not should be documented in the guideline.  This would allow any update to be clear on the starting dates for each set of searches.

	1316
	National Collaborating Centre for Cancer


	6.1 (Published Studies), line 37
	90
	”Unless agreed beforehand” who needs to agree this?

It would be also useful to have guidance on what is an appropriate sample (if full list is too long) for double screening of abstracts 


	Text amended 

6.1 Unless agreed beforehand with NICE staff with a quality assurance role, title and abstract screening should be undertaken independently by 2 reviewers (that is, titles and abstracts should be double-screened) using the parameters set out in the review protocol.

	1317
	National Collaborating Centre for Cancer


	6.1 (Unpublished Studies)
	91
	Should any included unpublished data, studies in progress or grey literature be publicly accessible (for example to allow stakeholders to query it)?
	More information on this has been added.

The same principles for the use of confidential data should be applied (see section 5.5) and as a minimum, a structured abstract of the study must be made available for public disclosure during consultation on the guideline.

	1318
	National Collaborating Centre for Cancer


	6.1 (Unpublished Studies), lines 91-92
	92
	“Grey literature may be assessed in the same way, although this assessment is not always appropriate because of the nature of grey literature.” One or more examples may help to clarify this statement.
	This has been clarified

· Grey literature may be assessed in the same way as published literature, although due to its nature, such an assessment may be more difficult. Consideration should therefore be given to the elements of quality that are likely to be most important.

Examples have not been added as they are likely to rarely used and varied in their use.

	1319
	National Collaborating Centre for Cancer


	6.4, lines 303
	100
	“All relevant equalities data should be included in the evidence reviews” – maybe change to “Any equalities data specified in the review protocol should be included...”
	This has been amended. as suggested.

	1320
	National Collaborating Centre for Cancer


	6.4

lines 309-313
	100
	It would be helpful to have an example of equalities evidence in an evidence statement.
	Examples have not been added but such information would be included as other information is.

	1321
	National Collaborating Centre for Cancer


	6.5

line 382
	102
	Where should these narrative summaries be? In the guideline or in an appendix?
	NICE is currently developing a content strategy, covering consistency of presentation across guidance. Changes in this area are anticipated, and the manual is not specific to future-proof against these changes

	1322
	National Collaborating Centre for Cancer


	6.5

line 411
	103
	Evidence statements: Should they be referenced? One of the examples isn’t.
	References should be added if needed.

	1323
	National Collaborating Centre for Cancer


	6.5 (terminology of evidence statements), line 461
	105
	The manual suggests the meaning of terms describing the strength of evidence could vary within and across guidelines which could be confusing.
	Thank you and this has been amended to 

Terms that describe the strength of the evidence should be used consistently and their definitions should be reported in the methodology section.

	1324
	National Collaborating Centre for Cancer


	6.5

line 545
	110
	“these should be presented in the review protocol”. Should “review protocol” be changed to “evidence review”?
	This has been removed.

	1325
	National Collaborating Centre for Cancer


	7
	General
	Overall, no major issue with the guidance for de novo economic models as it mostly seems to be business as usual.  For example - main changes to modelling aspect seem to be mandating that probabilistic sensitivity analysis (PSA) be performed, and to consider VOI as an option in some circumstances. We agree with both of these (and in fact welcome them) and don’t think they are at all controversial.
	Noted, thank you

	1326
	National Collaborating Centre for Cancer


	7
	General
	We think that there is sometimes a discrepancy between the intention of the manual and the way that it could be interpreted. For example:

· In chapter 3 it appears that health economists (and other methodologists) would be optional. We suspect that this is to allow for those guideline programmes that do not always have health economists on their committees. However, there is a danger that other guideline programmes could interpret this as meaning that health economists are optional in areas where they should surely be mandatory (such as clinical guidelines).

Perhaps need headings within sections to make the aspects that relate to each guideline programme more clear (although we can see that this somewhat defeats the point of having a combined manual)
	The manual indicates that different approaches should be taken depending on the type of questions being asked – and intentionally avoids programme-specific references.

The requirement for programmes to document the rationale for selecting particular options, together with the requirement to review these decision for consistency, will mitigate any risk of options being taken in inappropriate circumstances.

The manual has been amended to indicate that:

1.2 ‘The use of, and rationale for, the approach agreed for each guideline will also be documented by NICE staff with responsibility for quality assurance. Decisions will be reviewed for consistency.’ 

The composition of the Committee will depend on the guideline topic, and Chapter 3 confirms that this may include an economist.

	1327
	National Collaborating Centre for Cancer


	7
	General
	In this section, non-economic objectives are said to override the economic loss in some circumstances. We are unclear on what these non-economic objectives are and are a little concerned that this statement undermines the importance of economic analysis.
	Text amended:

7 

It is particularly important for Committee members to understand that economic analysis is not only about estimating the resource consequences of a guideline recommendation, but is concerned with evaluating costs in relation to benefits (including benefits to quality of life) and harm of alternative courses of action. NICE social value judgements usually take precedence over economics.



	1328
	National Collaborating Centre for Cancer


	7.3
	122
	Some of the useful detail seems to have been lost from the manual in terms of searching for economic evidence – the current manual has a very useful staged approach to this which saves time and effort for both the IS and the HE.
	Text amended

The section on ‘Reviewing economic evaluations’ has been revised. The manual presents a staged approach for searching for economic evidence– i)  an optional scoping search for economic evaluations ii) a full systematic search for economic evaluations for all review questions for which economic considerations are relevant iii) searching to inform modelling (if required)

	1329
	National Collaborating Centre for Cancer


	8.1

lines 92-97
	154
	This implies that a technology appraisal review will be completed for all TA guidance that relates to a guideline. Is this the case?
	Yes, a technology appraisal review will be completed for all TA guidance that relates to a guideline.

	1330
	National Collaborating Centre for Cancer


	8.1

lines 258-260
	159
	At scoping stage, the specific investigations to be included in the PICOs are not yet decided (as the GDG will have input on these when they start their meetings). Therefore it will not necessarily be possible to specify that interventions covered by IPs will be investigated by review questions at scoping stage.
	However, it is important these are identified early and discussions had both within NICE and the developing team to determine how they should be referenced, updated or used in the new guideline.

	1331
	National Collaborating Centre for Cancer


	8.1

lines 320-324
	161
	It would be useful to specify what happens when this is the case. Does the IP get cross-referenced in the guideline? Does it just get included in the list of relevant NICE guidance??
	The decision on how to refer to the IP guidance would be made with the NICE QA team.

	1332
	National Collaborating Centre for Cancer


	9.1
	General
	The manual no longer seems to contain reference to the “Linking Evidence to Recommendations section”. Do we assume that we are still required to produce this table?
	Different programmes have used different terms; however this linking narrative is still required and its presentation as a table may still be useful.

	1333
	National Collaborating Centre for Cancer


	9.3
	181-182
	Are there any limits on the number of recommendations NICE would like the committee to identify?
	No limit has been defined, but it would be expected that only a small number should be identified for consideration in a Quality Standard.

	1334
	National Collaborating Centre for Cancer


	9.5

lines 502-506
	183
	In section 3.8 you state that the NICE pathway will be drafted at scoping stage and amended throughout development of the guideline. This seems slightly at odds with the statement in this section that “The NICE Pathway is drafted by a lead editor in the NICE publishing team. Drafting begins when most of the draft recommendations are available for guideline consultation.”

Are these 2 pathways different things? If so this should be clarified and the differences between the 2 pathways made more explicit. This is confusing as currently written.
	Thank you for your comments. Please see comment 1308 for information on how the Publishing team propose to develop the pathway outline alongside the scope.

The pathway outline sets out the proposed structure of the pathway at an early stage, and identifies links with other topics. The pathway outline does not include recommendations, but sets out the structure of the topic and shows how the different sections of the guideline fit together. 

The pathway outline should be kept up to date throughout the development of the guideline. 

The first full draft of the pathway will be developed when the draft recommendations are submitted. This will include the recommendations. Throughout the development of the pathway, the lead editor from the Publishing team will work closely with the Developers and Committee members.

	1335
	National Collaborating Centre for Cancer


	10.1

line 15
	185
	Who is responsible for writing the draft questions to stakeholders? Are they mandatory for every piece of guidance that goes out for consultation or are they just needed when the Developer has specific questions they would like input on?
	The Developer is responsible for writing these questions

They are not mandatory, but will accompany a set of generic questions for every guideline

	1336
	National Collaborating Centre for Cancer


	10.1

line 48
	186
	Evidence of user views is likely to be weak or lacking in many areas investigated by guidelines. If this is one of the criteria for deciding that fieldwork is needed, it would be easy to argue that most of the recommendations in a guideline should be tested. This would not be practical to achieve.
	This is only one factor on which this decision should be based…but would form part of the consideration. However in practice, views are sought through other standard processes, such as consultation.

	1337
	National Collaborating Centre for Social Care


	General
	
	Overall, we welcome the unified guidance in that it provides a flexible, pragmatic approach that largely addresses the needs of the NCCSC.  NCCSC has dissemination and adoption as part of our brief. Our comments below about implementation draw on that experience.
	Noted, thank you

	1338
	National Collaborating Centre for Social Care


	General
	
	It would be helpful to have consideration of the relationship between the very policy-driven scope, and subsequent review protocols. In social care the population of interest often spans sectors. Does that mean we are meant to review evidence related to other sectors e.g. education, crime and housing? How are we expected to search systematically and then disentangle the ‘social care’ element of the literature? Ok if overlap is with one sector, e.g. health and social care, but when it overlaps several sectors this has implications for workload (e.g. health, crime & justice, education, housing – as in the case of domestic violence for example). 
	The settings to be considered in the reviews will be determined by the scope.  The focus of each question is likely to differ and therefore the extent to which other settings or sectors need be considered will also differ.  

As such it is not possible to be prescriptive about this in the manual, but recognise that flexibility is needed to ensure the evidence is relevant and can support recommendations that will be useful to practitioners.

	1339
	National Collaborating Centre for Social Care


	1 
	5
	Will GDGs now all be called ‘committees’?
	Yes, terminology will change when the manual is implemented

	1340
	National Collaborating Centre for Social Care


	1.4
	9
	Example says that observational and qualitative studies can also be used to assess effectiveness. Does this indicate that qualitative and observational studies only can be used to address a question on impact, or does it mean that these kinds of study designs might be used to ‘inform’ an assessment of effectiveness? Our approach has been to focus on those study designs that are most appropriate for answering the question. There is a risk that this will increase the work of reviewers meaning they have to review all relevant studies irrespective of design, and there is a further risk of bias in the recommendations. This links to further information later on e.g. pages 56 and 59, which indicates that the importance of comparison groups and baselines remain, but that other kinds of evidence can inform further interpretation.
	The intent is as you state – to allow the review to focus on those study designs that are most appropriate.  This has been clarified as suggested – such complementary evidence can inform considerations of effectiveness and its use is judged by the developer – it is not required in all circumstance, but only where it will add additional information that is useful for decision making.

	1341
	National Collaborating Centre for Social Care


	1.5


	10
	The manual stipulates that at least 2 members are service users/carers. We would suggest stipulating 2-4, in order to be explicit about what level of involvement is aspirational. 
	The NICE patient and public involvement policy is have at least 2 lay members on every Committee, and the wording of the manual reflects this policy.

	1342
	National Collaborating Centre for Social Care


	1.5
	13
	You may want to state ‘Associate Director or equivalent’ recognising that different NCCs have different senior management job titles. 
	This section refers to the Associate Director at NICE, which is a consistent title for this role.

We have changed the heading of this section to ‘Quality assurance by NICE’



	1343
	National Collaborating Centre for Social Care


	1.5
	13 

and 16


	No mention is made of the NCCSC’s responsibilities for implementation, either in the description of the Developer, nor of the Implementation Team.
	The manual is written to be independent of the model of operation of guideline development. The arrangements for implementation with the NCCSC are therefore not detailed. 



	1344
	National Collaborating Centre for Social Care


	1.6


	16
	Figure 1.1 does not reflect the developing emphasis and focus on implementation. NCCSC would be happy to share the figure we have used to illustrate how adoption and dissemination can be incorporated.
	We have added a side box to the figure to indicate that development of resources to support implementation is ongoing throughout development

	1345
	National Collaborating Centre for Social Care


	2.2
	22
	This section refers to ‘systematic reviewer’ but not ‘lead analyst’ as used elsewhere. Perhaps: ‘systematic reviewers, including the lead analyst?’
	This section refers to generic roles, and not specific job titles

	1346
	National Collaborating Centre for Social Care


	2.2
	23
	Building in dissemination and adoption from the start of the guideline development process has provided the NCCSC the opportunity to consider implementation issues early on. The NCCSC currently does detailed work on context-setting as part of scoping and GDGs2. We have evolved this so that it comprises:

· Key facts and figures in scope

· Context presentation and interactive discussion with group as part of GDG2. This is led by NCCSC staff who have specialist expertise in implementation and use of evidence in a social care context and provides an opportunity for the group to: reflect on their experiences of the context; engage in discussion that ‘makes the guideline real’ to them; identify early dissemination and adoption issues.

We would advise against producing a separate context report.  Our experience to date suggests that a collaborative and iterative process with the GDG, returned to at key points during guidance development should provide a sound basis for a needs assessment and support plan that will identify the implementation challenges, and priorities for the guideline. If a separate report is to be produced, this is likely to require additional information science and analyst resource, and additional process requirements with a consequent impact on both cost and timescales.  
	Noted, thank you. The section on understanding the context has been refocused, and contextual information will be included in the scope and guideline in future rather than as a separate report as suggested.

	1347
	National Collaborating Centre for Social Care


	3.1
	36

 (and throughout)
	‘Lay members’ is not a term that is particularly meaningful to the social care sector. The wording provided in brackets on lines 17-18 would be sufficient.
	‘Lay members’ is used as a generic term, for brevity, throughout

	1348
	National Collaborating Centre for Social Care


	3.1


	37
	Within social care we would expect to be recruiting GDG members with experience and expertise in service transformation and change management as part of our current recruitment. NCCSC partners also have expertise in knowledge transfer and implementation in social care practice.
	Noted, thank you

	1349
	National Collaborating Centre for Social Care


	3.3
	40
	As per comment on 1.5, p10 above, suggest we should be more aspirational in terms of core members who are people using services or carers (2-4). As a minimum, we think this should be 2, consistent with minimum for GDGs.
	The total minimum number of lay members on a standing committee will be 2 – one core and one topic specific

	1350
	National Collaborating Centre for Social Care


	3.3
	66
	We currently have broad views questions in social care, recognising that much of the views evidence will be relevant to other questions. It would be useful to have scope to continue to do this.
	The intent is to allow questions and methods to be tailored to the key issue that needs addressing; which would meet your need as outlined.

	1351
	National Collaborating Centre for Social Care


	3.7
	46
	As well as providing information about implementation to GDG members– the preparation and 1:1 follow ups that NCCSC project managers do, enable them to identify any further support or training needs and also to capture early ideas from members who may not feel able to be vocal in the group about implementation issues and enablers.
	Noted, thank you

	1352
	National Collaborating Centre for Social Care


	6.1
	90
	Rather than specifying that all screening should involve two independent reviewers, we think it more appropriate to allow some flexibility here. We welcomed the feedback at the NCC/NICE meeting (29.01.14) which indicated this was not intended to be a fixed requirement, and recognition that there are a range of other quality assurance mechanisms built into the development process. We recommend adopting a proportionate approach such as that currently set out in the social care manual (up to 20% and queries).

 Double-coding of all records (title and abstract) represents a significant change to our current practice and would have major time and cost implications.
	Best practice supports this; however, the manual requires consideration only of such an approach which may be more appropriate in some situations rather than others.  Key is documentation about when this was or was not used.

	1353
	National Collaborating Centre for Social Care


	6.2
	92
	As above, it will most often not be possible to double review all included studies and so we recommend a proportionate approach.
	Best practice supports this; however, the manual requires consideration only of such an approach which may be more appropriate in some situations rather than others.  Key is documentation about when this was or was not used.

	1354
	National Collaborating Centre for Social Care


	6.2
	95
	Could NICE reconsider the 4 levels of quality rating? It would be helpful to have another level.
	If this refers to the 4 levels of GRADE, these are not defined by NICE and therefore not subject to change.

	1355
	National Collaborating Centre for Social Care


	11.5
	190
	This section describes the general position.  It does not quite reflect the stakeholder analysis, identification of dissemination channels and marketing activity that feature as part of the adoption and dissemination and adoption support plan that the NCCSC draws up, in collaboration with NICE colleagues for social care.  Some reference to this important outward facing work would be welcome.
	The NICE SMT has requested that the manual describe the process and methods of NICE guidelines independently from the model of operation, which differs between programmes. It is noted that NCC SC are contracted to undertake some of the roles described in the manual that are undertaken by the NICE implementation and communication teams.



	1356
	National Collaborating Centre for Social Care


	12.3
	194
	1. The manual does not describe how topics will be agreed as a priority for additional tools and support.

2. Some needs analysis and support planning, with the GDG, will be helpful before consultation in order to identify key implementation questions.

3. And this analysis will need to be coordinated with the quality standards development in order to ensure a coherent set of materials for the sector.

4. The importance of developing and delivering tools and support with the social care sector (including with people who use services) cannot be over emphasised.  It is critical to ownership, promotion, credibility and use.
	This chapter has been updated in light of ongoing development work to include a more developed implementation section within the guideline.

1.
All social care topics will get additional support where needed and determined by the needs analysis as NICE guidelines are new in this sector.

2.
Agreed.  This is being piloted as part of the process of developing the implementation section.

3.
The development of the implementation section pilot will consider its implications for the QS development process – likewise the proposed context work will have an impact.  We hope that this will generate efficiencies.  

4. The manual refers to the importance of working with external partners - this is already emphasised.  This will include all relevant audiences – the manual is not designed to give further operational detail.

	1357
	National Collaborating Centre for Social Care


	Appendix G
	37
	It would be helpful if the checklist for systematic reviews was a bit more specific when it comes to criteria for good quality, for example how many databases would be reasonable to expect in a search.
	We have significantly revised this section in order to signpost to other resources rather than recreate or develop checklists that may then be out of date or incorrect.  We hope this addresses your general concern.

	1358
	National Collaborating Centre for Social Care


	Appendix G
	39
	External validity: the main manual says that this will be assessed by the GDG. There is some guidance for reviewers to also assess this but more details would be welcome. 
	We have significantly revised this section in order to signpost to other resources rather than recreate or develop checklists that may then be out of date or incorrect.  We hope this addresses your general concern.

	1359
	National Collaborating Centre for Social Care


	Appendix G
	51
	Social care guidelines are also likely to be using the checklist for quantitative intervention studies so it would be good if this was reflected in the introductory wording.
	We have significantly revised this section in order to signpost to other resources rather than recreate or develop checklists that may then be out of date or incorrect.  We hope this addresses your general concern.

	1360
	NCCMH


	1
	
	We very much support the unified manual, not only for ease of understanding for stakeholders and developers, but also to support consistency across products. 
	Noted, thank you

	1361
	NCCMH


	1
	
	We recognise some of the problems that may arise from working to one manual and the way in which these are resolved will influence its effectiveness.  For example, the manual currently allows quite a degree of flexibility for the nature of difference types of guidance. If the manual gradually becomes over prescriptive in future years, it may inhibit the quality of some of the guidance produced and its benefits to patients and service users. 
	Noted, thank you

	1362
	NCCMH


	1

 
	
	It is useful to have unified terminology throughout the manual, whilst still allowing different product developers to use terminology specific to that area. This flexibility is critical even though there may be scope for some unification of terminology across products. 
	Noted, thank you

	1363
	NCCMH


	1

 
	
	We understand that implementation will be more embedded into the development process, which makes good sense. However it is not clear what the cumulative impact will be on Collaborating Centres developing clinical guidelines. We are concerned about the extra work - even if this involves no more than additional liaison with the implementation team, this will add extra steps to our microprocess and stretch existing resources. If the additional work is significant, additional resources may be needed to support it. 
	Noted, thank you. We believe that viewed as a whole, the changes will not have a significant impact on resources. There will be some efficiency gains and some areas where changes will need to be absorbed.

	1364
	NCCMH


	1.5. 
	12

Lines 225-31
	Who is involved :

“NICE staff and contractors who work with the Committee […] are represented at Committee meetings and enter into discussion when invited by the Chair. They are not Committee members, do not contribute to the quorum of the Committee or the development of recommendations during meetings, and do not hold voting rights”.

This is VERY different from how Guideline Development Groups (GDGs) currently work – review team plays an important role in presenting and discussing the evidence and contributes significantly to the interpretation of findings that leads to formulation of recommendations. Also, so far review teams can be full GDG members and the value in this is that a) they bring their expertise in reviewing and interpreting evidence and b) in contrast to health and social care professionals they don’t have [intellectual] interests in the guidance development area, thus their judgement is more likely non-biased.

We feel that the review team is integral part of the Committee, should actively participate in discussions and hold voting rights.
	Many Developers are directly employed by NICE, others indirectly. The principle that NICE guidance is developed by independent Committees is eroded by enabling Developers to play a formal part in decision making. The removal of voting rights from Developers affects only some guideline programmes, as in others Developers do not have these rights at present. The change does not prevent the Developer from giving objective views, or diminish their role. However, it does ensure very clear boundaries between assessment and decision making.

Where specific methodological expertise is required on the Committee, this should be included in the Developer’s plans for independent recruitment.

	1365
	NCCMH


	1.6
	16

Line 306
	Fig 1.1 would make more sense if the title was above the diagram (as is done for the boxes in section 2), not underneath it.
	We have moved the title as you have suggested

	1366
	NCCMH


	2.1 
	21

Line 306
	Drafting the scope: 

“set out the context in terms of the relationship between relevant commissioners and providers, to inform understanding of relevant outcomes and costs”

This is not something we routinely do for all clinical guidelines, so this may require additional work when drafting the scope. 
	Noted, thank you

	1367
	NCCMH


	2.2
	22

Lines 48-54
	Drafting the scope:

“A lead from NICE’s Pathways team ……..and implementation team should usually be involved, as well as the lead from NICE’s Quality Standards team when there is a linked quality standard”

This is not something we routinely do for all clinical guidelines, so this may require additional work when drafting the scope.  
	Noted, thank you

	1368
	NCCMH


	2.3
	23

Line 75
	Stage 1:

“NICE’s implementation team works with the Developer to support scoping, and prepare a current context report. This report becomes an integral part of guideline development: it is developed iteratively alongside the guideline and is published with the final guideline”.

This is not something we have been involved with before, so this may require additional work on our part.  
	Noted, thank you. The section on understanding the context has been refocused, and contextual information will be included in the scope and guideline in future.

Much of this information is collected already at different stages and for different uses – the aim is to improve the efficiency of this in order to support guideline development as a whole.  Minimal additional work is therefore anticipated.

	1369
	NCCMH


	2.3
	23

Line 79
	Stage 1: It is unclear how a conceptual framework/logic model would be useful when scoping clinical guidelines, perhaps a worked example would help.
	We have cross referred to an example in the appendices.  How this would be used in scoping is likely to differ, so explicit guidance is not possible in this manual.

	1370
	NCCMH


	2.3
	24

Line 102
	Stage 2: The additional information about the pathway plan is helpful
	Noted, thank you

	1371
	NCCMH


	2.3
	30

Line 204
	Stage 4: We think making the scoping workshop optional is excellent as we have felt it unnecessary for some guidelines, eg, when there is little stakeholder interest.
	Noted, thank you

	1372
	NCCMH


	2.3
	32

Lines 252-4
	For clinical guidelines, responsibility for SH facilitation and workshop notes used to be with NICE but has gradually moved to the developers (NCCs). There needs to be recognition of this additional task for developers, as we have often had provide additional staff to help, and we have had to pull those extra staff off their work on other guidelines. 

This level of detail is not included in the manual, so varying practices may develop for different types of guidelines. 
	The referenced section confirms that ‘The discussions and key themes that emerge from the scoping workshop are summarised by the Developer’. The responsibility for this activity therefore lies with the Developer.

	1373
	NCCMH


	3.1
	36

Line 14
	Committee composition :

We frequently use academics who may not be working currently as a practitioner, but have experience as a practitioner. Jobbing practitioners are not always as research evidence-savvy, so academics play an important role. Can you please add this - it could be added to the first bullet in some way, eg: 

 “practitioners (both specialists and generalists in the topic as well as academics)”
	Text added

3.1 Therefore the Committee needs to be multidisciplinary and include:

· practitioners (specialists and generalists in the topic, and / or academics)



	1374
	NCCMH


	3.2
	32

Line 61
	Change “1” to “one”
	We have changed the text to ‘members of a NICE standing Committee’

	1375
	NCCMH


	3.5
	44

Line 245
	 “The committee is assisted by a range of people… These are technical and project management staff from the Developer and/or NICE. They are not Committee members and do not have voting rights at Committee meetings”.

This is quite a departure from the current clinical guideline manual, which says 

“(3.1.1, The Composition of GDG) “The GDG has five key constituents: […] technical members, a project manager”. Also, according to the CG manual, NCC staff who act as members of a GDG are voting members”.

The unified manual eliminates the value of the technical team and its role in decision-making. The technical team may consider evidence more objectively than the members of the Committee. Committee members on some occasions ignore and/or misinterpret the evidence, due to personal and professional preferences or conflicts of interest. This is especially so when it comes to cost effectiveness, as members often lack health economic expertise in interpreting the evidence, or have preconceptions.

We feel that it would be more appropriate to limit the number of developers who can vote at any one time, rather than deny the developers any voting rights. For example two votes from developers would be helpful, but would not override the views of the development committee. 

We would urge you rather strongly reconsider this.
	Many Developers are directly employed by NICE, others indirectly. The principle that NICE guidance is developed by independent Committees is eroded by enabling Developers to play a formal part in decision making. The removal of voting rights from Developers affects only some guideline programmes, as in others Developers do not have these rights at present. The change does not prevent the Developer from giving objective views, or diminish their role. However, it does ensure very clear boundaries between assessment and decision making.

Where specific methodological expertise is required on the Committee, this should be included in the Developer’s plans for independent recruitment.

	1376
	NCCMH


	3
	44

Line 252
	Public access to meetings:

We have some concerns about public access to GDG meetings. We fully agree with the benefits of transparency, but for us it would have implications for the venue size, we would need to change our agenda orders significantly, and service user and carer contributions are often of a confidential nature. It would also take additional resources that we do not have to administer this.  

We welcome the sentence about financial pressures, but even without them, we would need to do some serious re-structuring in the way we work to enable this.  
	Noted, thank you

	1377
	NCCMH


	3.7
	46

Line 335
	“Anyone appointed as a Committee Chair is required to attend a specific induction session.” 

We think this is essential but we find it difficult to enforce
	Noted, thank you

	1378
	NCCMH


	4.5
	75

Line 504
	Table 4.1 - Given that review protocols may be registered with PROSPERO, it would be helpful to structure the protocol in the same way so as to facilitate registration.
	Thank you – we also refer to SRD so do not feel that we should prefer one over the other – we have made changes to the protocol and a developer can use the information to complete PROSPERO registration.

	1379
	NCCMH


	5.3
	80

Line 47-53
	Due to our high dependence on Central for evidence of trials it may be advisable to recommend the appropriation of lists and forums as a method by which IS can keep in the know about any issues that lead to a loss of search functionality (something that currently happens on a fairly regular basis). 
	We consider this suggestion to be outside the scope of the methods manual.

	1380
	NCCMH


	5.3
	80

Line 47-53
	Given Embase now includes literature indexed to Medline, Embase may be the better database choice for  pharmacological searches, especially in light of its already very strong coverage of pharmacology and toxicology.
	Text amended

5.3 ‘For reviews of the effectiveness of pharmacological interventions, the Cochrane Central Register of Controlled Trials (CENTRAL), EMBASE and, MEDLINE and the Cochrane Central Register of Controlled Trials (CENTRAL) should be prioritised for searching.’

	1381
	NCCMH


	5.4
	82

Line 95-8
	Limits and filters: The search limit for the removal of animal studies in Medline should be noted as an example search.  There are many examples of such strategies, some of which include additional MeSH as well as a variety of text words.
	Text amended

5.4 ‘For example, in Ovid MEDLINE one method is:’

	1382
	NCCMH


	5.5
	84

Line 162
	Calls for evidence from stakeholders: Regarding copyright clearance, if NICE pay for a business licence from the Copyright Licensing Agency, then this should cover Developers and NICE staff doing all guideline work (provided the material in covered by CLA). http://www.cla.co.uk/
	NICE operates under the NHS CLA licence. We do not believe a business licence would offer greater permissions.

	1383
	NCCMH


	6
	89

Lines 19-26
	You mention 6 steps, then list 7 bullets. Are there 6 or 7 steps? You need to clarify that you are not counting the first one. 
	We have amended this to 7.

	1384
	NCCMH


	6
	89 

Line 19 
	Reviewing research evidence: In the 6 main steps of the review process it’s not clear where grading the quality of the evidence is conducted. 
	This would be covered by

· assessing quality

We have moved the order of this and removed the reference to quality by study only.

	1385
	NCCMH


	6.2
	92

Line 121
	Quality assessment of studies of interventions: Reference is made to Cochrane methodology, but then the Cochrane risk of bias tool is not used (or at least suggested as an option). This causes problems when utilising Cochrane reviews. This would be a good chance to revisit the use of different checklists and just follow the Cochrane approach.
	Thank you and the Appendices on checklists have been substantially revised, and now include reference to the Cochrane tool.

	1386
	NCCMH


	6.2
	97

Box 6.2
	I think it should be made clear that these features are used to modify the rating downwards. The box could also include the features of observational studies that are used to modify the rating upwards (make it clear that in terms of effect size, it is a large magnitude of effect that suggests the rating should be modified upwards).
	This is not intended as a guide to GRADE so reference to the mechanics (down and up-grading) has not been added.

	1387
	NCCMH


	6.2
	94
	We strongly recommend that NICE replace the quality assessment approach outlined on these pages with the Cochrane CerQual (“Certainty of qualitative evidence”).  An explanation of this approach is outlined in Glenton C, Colvin C, Carlsen B, Swartz A, Lewin S, Noyes J, et al. Barriers and facilitators to the implementation of lay health worker programmes to improve access to maternal and child health : qualitative evidence synthesis ( Review ). Cochrane Database Syst Rev. 2013;(10).   

The CerQual approach, similar to GRADE, has been under development for several years. It assesses (1) the degree of certainty of review findings based on an assessment of the methodological limitations of the individual studies that feed into the review findings and (2) the coherence of the review findings, that is, the extent to which a clear pattern can be seen across study data.  The Cochrane review authors developed a simple quality appraisal form based on elements of the Critical Appraisal Skills Programme (CASP) quality assessment tool for qualitative studies.  (“is the study qualitative research? Is the study context clearly described? Are following clearly described and approprriate for the research question: methods of sampling, data collection, analysis? Are claims supported by sufficient evidence; , is there evidence of research reflexivity?), All studies that meet inclusion criteria are included regardless of study quality, but study quality is taken into account when judging the relative contribution of a finding to the evidence synthesis.

At the NCCMH, we recently evaluated our approach to qualitative evidence synthesis (QES).  A consistent concern was that the current NICE quality assessment tool requires an assessment of the quality of the evidence itself, which, with qualitative evidence, is very difficult to do.  What CAN be assessed is the quality of evidence reporting – whether key elements are clearly and adequately described and appropriate to the research question, such as the question, sampling method, study design, and participant recruitment and selection.    

At the NCCMH we are currently exploring the use of the CerQual approach in guidelines and will be happy to feedback our experience.
	This approach is now included in the Appendices and has been referenced in section 6.2 also.

	1388
	NCCMH


	6.2
	96

-7
	This section could be re-drafted to make it clear that the features outlined in Box 6.2 are considered as potential reasons for ‘downgrading’ the evidence. On line 230-231, make it clear that the features described are reasons for ‘upgrading’. This could all be captured in Box 6.2.

We suggest NICE reassesses the rationale for no using overall summary labels as outlined on line 236-238. And, please look at recent evidence from the GRADE WG regarding wording of recommendations – the wording NICE uses may be misunderstood.

Please add information about the GDT: http://www.guidelinedevelopment.org/ which provides the latest version of the GRADE profiler.
	This is not intended as a guide to GRADE so reference to the mechanics (down and up-grading) has not been added.

How NICE uses GRADE is documented and clearly articulated in the manual. This will also be clarified in the guideline where relevant. Clarification has also been made to the recommendation sections around how wording is used to reflect strength.

Information about the GDT has been added.

	1389
	NCCMH


	6.5
	101

Line 354
	Key findings: Please consider removing ‘and their significance’ as this information is captured by the confidence interval and of little importance. Also see info from Cochrane: http://www.editorial-unit.cochrane.org/blog/results-should-not-be-reported-statistically-significant-or-statistically-non-significant
	This has been removed.

	1390
	NCCMH


	7.2 
	121

Line 19
	The role of economics in guideline development:


“…the population as a whole gains fewer health benefits.”

This description needs to be broader to include non-health benefits, given the broader coverage of the manual – possibly omit ‘health’ or add ‘health and non-health benefits’ or similar.
	Text amended 

7.2 If resources are used for interventions or services that are not cost effective, the population as a whole gains fewer benefits.

	1391
	NCCMH


	7.3 
	123
	Reviewing economic evaluations: 

Why is there a distinction between the initial search and following searches? Why further (full systematic) searches should be done for SOME review questions and not all? The same criteria regarding population and publication year should be applied across all questions. So, although an initial, ‘rough’ search on economic [and possibly other] databases may be adequate for the scoping phase, full systematic searches in ALL relevant databases for ALL review questions, covering the appropriate population over the same range of years [e.g. last 5 or 10 years or as appropriate] should be conducted.

Moreover, the suggestion for the initial search is that “if insufficient evidence is found in the economic databases, it may be appropriate to extend these [other database] searches beyond the most recent complete year” (lines 70-73). The searches in the other databases should be consistent across all review questions. They should not be routinely limited to the most recent complete year as economic databases often miss economic evaluations identified in other databases in older years. What does ‘insufficient’ evidence mean? The evidence should be as much complete as possible. Identifying e.g. 7 economic evaluations in the economic databases might be considered sufficient (and thus, according to the manual, no searches in other databases beyond the most recent complete year would be needed), but if another 8 recent economic evaluations have been missed, a big part of the evidence will be ignored, leading to potential bias (especially if further, detailed searches are not carried out for this particular review question, which is the danger with the current suggestion of the manual, as discussed above).
	Text amended

The section on ‘Reviewing economic evaluations’ has been revised.  The manual presents a staged approach for searching for economic evidence– i)  an optional scoping search for economic evaluations ii) a full systematic search for economic evaluations for all review questions for which economic considerations are relevant iii) searching for model inputs (if required).

The scoping search refers to the search for economic evaluations at the scoping stage and it is not intended that this search is exhaustive. The wording has been revised to make it clearer that this search should be undertaken at the scoping stage.

	1392
	NCCMH


	7.3 
	124 

Line 119
	 “This checklist” should read “These checklists” 
	We have made this change

	1393
	NCCMH


	7.3 
	125 

Line 127
	“when cost effectiveness (or not)” – I was wondering: is it better to replace by “when cost effectiveness (or lack of it)”..?
	We have made this change

	1394
	NCCMH


	7.3 
	125

-6, 

Lines 147-54
	This paragraph is confusing: first of all it mixes guidance on how to present cost consequence analysis (first 2 sentences) and then it moves on practically focusing on cost benefit analysis (next 2 sentences). Moreover, I feel it actually provides guidance on how to present cost consequence and cost benefit analyses conducted for the guideline, rather than studies identified in the economic literature review – this needs to be clarified, and if this is the case, to be moved in the relevant section of the manual.
	Text amended:

7.3 Text removed: “This distinguishes cost–consequences from cost–benefit analysis.”

7.3 Text added:  “It is helpful to produce a table that draws together and summarises all the costs and outcomes to enable the options to be considered in a concise and consistent manner. Those outcomes that can be monetised are presented in monetary and quantitative terms. Those that cannot be monetised are presented quantitatively (for more details see Department for Transport’s Transport Analysis Guidance (TAG) unit 2.11).”

	1395
	NCCMH


	7.4 
	126 

Lines 163-6

and 

P122

Lines 41-7
	Prioritising questions for further economic analysis - (Also relating to P122):

The information on this paragraph would fit better earlier, on p122, lines 41-47. The paragraph on p122 (lines 41-47) could then read:

“Defining the priorities for economic evaluation should start during scoping of the guideline, and should continue when the review questions are being developed. Questions addressing economic issues mirror the review questions on effectiveness, but with a focus on cost effectiveness. Economic evaluation typically involves 2 stages. The first is a review of published evidence to determine whether the review questions set out in the scope have already been assessed by economic evaluations. Reviews of economic evidence identify, present and appraise data from economic studies of cost effectiveness. They may be considered as part of each review question undertaken for a guideline. If existing economic evidence is inadequate or inconclusive for one or more review questions, then the second stage may involve economic modelling (adapting existing economic models or building new bespoke models from existing data).”
	Text amended 

7.2 Defining the priorities for economic evaluation should start during scoping of the guideline, and should continue when the review questions are being developed. Questions addressing economic issues mirror the review questions on effectiveness, but with a focus on cost effectiveness. Economic evaluation typically involves 2 stages. The first is a review of published evidence to determine whether the review questions set out in the scope have already been assessed by economic evaluations. Reviews of economic evidence identify, present and appraise data from economic studies of cost effectiveness. They may be considered as part of each review question undertaken for a guideline. If existing economic evidence inadequate or inconclusive for one or more review questions, then the second stage may involve economic modelling (adapting existing economic models or building new bespoke models from existing data).

	1396
	NCCMH


	7.4 
	126-7

Lines 178-87 
	Prioritising questions for further economic analysis :

This is somewhat premature, as at the stage of development of the economic plan it is rather unlikely to be able to identify uncertainties, acknowledge the limitations of the model, and agree on the model assumptions. Moreover, it is not possible to ensure at this stage, and via the economic plan, that “results of economic analysis are interpreted appropriately”. So last 4 bullet points are not relevant during the discussion of the economic plan.
	Text amended

7.4 The last 4 bullet points have been removed. 

	1397
	NCCMH


	7.4 
	127

Line 190
	Prioritising questions for further economic analysis:

“Selection of questions for further economic analysis, including modelling…” does this imply that there could be other forms of economic analysis beyond modelling..? examples?
	Some analysis may not include modelling in the sense that addresses uncertainty of inputs.

	1398
	NCCMH


	7.4 
	127

Line 199
	Prioritising questions for further economic analysis:

Might be good to add “the expected total and individual net benefit of the recommendation”
	Text amended:

7.4 The overall expected total and individual benefit of the recommendation (the number of people affected and the potential impact on costs and outcomes per person)

	1399
	NCCMH


	7.4 
	128

Top of page
	Prioritising questions for further economic analysis:

“An intervention has very small costs, very small benefits and very small budget impact.” 

I think this was supposed to be a separate bullet point.
	Text amended 

7.4  

· An intervention has very small costs, very small benefits and very small budget impact.


	1400
	NCCMH


	7.5 
	130

Lines 286-90
	Approaches to bespoke economic evaluation:

“All relevant costs that change … the value of unpaid care, should be considered for inclusion”. 

These two sentences are relevant to any kind of economic evaluation, not just cost consequence analysis, and therefore should be moved to a separate paragraph, perhaps before the different types of economic evaluation are described (probably under general principles).
	DISCUSS. There is a case for moving lines 286-290 (beginning ‘All relevant costs …’) to follow the paragraph ending on line 590. This would keep the advice on costs together – but lines 286-290 aren’t about cost sources so perhaps they could be moved up to the general principles section instead. The reason is that lines 286-290 aren’t specific to CCA – the inclusion of all relevant costs is a general principle.

Text amended 

7.5 Paragraph moved to general principles section: All relevant costs that change as a result of an intervention should be taken into account, including costs to the NHS, other central government departments, local government, private employers and individuals (for example, changes in salaries). In addition, costs associated with changes in employment status of carers, and the value of unpaid care, should be considered for inclusion.


	1401
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	7.5 
	131

Lines 301-7
	Last sentence seems odd, as the paragraph is on cost effectiveness analysis and cost-utility analysis has already been presented earlier. Unless you move this paragraph just before the paragraph describing cost-utility analysis (p130, lines 278-282).
	Text amended

7.5 ‘Cost–utility analysis is a form of cost-effectiveness analysis that uses utility as a common outcome.  ‘ moved to the start of the paragraph that begins: ‘Cost–utility analysis considers people’s quality of life and the length of life they will gain as a result of an intervention.’
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	7.5 
	131

Lines 308-17
	Approaches to bespoke economic evaluation:

Can you please check your example? I have the impression that NICE guidelines tend to avoid making recommendations that distinguish across specific health professional groups based solely on costs.
	Text amended

The example in the paragraph has been amended to avoid confusions: 

7.5 Cost-minimisation analysis is the simplest form of economic analysis, which can be used when the health benefits of an intervention are the same as those of the status quo, and when there are no other criteria for whether the intervention should be recommended. For example, cost-minimisation analysis could be used to decide whether a doctor or nurse should give routine injections when it is found that both are equally effective at giving injections (on average). In cost-minimisation analysis, an intervention is cost effective only if its net cost is lower than that of the status quo. The disadvantage of cost-minimisation analysis is that the health benefits of an intervention cannot often be considered equal to those of the status quo.
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	7.5 
	132

Lines 345-7
	Delete this paragraph. It is already included in p130, lines 271-273.
	Text amended. 

	1404
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	7.5 
	132 

Lines 353-4
	“The value placed on health-related quality of life by people using services…”: “by” should be replaced by “of” since the value is not placed by service users, but by the general public. 

“…should be based on a valuation of public preferences from a representative sample of the UK population”.

Consider rewording: 

“…should be based on a valuation of public preferences elicited from a representative sample of the UK population” [valuation entails preferences in this context so no need to use both words in the same sentence]
	Text amended 

7.5 The value placed on health-related quality of life of people using services (or their carers) should be based on a valuation of public preferences elicited from a representative sample of the UK population.
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	7.5
	133

Line 359
	Mapping should be briefly explained here. Also, it should be mentioned that mapping may not be possible (if no data are available) or not appropriate (if EQ-5D is not appropriate). Otherwise, it might be good to refer to the Guide to the Methods for TA for more details.
	Text amended:

7.5 When EQ-5D data are not available from relevant clinical studies, EQ-5D data can be sourced from the literature. When obtained from the literature, the methods of identification of the data should be systematic and transparent. The justification for choosing a particular data set should be clearly explained. When more than 1 plausible set of EQ-5D data is available, sensitivity analyses should be carried out to show the impact of the alternative utility values. When EQ-5D data are not available, they can be estimated by mapping other health-related quality of life measures or health-related benefits observed in the relevant studies to the EQ-5D. The mapping function chosen should be based on data sets containing both health-related quality of life measures. The statistical properties of the mapping function should be fully described, its choice justified, and it should be adequately demonstrated how well the function fits the data. Sensitivity analyses exploring variation in the use of the mapping algorithms on the outputs should be presented. Further details can be found in the Guide to the methods of technology appraisal (2013).
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	7.5 
	133

-4

Lines 384-99
	1st paragraph (p133, line 387): Consider omitting ‘more’ (outcomes are either disease-specific or not)

2nd paragraph (p134, lines 388-395): most of this paragraph is not specific to the heading, as it may apply to other economic analyses of non-health interventions. Consider moving in a more general part of guidance.

3rd paragraph (p134, lines 396-399)

1. This paragraph is not relevant here, as the heading is “Economic analysis for health interventions” and the paragraph gives transport as an example (plus analyses for health interventions are unlikely to be mostly cost-benefit).

2. The possibility that all existing studies are in the form of cost-benefit analysis does not make necessary that the new analysis be cost-benefit. It is the nature of the question, rather than existing type of evidence, that should dictate the appropriate type of analysis. 

Overall, this sub-section (economic analysis for health interventions) could be omitted or substantially shortened and parts that are relevant to economic analysis in general be moved to a more ‘general’ section.
	Text amended 

7.5 If there are not sufficient data to estimate QALYs gained, an alternative measure of effectiveness may be considered for the cost-effectiveness analysis (such as life years gained or cases averted, or a disease-specific outcome). 

Text amended 

7.5 Paragraph moved to the end of the ‘Different approaches to economic analysis’ section There is often a trade-off between the range of new analyses that can be conducted and the complexity of each piece of analysis. Simple methods may be used if these can provide the Committee with sufficient information on which to base a decision. For example, if an intervention is associated with better outcomes and fewer adverse effects than its comparator, then an estimate of cost may be all that is needed. Or a simple decision tree may provide a sufficiently reliable estimate of cost effectiveness. In other situations a more complex approach, such as Markov modelling or discrete event simulation, may be warranted.

Text amended 

7.5 Paragraph moved to the end of the ‘Different approaches to economic analysis’ section There is often a trade-off between the range of new analyses that can be conducted and the complexity of each piece of analysis. Simple methods may be used if these can provide the Committee with sufficient information on which to base a decision. For example, if an intervention is associated with better outcomes and fewer adverse effects than its comparator, then an estimate of cost may be all that is needed. Or a simple decision tree may provide a sufficiently reliable estimate of cost effectiveness. In other situations a more complex approach, such as Markov modelling or discrete event simulation, may be warranted.
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	7.5 
	134

Lines 400-7
	This section is not consistent with previous page, which refers to ASCOT as potential basis for the use of a social care QALY.

Moreover, it reads as if cost-benefit analysis is less challenging methodologically, but it does discuss how to “monetarise” outcomes.
	Thank you for your comment – we have noted that the ASCOT tool is one option for social care outcomes. However, it is noted that this is only one potential option and only if validated.

The section on cost-benefit analysis is a widely recognised definition and simply states the modelling process.
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	7.5 
	135

Lines 427-31
	 “… 2 further perspectives may also be pertinent: a societal perspective (which takes account of changes to the amount that individuals and private firms pay towards the cost of care […] “A societal perspective could include changes in employment…” 

This paragraph states that a societal perspective may be relevant and it describes this perspective as one that takes private payments into account. A societal perspective traditionally does include changes in employment – and this may create inequalities, e.g. across different age groups. Note that on page 137, lines 483-486 it is stated “Productivity costs […] should not usually be included in any analyses […] a societal perspective will not normally be used”.

More clarification is needed to ensure consistency (one possible solution: instead of defining the perspective associated with inclusion of private expenses as ‘societal’, state instead which types of costs may be relevant / can be included in analysis). 
	Thank you, Productivity costs are not included in either the reference-case or non-reference-case analyses, exceptions can only be made with the agreement of the NICE team.

The reference case and perspective section have been reorganised and rewritten to improve clarity.
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	7.5 
	138

Line 527
	 “The type of economic analysis undertaken is determined by the perspective employed.” Was this supposed to say “of method for valuing unpaid care”? Otherwise it is not relevant here.
	Thank you, the reference case and perspective sections have been reorganised and rewritten to improve clarity.  
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	7.5
	139

Table 7.1
	Type of economic evaluation: for analyses relevant to NHS setting, more types than CUA may be relevant, e.g. cost effectiveness, cost-minimisation, and even cost-consequence analysis, if health effects cannot be summarised in QALYs or other health benefit.
	Table 7.1 only makes reference to the reference case. The section on “Economic analysis for health interventions” also states that “If there are not sufficient data to estimate QALYs gained, an alternative measure of effectiveness may be considered for the cost-effectiveness analysis (such as life years gained or cases averted, or a more disease-specific outcome).”

	1411
	NCCMH


	7.5 
	143

Lines 621-32
	“Probabilistic sensitivity analysis can be used..”

Is this now optional?

“Whenever a probabilistic sensitivity is carried out, a value of information analysis should be considered..”: 

this may create substantial workload, and may discourage conduct of PSA itself, if deemed as a compulsory addition to PSA 
	Text amended

7.5 At the end of the sentence in question, a new sentence has been added: “In evaluation within most clinical guidelines, and in some non-clinical guidelines, PSA will be specified within the scope of the topic.”
7.5 A new sentence has been added: “The circumstances where VOI should be considered will depend on whether substantially more information will become available in a timely fashion, and when it can be reasonably expected that such further information will determine the decision to be made to recommend the intervention or not.”  
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	7.6 
	145

Lines 696-7
	Using economic evidence to formulate guideline recommendations:

“Recommendations for health or non-health interventions informed by cost–utility analysis”

This suggests use of QALYs (healthcare or social care). But then under the sub-heading “non-health benefits” it is recognised that measures for utility for social care are not readily available. This means that analyses using non-health benefits would not be CUA, meaning that the paragraph referring to non-health benefits should not be under the heading “Recommendations […] cost-utility analysis”.
	Text amended 

7.6 Outside the health sector, it is more difficult to judge whether the benefits accruing to the non-health sectors are cost effective, but it may be possible to undertake cost-utility analysis based on measures of social care-related quality of life.

Text amended 

7.6 It is possible that over time, and as the methodology develops (including the establishment of recognised standard measures of utility for social care), more formal methods will be established for assessing cost effectiveness outside the health sector.
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	7.6 
	147

Lines 740-3
	These are NOT cost-benefit analyses, even though their authors may describe them as such. I think a modified version of this paragraph (explaining that these so-called CBAs are not in fact CBAs) should go earlier, when describing cost-benefit analysis (p131, lines 318-324).
	This is a matter of definition, and many journal articles still accept papers called CBA that do not place a value on health. While that is so, systematic reviewers contracted by NICE need to be aware of this difference, and in the past, they have not always recognised this distinction. NICE agrees with you that health should be valued for CBA (in terms of QALYs where possible) and is alerting its audience to that effect.
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	7.6 
	148

Lines 761-2
	“The Committee should use an established ICER threshold which represents ‘value for money’”

Are there established ICER thresholds in CEA? How have they been established?
	Text amended:

We have deleted the sentence from the text
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	7.6 
	148

Lines 770-5
	“If it cannot be assumed from prior knowledge that the difference in benefits is sufficiently small…”

This should not be assumed in any event – it should be a known similarity in effects. (see Drummond et al., Methods for the economic evaluation of health care programmes, page 12)

Cost minimisation is not applicable in only a “relatively small number of cases”, but in all cases where evidence shows that 2 or more interventions have similar effects – it is a form of full economic evaluation. 
	In appraisal of service delivery, a process innovation will usually reduce costs, and if it is a pure process innovation, it will not change effect size. However, that often has to be assumed in healthcare, using a decision-theoretic paradigm rather than a hypothesis-testing paradigm. This kind of analysis lies outside Drummond’s implicitly narrower focus on HTA. 

We agree that CMA is a form of full economic evaluation, but because of the perceived difficulty of determining similarity, it has not been used often. Culyer’s Dictionary of Health Economics, for example, regards it as outmoded.  
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	8.2
	162
	Please make it clear whether the AGREE II instrument should be used if only an individual review from an existing guideline is used (not the whole guideline). 
	The intent is that the guideline should be assessed using AGREE even if only one evidence review is being used.  This is as stated in the manual
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	9
	164

Lines 3-19
	It is not clear in the opening paragraph that the bullet points presumably relate to the full version. Can you please clarify this?
	The bullet points relate to the full version of clinical guidelines. Not all programmes have full and NICE guidelines so this terminology is not used in the unified manual.
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	9
	172

Lines 241-2


	Does NICE consult the NCCs on the appropriate use of language and terms?
	The bullet ‘use language and terms that NICE has agreed to ensure consistency across guidelines and other products’ refers to the NICE content strategy, which is currently in development
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	9
	173
	Superfluous full stop in last bullet point in box 9.1
	We have made this change
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	9
	175

Lines 277-9
	Can NICE review the use of the term ‘offer’. In many cases it is not an appropriate verb to use, especially for people with severe mental disorders who may have psychosis or have reduced capacity to make decisions, but may need treatment quickly. For example, for a woman with postpartum psychosis it would not be appropriate to say ‘offer an antipsychotic’, rather ‘use’ or ‘prescribe’ would be more clinically accurate.
	‘Offer’ is the standard term, but other verbs can be used in circumstances as you describe.

	1421
	NCCMH


	9
	183

Line 499
	 ‘aim for the guideline structure to be compatible with NICE Pathways’ 

This begs the question why are two products produced (the NICE guideline and the Pathway), which contain the same information but in different formats (and often using a different structure and slight variations in wording of headings etc)? Does it make sense to continue with the NICE guideline as a product?
	We give users the option to view NICE’s recommendations in 3 ways: in pathways, the web viewer and the full guideline. The web viewer gives users the opportunity to see all the recommendations in one document in a digital format on the NICE website.
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	10.1
	185

Line 21
	At the NCCMH we often have the same sets of comments but from different stakeholders. Can this also be prohibited? It is time consuming to identify duplicated comments, especially in long comments tables.
	Text amended

10. ‘Where views on the guideline are shared by more than one stakeholder organisation, NICE encourages these organisations to work together to produce a joint response. This should be submitted by one registered stakeholder; other stakeholders supporting the joint response should respond to the consultation noting their endorsement. ‘
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	Glossary
	236
	‘Statistical significance’ could be added.
	This has been considered, and not thought to be appropriate to add to the glossary.
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	Glossary
	221

Line 304
	When spelling out GRADE, there should be no comma between ‘Recommendations’ and ‘Assessment’.
	This has been amended
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	Appendix D
	17
	Terms of reference, general, point 2:

The Committee will advise NICE on: 

the effectiveness, and where requested, cost effectiveness of interventions, actions and measures […]

What does this mean? I thought cost effectiveness considerations should underpin all recommendations?
	Cost effectiveness considerations underpin all recommendations where costs are relevant.
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	Appendix G 
	100
	Methodology checklist: economic evaluations: Cost-benefit analysis: 

1.4 Is the perspective stated?

This is a criterion of good reporting, rather than of methodological quality of the study. The perspective is also relevant to the applicability of the study to the NICE context.

Applicability of a cost-benefit analysis should be assessed separately, using a checklist similar to that used for CUA. 
	This has been replaced with a single economic evaluation checklist, with additional questions for CBA and CCA as needed. 
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	Appendix G 
	100
	Methodology checklist: economic evaluations: Cost-benefit analysis:

1.5 “Check to see if the study is of money-costs and ‘benefits’ which are savings of future money-costs”

Is this supposed to mean ‘check if this is a proper cost-benefit analysis where outcomes have been expressed in monetary terms rather than a cost analysis were cost-savings are expressed as ‘benefits’?
	The suggested wording is ambiguous, insofar as it does not specify that health has a value in money terms. To say that all outcomes have a monetary value is insufficient, because ‘all outcomes’ in CBA generally exclude equity considerations and other SVJs. 
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	Appendix G 
	100
	Methodology checklist: economic evaluations:

1.6 “Has the effectiveness […] been established?”

But effectiveness is supposed to be monetarised and included in the analysis – why does it need to have been separately established? Or do you mean if it has been established PRIOR TO being monetarised?
	This checklist has been replaced with a single economic evaluation checklist, with additional questions for CBA and CCA analyses. 
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	Appendix G 
	101
	Methodology checklist: economic evaluations:

1.12 What are assumptions of materiality?
	An explanation of materiality has been added.

	1430
	NCCMH


	Appendix G 
	101
	Methodology checklist: economic evaluations:

1.16 “Are the results generalisable to the setting of interest in the review?”

This is a question of applicability and not of methodological quality. A separate applicability checklist should be used in all economic analyses considered.
	We agree with the comment, but there is no obvious better place where this question would be moved to.
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	Appendix G 
	102
	Methodology checklist: economic evaluations:

Cost consequence analysis checklist: criteria are too detailed – they may be relevant to public health or social care economic analyses, but not so in clinical guidelines, where usually cost consequence analyses are rather crude.
	This checklist has now been removed, and additional questions added to a single economic evaluation checklist.
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	Appendix G 
	104
	Methodology checklist: economic evaluations:

There is an applicability checklist for cost-utility analyses but not for other analyses – this creates inconsistencies across different pieces of guidance, but also within the same guidance, if this includes consideration of more than one type of economic evaluations. For example, if a CUA is considered non-applicable, it should not be considered further. But other types of economic evaluation should be nevertheless considered, despite being potentially non-applicable. 

In general, the 3 checklists should be more consistent and use the same criteria for assessing applicability and quality.
	The checklists available in the Appendix are examples. Other checklists may be used by Developers if the Developer believes an alternative is more appropriate for the critical appraisal of a study.

It is not possible to have fully consistent criteria for applicability and quality across checklists. The types of study considered will depend on the perspective taken for the decision problem. Some study types are more suitable for analysis for a specific perspectives, thus the applicability criteria cannot be always be the same across checklists. Different study types will also have different methodological strength and weakness, meaning the criteria for quality must also be different across checklists.
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	Appendix G 
	104

-18
	Methodology checklist: economic evaluations:

Checklist for CUA: this must be the modified checklist used for social care interventions, as items on the checklist and notes focus on social care rather than health and social care or public health. This should be amended.

Eg. items 1.3 refers to social care system – should this be ‘health and social care system’?

Details on utilities (e.g. whether changes have been reported directly from patients and/or carers, and whether valuation has been obtained from a representative sample of the general public) are missing from this checklist, although they were included in the respective checklist for clinical guidelines. Since they are still relevant, these items on the checklist should be re-inserted.

Also, see note 1.5 which focuses on social care and does not make any reference to healthcare interventions. 

Note 1.7 also focuses on social care.

Note 1.9 must have been lifted from social care guidance.
	Thank you – we have corrected these errors.
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	Appendix G 
	106

line 1214
	Methodology checklist: economic evaluations:

This should say CUA studies, since now it is relevant to them
	This has been replaced with a single economic evaluation checklist, with additional questions for CBA and CCA as needed.   The heading remains ‘economic evaluation’.
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	Appendix G 
	106

-118
	Methodology checklist: economic evaluations:

For CUA checklist there are very explanatory notes on each item on the checklist – there should be similar notes on the other checklists as well.
	Other checklists have now been removed and additional questions added to the checklist provided.
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	Appendix G 
	General
	Methodology checklist: economic evaluations:

There is no checklist relevant to cost effectiveness analysis. Since this is listed as one of the options for economic analysis in the manual, a relevant methodology checklist should be included.
	This has been replaced with a single economic evaluation checklist, with additional questions for CBA and CCA as needed. 
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	General
	General
	Thank you for addressing some of the concerns we raised in January (including making GDG meetings public).
	Noted, thank you
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	General
	
	We are concerned that the net impact of the unified manual will be to increase resource use required for guideline development. Some examples in no particular order:

· The ‘understanding context’ at scoping – perhaps it will mainly be mainly done by the implementation team but we expect it will impact on the NCC too.

· If we have guidelines that have SC and PH components there will be cost in terms of learning new methods.

· The health economist’s workload could be increased by the requirements to model different perspectives and conduct VOI analysis.

· NCCs may need to subscribe to extra databases to cover the topics required if all centres deal with social care and public health.

· The section on rerunning searches needs some clarification so that guideline readers are clear how the decision is taken. There is mixed opinion at the NCGC on whether this is a good idea. The concern of not having a cut-off date is that stakeholders disagree during consultation, new evidence arises and searches and reviews have to be redone in a very short turnaround. 

· The allowance of individuals to contribute to SH consultations – At the GDP workshop of the 29th January, it was noted by a guideline developer from another clinical guidelines NCC that their experience was that you get more comments from individuals than from organisations! Although we won’t be obliged to write individual responses to comments from individuals, this will still add to the workload of developers.

· Double-reviewing could have considerable resource implications – although the manual allows for some flexibility.
	We believe that viewed as a whole, the changes will not have a significant impact on resources. There will be some efficiency gains and some areas where changes will need to be absorbed.
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	General
	General
	The new manual has the potential to undermine the consideration of cost-effectiveness in NICE clinical guidelines for the following reasons:

· Health economists (and other methodologists) are only optional on committees (3.1, 3.4) and there are no voting rights for guideline technical team members, including health economists (1.5 and 3.5).

· Committees only to advise on cost-effectiveness where requested (Appendix D).

· Non-economic objectives can override the economic loss (7.6).

· Suggestion that economic analysis is used to support recommendations rather than inform/influence them (7.2).

We discuss each issue in more detail below.
	Many Developers are directly employed by NICE, others indirectly. The principle that NICE guidance is developed by independent Committees is eroded by enabling Developers to play a formal part in decision making. The removal of voting rights from Developers affects only some guideline programmes, as in others Developers do not have these rights at present. The change does not prevent the Developer from giving objective views, or diminish their role. However, it does ensure very clear boundaries between assessment and decision making.

Where specific methodological expertise is required on the Committee, this should be included in the Developer’s plans for independent recruitment.

Appendix D states: ‘The Committee will advise on….the effectiveness, and where requested, cost effectiveness of interventions, actions and measures to improve the health and social care of the public’. This wording reflects the fact that some guidelines fo not take into account economic considerations

3rd bullet:Regarding the fourth bullet,  refers to NICE social value judgements usually take precedence over the economics.

Text amended 

7.2 The guideline Developer should encourage the Committee to consider the economic consequences of the potential guideline recommendations as well as the implications for practice.
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	General
	
	It is difficult to see how some of the changes proposed in the unified manual are compatible with the microprocess as it currently stands. Two key  areas of concern are:

· The additional work and early recruitment in the scoping phase and the recently reduced scoping time. 

· The service delivery methods – these methods require a different approach to scoping and the stakeholder workshop. The work on trauma service delivery guidance suggests that the scoping phase is similar to the early development phase in other guidelines. The scoping phase may need to be longer in service delivery guidance, with the development phase potentially shorter, for the work to be completed successfully.
	The microprocesses for guideline development are being amended on a programme-level to reflect, where required, the changes introduced in the new guideline manual.
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	General
	General
	We think it would be helpful if the 3rd-level headings were numbered, e.g. 7.5.1, 7.5.2, etc. This is particularly relevant for section 7.5, which is 11 pages long. It would also help to better distinguish 3rd level from 4th level headings.
	We have decided not to use third order numbered headings. We don’t think these are needed for online presentation but we will review this again in our webviewer
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	General
	General
	Will NICE be providing training for NCCs on:

· Developing guidelines from SC & PH perspectives?

· Developing logic models?

· Value of information analysis?
	The NCC technical meetings will be used to identify and respond to, training needs.
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	General 

– but in relation to conceptual frameworks and logic models
	
	Too much jargon

Very “jargon” filled account of what are essentially mind maps or summary figures which are undertaken for a variety of purposes. We also think the same applies to the interim service methods guide, and the two guides need to be married up in the terms they use.

What is the difference between “factors, causal mechanisms and various vectors” (see appendix A) (Page 55 full) and “vectors of causation” (page 23)? Is it necessary to call these variables by such names? 

What is the difference between defining “causal pathways” (p70, p77 full) and “logic models”?

We are aware that the terms can be misused with “solution” based model being interpreted to mean a model which is used to find solutions, rather than the up-scaling of a qualitative figure to a quantitative model of analysis. A “process model” in some literature refers to quantitative modelling flows and system processes rather than an overview of main components within a system and is also likely to be misinterpreted.

Rethinking the term “model”

The term “model” may be too strongly associated in readers minds with economic modelling, quantitative analysis, and sounds far more complicated than what it is (i.e. a flow diagram, mind map or table of information).

· Can we find another name for “logic model”, such as cause and effect diagram? Or causal pathway of activities and outcomes?  

· Can we find another name for “process model” in service delivery interim methods (i.e. Service description or specification)?

Also the term model does infer a diagram of some sort. 

Is there potential for lists and summary tables to convey exactly the same/more information as the conceptual figures?
	Where appropriate, we have revised as suggested.

The terminology has been made consistent in this manual, but the interim service delivery manual is published and may use other terms.  

These concepts do overlap and can (in some circumstances) be used interchangeably.

We anticipate that each guideline will adopt these methods as needed and will clearly describe how these were developed, for what purpose and how they influenced the decision making process.

We are also considering how to ensure that best practice can be shared and in time, the manual updated to reflect this.

As such we would be interested to hear further about your experience in using such approaches, and how best these can be presented (as noted, in diagrams or tables etc).
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	1.5 

The Committee
	10
	In the section on the Committee it states that “…at least 2 members of every committee are people using services….” We have worked on guidelines where we have not been able to recruit 2 members or 1 has not turned up. Should this be changed to something along the lines of “Where possible, at least 2 members of every committee are …..”? Or add another sentence stating “There may be times when it is not possible to recruit/retain 2 members, in these circumstances the committee may sometimes proceed with only 1 member. 
	The NICE patient and public involvement policy is have at least 2 lay members on every Committee, and the wording of the manual reflects this policy.
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	1.5 

Centre Director, Associate Director, lead analyst and economic advisor
	13
	It is not clear who these people work for. Associate Directors are positions at NICE and developer centres. Perhaps it would be clearer to state. “The developer’s centre director is responsible for….” (If I have understood this correctly), “The Associate Director at NICE is responsible for….”, “The lead analyst at NICE is responsible for…”, and “The economic advisor at NICE is responsible for….”
	We have changed the heading of this section to ‘Quality assurance by NICE’

	1446
	National Clinical Guideline Centre


	2

 Scoping
	
	We realise with the variety of perspectives that can now be adopted in guidelines, especially from a health economics point of view, it would be useful if the perspective of the guideline could be defined in the scope. This could be based on initial discussions between the developers and NICE and the final agreement can be recorded in the scope.   
	Text amended

We have added the need to include the economic perspective(s) in the scope.

	1447
	National Clinical Guideline Centre


	2.1

 line 11
	21
	Based on the comment above about the perspective that should be agreed and recorded in the scope, we suggest adding to the purpose of the scope: ‘clarify the perspective for the guideline development’.
	Thank you for your comment. Chapter 2 – ‘The Scope’ has been amended to include more explicit consideration of the economic perspective during the scoping phase of the guideline development. Amendments to Chapter 7 have also been made to clarify the purpose of the scope.
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	2.2
	22
	We welcome the flexibility to recruit 1 or 2 members early where appropriate. Sometimes it may be appropriate to recruit more. Could the number be increased to 5 or 6 or preferably not specify the number and allow a judgement to be made depending on the guideline?
	The numbers are included here to enable a distinction to be maintained between recruitment of the full Committee, and recruitment to support scoping. Increasing the numbers of Committee members recruited early in the process presents risks, including recruiting members with the wrong background (as the scope may change during development), and confusing stakeholders who perceive they may have two opportunities to apply, when they may not.
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	2.3

 Stage 1
	23
	Section on Understanding the context. This seems a useful addition, particularly for service delivery areas, but it is unclear what is meant by “to support scoping” and “developed iteratively alongside the guideline”. In the former, would the current context report be produced before scoping starts? How does current context change with time?

For clinical guidelines this is likely to be a large piece of work. Who would do it? Implementation team? It is not clear in the manual. If we were to do it we would need more resources. It would be fantastic if we were to receive a report on the context alongside the commissioning letter.
	Noted, thank you. The section on understanding the context has been refocused, and contextual information will be included in the scope and guideline in future. Information will be provided by the implementation team earlier in the process.
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	2.3

 and Appendix A 
	23

 (full)

4 (appendix)


	We would suggest softening the description of rationale behind conceptual frameworks to say “Depending on the topic and purpose the framework MAY inform:” instead of “WILL inform”.

We also suggest a more comprehensive list of why a conceptual model may be useful and clarification of when a conceptual model should be developed. Some examples taken from the text of the full are listed below, but still no clarity of when development of such frameworks should be prioritised in the work programme, if at all. The appendix doesn’t help explain how the diagrams are helpful to some of the below aims:

· Specify where more focused and clearly defined topics fit into the library of guideline topics developed so far by NICE. 

· The definition and scope of the key issues involved in a broad topic area when scoping a broad cross cutting guideline.

Formulating and structuring different review questions (cross ref p55, p128)

· Specify where more focused and clearly defined evidence review questions fit into addressing a broad cross cutting clinical or service delivery question.

· Development of concept and logic models (if developed) may assist refinement of an evidence review question through identification of intermediary outcomes/activities and the question boundaries (providing transparency and audit in ruling out activities and outcomes which are peripheral to the problem at hand).

Interpreting the evidence (cross ref p168) and making recommendations

· Where concept and logic models have been used to develop review questions, they may later act as a prompt or reminder of considerations initially thought outside the direct remit of the evidence review but important to decision making.

· Use of guideline concept and logic models where developed may assist decision makers see links between evidence reviews, and ensure coherency and consistency of recommendations for broad clinical or service delivery guidelines.

Developing economic models (cross ref p 128)

· Use of guideline concept and logic models (if developed) may assist structure and prioritisation of the focus of an economic model.
	We have not added much of this detail as their use will be varied and depend on the topic.  However, it would be useful to explore your experience of their use further.
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	2.3

 Stage 3
	24
	Inclusion of key clinical questions in the scope. 

We are not clear from the manual whether the intention is that the key questions would be final once they were in the scope? 

We think it is very important that if we include questions in the scope that there is a degree of flexibility and the GDG are able to amend or add to and remove the questions when they meet. We do think it is useful to write quite detailed questions in some circumstances and have stakeholders comment on them. However if there is no flexibility for the GDG to amend the questions then it would be better to not have the questions in the scope at all. Broad questions are of little value as they do not add much to the list of included areas already outlined earlier in the scope. The current situation where they are included in the final scope but called “draft questions” works well as it allows amendments to be made.
	The aim is to retain the flexibility as you described.  Their aim is to form a basis for further refinement as needed.  We have added a reference to chapter 4 which also emphasises this.

	1452
	National Clinical Guideline Centre


	2.3 

Stage 4
	30
	Scoping workshop. We welcome the flexibility to not hold a workshop if it is not needed. It is important that the developers are involved in the decision about the value of holding a workshop, as there may be benefits in holding a workshop for specific topics.
	Noted, thank you
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	2.3

 Stage 5
	32
	We welcome the ability to include prompts and questions for stakeholders in the scope consultation.
	Noted, thank you
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	2.3

 Stage 6
	33
	Consultation table sent out to stakeholders 5 days before publication on web. This is fine unless it means that we have 5 days less to work on the responses. This time is already tight for us.
	This step has now been deleted in response to consultation comments.
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	3.1 
	36

 line7
	We feel that this may be better worded to ensure that the link between this activity and the scope document is made clear: ‘may refine and agree the review questions to be addressed by the evidence as outlined in the scope’. 
	This has been amended.

•
may refine and agree the review questions to be addressed by the evidence reviews (for example, when topic-specific input is needed to further define outcomes or specify appropriate comparators) as defined in the scope
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	3.1
	37
	Health economists (and other methodologists) are only optional on committees (3.1, 3.4). No voting rights for guideline technical team members, including health economists (1.5, 3.5)

· Clinical and patient members of clinical guideline GDGs are conflicted when it comes to making cost-effective decisions. They have a vested interest in over-investing in their specialty/condition. The guideline health economist (and other technical team members) must have sufficient influence to ensure that the needs of patients elsewhere in the NHS whose treatments could be displaced are fully considered. 

· The proposals for value-based assessment that are currently out for consultation give committees more power to over-invest by giving greater discretion in terms of taking account of burden of illness weighting. This makes the need for neutral experts all the more important.

· At the NCGC, we only rarely have votes in GDG meetings and then usually staff would abstain.  So on those rare occasions that staff do vote, it is because we worry that the GDG are (intentionally or unintentionally) misinterpreting the evidence or perhaps ignoring the opportunity cost altogether.  

· But the issue is really not simply about voting, it is about status. The methodologists including the health economists on the technical team need to have the power to question and challenge the other members of the committee and where necessary to influence the discussion agenda, especially because the other committee members are potentially ‘conflicted’ as mentioned above. However, it states in 1.5 that they may only ‘enter into discussion when invited by the Chair [Line 228-9]’.

(continued on next page)


	Many Developers are directly employed by NICE, others indirectly. The principle that NICE guidance is developed by independent Committees is eroded by enabling Developers to play a formal part in decision making. The removal of voting rights from Developers affects only some guideline programmes, as in others Developers do not have these rights at present. The change does not prevent the Developer from giving objective views, or diminish their role. However, it does ensure very clear boundaries between assessment and decision making.

Where specific methodological expertise is required on the Committee, this should be included in the Developer’s plans for independent recruitment.

The text referenced on lines 228-9 has been amended, to indicate that:

1.5 ‘These teams are represented at Committee meetings and contribute to discussions’
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	3.1
	37
	(continued from previous page)

· Some of us felt that health economists and other technical team members should have equal voting rights to other GDG members, as is currently the case with clinical guidelines. Others felt that voting rights was not necessarily the best approach – for example the 3 votes of the technical team if used would not be enough to overturn a dodgy decision.  But we all felt that there should be stronger mechanisms for the technical team to ensure methodological rigour is adequately taken into account during guideline development.

· We note that in the glossary, it states that the economist is a committee member. 

· To be consistent with the recent practice of the TA and PH programmes we could appoint external HEs and other methodologists to clinical guideline GDGs but we worry that this will add to the size and cost of committees.

It has been argued by others that clinicians and patient members (with a vested interest, as described above) are exactly the wrong people to make clinical guidance that will have resource implications and that it should be more neutral people that make these decisions. For example, Gøtzsche and Ioannidis (BMJ 2012) say: “We suggest turning this recommendation around: review teams should include expertise in systematic review methodology and have access to expertise in the topic area. The importance of safeguarding the independence of researchers performing systematic reviews cannot be overstated.”

We would not take it that far but we feel there needs to be more checks and balances. Technical staff should have equal rights to other committee members on those committees which don’t have both an external health economist and epidemiologist/statistician. Perhaps this will be more relevant to topic-specific committees.
	Many Developers are directly employed by NICE, others indirectly. The principle that NICE guidance is developed by independent Committees is eroded by enabling Developers to play a formal part in decision making. The removal of voting rights from Developers affects only some guideline programmes, as in others Developers do not have these rights at present. The change does not prevent the Developer from giving objective views, or diminish their role. However, it does ensure very clear boundaries between assessment and decision making.

The reference to economist members in the glossary is an error and has been amended.

Where specific methodological expertise is required on the Committee, this should be included in the Developer’s plans for independent recruitment.
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	3.1
	37

 line 31-33
	It would be helpful to clarify whether the current wording means ’mental health’ in a broad sense i.e. includes psychological issues as well as mental health disorders. This may be particularly important for guidelines concerning children. Members of groups such as GPs may have these skills and it may be better wording to say that ‘developers should ensure that decision making body has expertise to ensure mental aspects of guideline topic are comprehensively considered’.
	Text has been revised to ‘Developers should ensure that all Committees can comprehensively consider mental health aspects of guideline topics
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	3.1
	37

 line 35
	We would prefer that recruitment of members with these skills are recruited ‘as appropriate’ rather than ‘actively recruited’ as is currently suggested. Many clinical guideline GDG members have these skills sets as well as their professional expertise. 
	‘Actively recruited’ signals the importance of these members on Committees. It is expected that members with these skills will also fulfil other roles
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	3.2
	39

 line 98-105
	We would suggest addition of text to indicate the responsibilities of the chair in relation to the management of declarations and conflicts according to NICE policy. It is mentioned elsewhere in the document and so should be mentioned here. 
	We have added a sentence to cover this
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	3.5
	
	We would suggest the addition of a section outlining the roles of the co-opted committee members here for clarity and consistency as different terms are used later in the document and in the appendices.
	We have not made this change because this is explained in sections 3.3 and 3.4. Section 3.5 is about groups that aren’t Committee members.

	1462
	National Clinical Guideline Centre


	3.5 
	44

 lines 244-246
	We are concerned that the technical staff members are not considered committee members. The GDG (topic specific committees) should be composed of both clinical and methodological expertise to support discussions of the evidence base. Without this recognition, it is possible that the nature and quality of the evidence considered will not be reflected in the final decisions of the panel. We rarely invoke voting rights in our committees but consider it important that the methodological experts have the opportunity to reflect the impact of the quality of the evidence in a committee voting process should it be required.

Please see our response to section 3.1.
	Many Developers are directly employed by NICE, others indirectly. The principle that NICE guidance is developed by independent Committees is eroded by enabling Developers to play a formal part in decision making. The removal of voting rights from Developers affects only some guideline programmes, as in others Developers do not have these rights at present. The change does not prevent the Developer from giving objective views, or diminish their role. However, it does ensure very clear boundaries between assessment and decision making.

Where specific methodological expertise is required on the Committee, this should be included in the Developer’s plans for independent recruitment.
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	3.5
	44

 line 254
	We welcome the statement that topic-specific committee meetings will be held in private. Perhaps additional mention could be made here of the availability of meeting notes being publicly available on the NICE website as is outlined elsewhere in the document?
	We have added text to indicate that the minutes are available on the NICE website
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	3.7
	47

 lines 345- 348
	We think that this suggestion may not be manageable in the context of topic specific committees.
	Buddying has been found to be a useful way of supporting a new Chair and the wording ‘may’ indicated that this should be considered where appropriate
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	3.8
	50

 line 414
	Please add further details about the NICE pathway plan. When will this be sent and by whom? What is the purpose of this document? How are comments on this invited or enabled?
	Thank you for your comments. Please see the response to comment 1308 for information about how the Publishing team propose to develop the pathway outline alongside the scope.
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	3.8
	50

 line 426
	Suggest re-wording to ‘it discusses how these answer’. The review will be no doubt be based upon a protocol that has been pre-agreed by the committee and will therefore answer the question. This issue is identifying where there are gaps in or limitations with the evidence or whether the quality of evidence considered is acceptable. If this is worded as is currently, there is the potential to respond saying the review doesn’t answer the questions and the committee requesting further additional reviews which may impact on deadlines and resource requirements to support the committee.
	This has been amended as suggested.
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	3.8
	50

 line 428
	We think it would be helpful to add here that the committee also captures the decision making and rationales behind their recommendations as this is important for stakeholders.
	Text amended

3.8 The Committee also discusses the wording of any draft recommendations (see chapter 9), and the discussion and rationale for the recommendations is recorded.
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	3.8
	51

 lines 430 - 437
	It would be helpful to understand under what circumstances the NICE staff will give presentations to provide clarity for the developer’s and the committees. How will they prioritise committee attendance? Under what circumstances? 
	This will be determined on a case by case basis.
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	3.8
	51

  lines 439 - 441
	We suggest that the committees should also capture clearly their rationale behind recommendations for SH clarity.
	Text amended

3.8 The Committee also discusses the wording of any draft recommendations (see chapter 9), and the discussion and rationale for the recommendations is recorded.
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	4.3 

and Appendix A 
	55 

(full)
	Formulating and structuring different review questions:

Reference to appendix only follows one bullet point on the list of this page [i.e. factors, causal mechanisms and the role of the various vectors (see appendix A)]. 

However a concept map may also be informative for other bullet points, i.e. the extent and nature of the issue (cross reference page 23 of full).
	We have reviewed this and added 

If a conceptual map or logic models are developed, they can be useful when developing structured questions (see Appendix A).
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	4.3. Formulating and structuring different review questions:

Line 65-68
	56
	Incorporating the views of user views or barriers to use as reported by practitioners or providers is suggested for intervention reviews.  It would be useful to indicate when such views should be incorporated.  It is a frequent stakeholder comment from patient and carer organisations that patient and carer views have not been consulted.  This addition to the manual could lead stakeholder organisations to believe that we routinely consult on patient and carer views even when we have quantitative evidence at low risk of bias.
	When developing the review question consideration should be given to the potential for additional information on patient/user views.  It is not intended to suggest that a full qualitative review is always needed; however, mixed methods reviews can address issues such as why did this work well (or not work well) which may be important questions (these should be identified through scoping and expert advice as appropriate).
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	4.3. Formulating and structuring different review questions:

Review questions about the effectiveness of an intervention
	57
	The document does not indicate a guide to the number of outcomes. GRADE methods suggest a maximum of 7-10; it would be helpful if this could be stated in the guidelines manual as larger numbers of outcomes cannot be easily interpreted by committees for decision making. 
	Thank you and this has been added.

In general, a maximum of 7-10 outcomes should be defined.
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	4.3
	61
	The PICO framework often leads to confusion, and is better addressed by PPIRT (population, prior tests, Index test, reference standard, target condition). 
	Thank you – and this has been added.
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	4.3

Review questions about prognosis
	62
	The prognosis section needs extending to cover risk tools / prognostic models, and consideration of the impact of treatments in prognostic studies is needed.
	This has been added

· A review question about prognosis is best answered using a prospective cohort study with multi-variate analysis

Quality assessment of clinical prediction models has also been added in Chapter 6.
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	4

Existing reviews
	73
	The document suggests we would not include systematic reviews such as Cochrane reviews, or other high quality systematic reviews (e.g. HTAs) if they exist, except under rare occasions. These can be very beneficial to reviews, and duplicating effort where high quality reviews exist is counter intuitive. 

From experience, we would not agree with the first three bullet points: Systematic reviews can helpfully be incorporated into and add value to reviews, and current work has enabled this to be done more efficiently (including collaborating with Cochrane review groups). A number of Cochrane reviews/HTAs have provided evidence in our Clinical guidelines. Such studies may exist that are appropriate to the review question, and including them enables large reviews to be carried out more efficiently.

Individual patient data meta-analyses presumably come under this heading and should always be included if they answer the review question. Network meta-analyses should also be considered. We suggest that these should be specifically stated as examples of exceptions to those that are routinely excluded, and consideration given to doing the same for Cochrane reviews and HTAs. We would request this to be worded to encourage incorporating high quality systematic reviews where possible and appropriate to the review question.
	Thank you for your comments on this section.  This has been amended as suggested in your comments and in line with similar comments from other organisations/commentators…

Reference to IPD has also been added.
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	4.1
	75
	Minimum sample size is no longer routinely used, instead sample size is taken into account when risk of bias is assessed, weighting of studies in meta-analysis and for decision making for recommendations. We suggest it could be removed from the examples of exclusions.  
	Thank you; some reviews do still use minimum sample sizes as an inclusion criteria.  However, we have removed this as suggested.
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	4.5

Planning the evidence reviews:

Process for developing the review protocol
	76
	The document states that protocols should be signed off by a member of NICE staff. It is unclear how this will fit into the required timeframe for guideline development and what benefit it will add. Protocols are drafted with the expertise of the review team together with the clinical expertise of the GDG and signed off by a senior research fellow in collaboration with the technical team. An extra level of sign-off before undertaking the review can commence would delay development. Comments on draft protocols at interim meetings would be welcomed, but full sign off of each protocol seems infeasible to implement.
	Quality assurance of review protocols by NICE staff is already standard practice across the majority of NICE guideline programmes. The new ways of working introduced recently as part of the quality assurance mechanisms within the clinical guideline programme includes this step, as a key mechanism of ensuring the quality assurance team have a full understanding of the evidence reviews. The steps will be included in all micro timelines in future.

	1478
	National Clinical Guideline Centre


	4.1 Components of the review protocol and 

Search protocols (section 5.2)
	57 

and 79
	How does the full search protocol (mentioned in chapter 5) differ from the ‘How the information will be searched’ box included as part of the ‘Components of a review protocols table’. Is it just the addition of details of any supplementary search techniques, and the rationale behind them? Or are the both the same thing and should these be titled the same?
	This text does not appear in the consultation version of the manual. They do not differ and Table 4.1 has the title ‘searches’ and cross refers to chapter 5.
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	4.4 

and Appendix A 
	70
	No reference to appendix, but covers logic model – suggest cross reference as relevant.

Currently it reads:

“Context-sensitive evidence can be used to complement context-free evidence, and can so provide the basis for more specific and practical recommendations. It can be used to:

 supplement evidence on effectiveness (for example, to look at how factors such as occupation, educational attainment and income influence effectiveness)

 construct logic models (see section 2.3) and causal pathways (for example, to explain what factors predict teenage parenthood)

 provide information about the characteristics of the population (including social circumstances and the physical environment) and about the process of implementation

 describe psychological processes and behaviour change.”

· Can context free evidence be used to construct logic models (not mentioned in paragraph above, or are logic models purely qualitative in nature? What about models which inform on relationships of effect but not on costs (i.e. not an economic model)?

· This infers that you use evidence retrieved from review to construct a logic model after review conducted, what is the additional benefit to this step for decision making?
	We have not added much of this detail as their use will be varied and depend on the topic.  However, it would be useful to explore your experience of their use further.

We have added a cross reference.
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	4.4

 and Appendix A 
	71
	No reference to appendix, but covers logic model – we suggest adding a cross reference.

Currently it reads:

“Qualitative information can also be used to supplement logic models (see section 2.3). It can also be combined with qualitative evidence in a single review when appropriate (for example, to address review questions about barriers to and facilitators of implementation).”

It is not clear what is meant by this.
	A cross reference has been added.

When developing the review question consideration should be given to the potential for additional information on patient/user views.  It is not intended to suggest that a full qualitative review is always needed; however, mixed methods reviews can address issues such as why did this work well (or not work well) which may be important questions (these should be identified through scoping and expert advice as appropriate).

	1481
	National Clinical Guideline Centre


	5.1

 Search protocols
	79
	What sort of level of detail is expected when providing the rationale behind decisions taken in the search protocol? With the removal of the list of core databases would this rationale need to be given for every database selected, even those generally considered ‘core’? Might an expectation develop from stakeholders that we include a rationale why we have not chosen to search some sources?
	Text amended

It is not necessary to provide a rationale for the selection of databases, and the text on including a rationale has been removed.
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	5.1

 Search protocols
	79
	The review protocol (table 4.1) states that a full search protocol need only be included for searches that are expected to be complex or iterative. How should this be decided? Is it expected that this will be known in advance? 
	This text does not appear in the consultation version of the manual. Search protocols should be produced for all review questions. 
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	5.1 

Search protocols
	79
	Is it possible to provide an example search protocol in an appendix to the manual? 
	We believe section 5.2 and table 4.1 provide sufficient detail on the components of a search protocol, and an example is not required. 
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	5.3

 Sources
	80
	The change from a core list of sources to a list of suggested sources is welcome. We suggest adding a cross reference to the list of sources in Appendix F. Perhaps at the end of the 3rd paragraph of this section (line 53, page 80)
	A cross reference to appendix F is included in 5.3

‘A list of sources is provided in appendix F as a starting point for identifying potential relevant sources.’
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	5.3

 Sources
	80
	As well as not search unnecessary additional databases it may be worth noting that there may be a minimum core set of databases should always searched for specific types of guidelines (for example, for clinical review questions for RCTs Medline, Embase and The Cochrane Library). Although the actual databases considered essential may change the concept probably will not. Perhaps it would be advisable to add this to the text? 
	Text amended

5.3 ‘For most searches there will be key sources that should be prioritised for searching, and other potentially relevant sources that could be considered for searching.’
We have added text to indicate that for most questions there will be obvious sources that should be prioritised for searching (minimum core set)
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	5.4 Developing search strategies: Devising a search strategy
	81

1st paragraph
	PICO and SPICE are indeed useful for some searches and subjects but it is important to note that they are not always applicable to all topics and that a flexible approach may be needed to identify search concepts which can be used. For example, public health guidelines often relate to the whole population in which case it is not possible to define ‘population’ terms. In other searches, there may not always be an intervention either. Perhaps add text to reflect this to the end of the paragraph.
	PICO and SPICE are listed as example frameworks and the manual notes they can be used to structure a search strategy where useful. The multi-stranded approach to building the components of a strategy is also noted as being a useful method, particularly in complex questions and/or where there is not a defined population or intervention. 
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	5.43

 Sources Developing search strategies: supplementary searching techniques
	83

line 129
	Perhaps replace can with “could” or “may”?
	Text amended

5.4 ‘Supplementary searching techniques might include forward and backward citation searching, journal hand-searches or contacting experts and stakeholders.’
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	5.4 Developing search strategies: supplementary searching techniques
	83

 line 129
	Grey literature

The reference to grey literature is vague and perhaps in the wrong place? Grey literature is a source so we suggest moving it to section 5.3 Sources and writing a paragraph on its own. Perhaps the text could cover:

Grey literature includes organisations’ reports, on-going trials, conference abstracts and statistics. Grey literature can be especially useful in social research when investigating complex interventions. For some questions to be covered by NICE guidance such as service delivery there might only be grey literature as evidence. However, the incidence of grey literature varies from subject to subject and so may not always be essential. In addition, searching for grey literature is difficult and time consuming, so there must be realistic limits on what can be done. If used, grey literature should be subject to critical appraisal as all other literature is.
	Text amended

5.3 ‘Sources of grey literature (e.g. reports, statistics, ongoing research) may also be important for some review questions.’
The reference to grey literature has been removed from section 5.4, and the above sentence added at 5.3.
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	5.4 Developing search strategies: supplementary searching techniques
	83

 line 129
	Forward citation searching is resource intensive and difficult to document unless done using a specialist database such as the Science Citation Index. Not all centres would have the resources to access such databases for what would amount to very occasional use.
	Requirement for specialist sources should be considered on a case by case basis where a need is identified. For some programmes, this investment will be worthwhile and deliver efficiencies due to the nature of the evidence base.
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	5.5

 Calls for evidence
	83
	Line 144. The word ‘standard’ referring to ‘standard searches’ seems redundant here. Would it not be better to either remove it or clarify what a standard search is? Is there, or will there be, such a thing as a standard search?
	Text amended

5.5 ‘In some topic areas or for some review questions, NICE staff with responsibility for quality assurance, the evidence review team, Developer or Committee may believe that there is relevant evidence in addition to that identified by the searches.’
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	5.5

 Calls for evidence
	83
	This section looks a little odd here. There is a detailed description of the format in which stakeholders should submit evidence during a call to evidence whereas other sections in this chapter provide much less guidance. 
	This has been reviewed by the editor.
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	5.7

 Quality assurance
	86
	It might be helpful to refer to the PRESS (peer review of electronic search strategies) checklist as an example: http://www.cadth.ca/publication/781. This will help interested readers of guidance understand how search strategies are quality assured.
	Text amended

5.7 ‘A checklist should be used to ensure clarity and consistency when peer reviewing search strategies. An example is the PRESS checklist (Sampson et al. 2008) or the CADTH checklist (CADTH 2008), which is adapted from PRESS’
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	5.8

 Reference management
	86
	It might be helpful to add that using reference management software can facilitate better sharing of work at a later date. Documents and files can be transferred across centres and updated without the requirement of recreating bibliographies and reference management databases/libraries. 

Currently, without an explanation it comes across as very directive when other areas of the guidelines manual are not. 
	Text amended

5.8 ‘Reference management software can enable files to be shared between Developers and with NICE, which is beneficial when guidelines are being updated.’
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	5.10

 Re-running searches
	87
	If reruns are optional there needs to be some guidance on how to decide on when to rerun searches otherwise it may lead to confusion further down the line. A lack of clarity may not look good to the public. This section probably needs to state when the decision will be made if to do reruns. For example, should it be specified in the review protocol?

The NCGC is divided in its opinion on whether this is a good thing or bad. There are two contrasting thoughts: 

The option not to do reruns is welcome 

Having the option to decide on when to do reruns is welcome. Using methodology on deciding if to update would help us be quicker and smarter.

Reruns can be very time consuming and stressful for the reviewing team at the end of a guideline, with the risk of having to sift through vast numbers of abstracts for no gain, and then if one additional study is found, redoing PRISMA, summary of included studies table, evidence table, risk of bias assessment, analyses, forest plots, GRADE tables, evidence statements and evidence summary tables – when it makes no difference. 

Keep cut off dates but maybe give more leeway to when they are done. 

The lack of a clear cut-off date for all searches for a guideline could create internal and between guideline inconsistencies, or make it harder to justify why a study published near to submission has not been considered. During clinical guideline development some searches are run up to two years prior to the publication date – this would mean that some evidence could be four years out of date at the point of the 2 years post-publication currency check. 

Making a decision to do a full rerun (or not) may not be straight forward and we've not had time to develop a method for doing this yet so it's a bit of an unknown. It could all get a bit messy and tactical in terms of the order that we do the reviews. Responding to stakeholders about why a paper has not been included will also become more complicated. In worst case scenarios it could become more time consuming with an update of evidence required after consultation in a very short period of time.
	The approach of re-runs was discussed in detail, and it is agreed that they should be optional and tailored to the needs of the guideline.  Where the currency of the guideline is judged to be compromised, then a re-run would be expected.  Any decision to re-run or not should be documented in the guideline, ensuring clarity.

NICE and the developer will be involved in this to ensure a correct decision is made.  However, as the decisions are dependent on the topic and the guideline, it is not possible to give detailed guidance in this manual.
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	6.1 

Selecting relevant studies:

Published studies
	90
	Double screening of titles and abstract and checking full studies: We recognise this is a gold standard method for systematic reviews, however this has considerable resource implications and we are unclear what additional benefit this will add to the process. There are already a number of checks and assurances in the process, including validation by the GDG. 

Checking with the committee is suggested as an alternative option as well as checking alternative samples. We would request that this is stated as the standard option with double screening acknowledged, but not generally feasible in guideline development.
	Best practice supports this; however, the manual requires consideration only of such an approach which may be more appropriate in some situations rather than others.  Key is documentation about when this was or was not used.
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	6.2

 Assessing the quality of the evidence
	92
	The introduction implies that quality summary should be by individual study primarily and by outcome with GRADE only where appropriate. Grading evidence by outcome is the widely accepted current methodology and this statement appears to leave it as an optional approach. We request that this is worded to state that quality should be assessed by outcome by GRADE wherever possible to make this stronger.

The following paragraph also states that options for quality assessment should be discussed and considered. Again, we request that this should state that GRADE quality assessment is the preferred method. 

The importance of rating quality per outcome is stated in the next section on page 93. This should be given more prominence in the introduction. 
	This section has been restructured to be clearer on the use of GRADE and how this impacts on other stages, such as evidence statement drafting.
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	6.2

 Assessing the quality of the evidence
	92
	Double assessing the quality of the evidence is also resource intensive. At present the document suggests that quality assessment is checked by another reviewer for each review which is not feasible for guideline development timelines. Quality assessment by a second reviewer of random samples would be a more feasible option to state.
	Best practice supports this; however, the manual requires consideration only of such an approach which may be more appropriate in some situations rather than others.  Key is documentation about when this was or was not used.
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	6.2

Quality assessment by individual study
	94
	Excluding studies by study quality is inappropriate when risk of bias varies by outcome.
	This has been removed.
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	6.2

Assessing quality of the evidence: Quality assessment using ++/+/-
	95
	We assess the risk of bias per outcome of all studies and state this in our evidence tables as very high, high, or low risk of bias, which is consistent with the quality checklists applied. We have moved away from rating using ++ etc. to focus on risk of bias, GRADE and assessing evidence per outcome. Reverting to using this level of quality rating would be a backwards step. We would request that the section on quality assessment by individual study, allows the option for this rating to be detailed as risk of bias rating rather than ‘++,+,-‘. 
	This section has been restructured to be clearer on the use of GRADE and how this impacts on other stages, such as evidence statement drafting.
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	6.3

 Assessing the applicability of the evidence
	98
	This is an additional step which duplicates quality assessment that is covered by GRADE. If the evidence does not directly meet the review criteria in the protocol it would be downgraded for indirectness in GRADE and this would be reflected in the quality of the evidence rating and detailed in the LETR. Whether the outcome has been appropriately assessed or for adequate follow-up etc. would also be covered within GRADE within risk of bias. Including the applicability statement in the evidence statement as well as the GRADE rating is double counting these risks of bias and duplicating work. We are unclear what additional benefit this adds and suggest that all of this information is already captured by GRADE and the LETRs.

It is stated further down in this paragraph that this is considered within indirectness in GRADE, but the chapter does not make it clear that if GRADE is carried out, applicability statements are not required. This should be made clearer, with GRADE stated as the preferred option. 

We strongly recommend that GRADE, and assessing study quality by quality and applicability of evidence are given as alternatives, such that the GRADE approach should be applied for Clinical Guidelines and assessing quality by study and applicability is an option for other types of guidance.
	This section has been restructured to emphasise this is already part of GRADE but is needed if quality is assessed by individual studies.
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	6.4
	99
	The section suggesting referring to the PROGRESS-Plus criteria and the reference to equalities evidence appearing in the summary evidence statements further detail. Examples of how equalities evidence should be written in the summary evidence statements would be useful in clarifying this.

As a general note on evidence statements, the recent move has been to make evidence statements concise and readable, the proposals in the manual suggesting including applicability of the evidence and equalities information will have the opposite effect.
	Examples have not been added but such information would be included as other information is.

We have restructured this to explain how the use of GRADE will impact on the level of detail in evidence statements.
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	6.5 Summarising and presenting the results: Evidence tables
	101
	The document states that p values must be reported in evidence tables. We have been encouraged and advised by NICE to not focus on p-values and statistical significance, and not to report this to committee members so that they instead focus on assessing clinical importance or clinical benefit/harm. Something which is not statistically significant may still be deemed to be a clinically important effect in a particular population, and vice versa. We think going back to mandatory reporting p values would undermine the assessment of clinical importance. 

Why are we now being asked to report this and the test used in evidence tables?  We do not undertake a judgement as to whether the correct statistical test has been used (this would be often be impossible as we do not access to the raw data) and so it is unnecessary to report the statistical test used.  For RCT data, meta-analyses is undertaken and the forest plots give adequate information on the estimate effect and confidence intervals.
	This has been amended to

If not being used in any further statistical analysis or reported in GRADE tables, effect sizes with confidence intervals should be reported, as should exact p values (whether or not significant) with the test from which they were obtained, if this is a quality concern.
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	6.5 Summarising and presenting the results: Narrative summaries
	102
	It is unclear whether these are required in addition to evidence statements, summary of findings tables and the LETR. This seems an unnecessary duplication. 
	Their use has been clarified in the context of GRADE and this whole section has been restructured.
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	6.5

Structure and content of evidence statements
	105
	We have recently changed process to writing a more narrative style of evidence statement. This has been received favourably by committees over the previous formulaic approach. This document appears to go back to a rigid approach which is just a repetition of results already presented to the GDG in the GRADE summary and seems a backward step.
	This section has been restructured to be clearer on the use of GRADE and how this impacts on other stages, such as evidence statement drafting and narrative summaries.
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	6.4
	106
	Evidence should be rated by GRADE wherever possible; however none of these evidence statements are an example of evidence rated in such a way. This does not appear until page 108 in box 6.7. This suggests again that GRADE is an option rather than the preferred methodology. We suggest that this should be put first in this section as the preferred option. 
	This section has been restructured to be clearer on the use of GRADE and how this impacts on other stages, such as evidence statement drafting. However as noted, GRADE is not mandatory but an option that will be discussed with the NICE QA team when planning the approaches to be used.
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	7
	
	The sections regarding perspective are much clearer than the version we commented on in January. However, we still feel that the issue of different perspectives is not covered clearly enough, although we acknowledge this is a very tricky area. The perspective for the economic modelling reflects the perspective that is relevant for decision making and as such this is a very important issue for the guideline manual as a whole, not just the economics chapter. It needs to be very clearly defined what perspectives (and therefore what costs and benefits) are relevant for decision making in different circumstances and why it varies. The manual needs to be more directive about the circumstances when different perspectives are applied. We recommend that in order to ensure this is applied consistently and appropriately that the perspective to be taken is agreed with NICE prior to the start of development (and recorded in the scoping document). This is important as the relevant perspective affects the literature review and general guideline decision making not just the economic modelling. 

In addition we suggest that:

· Perspective should be covered before type of economic analysis because the perspective is partly what determines the type of analysis that is most relevant.

· The perspective section should be preceded by a section which explains/lists the aims of different types of guidelines (e.g. maximising health (QALYs), etc.) and constraints (e.g. NHS budget, etc.), such that the perspective relates to our objectives.
	Thank you, the reference case and perspective sections have been reorganised and rewritten to improve clarity.

The perspective and reference case section has been moved upwards as suggested in your comment.
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	7
	
	It would be helpful to clarify if it should be an England perspective now for guideline and modelling (rather than England and Wales or UK), now that NICE’s status has changed – This may affect inputs / discussions (e.g. life-tables used).
	The introduction indicates that: 1.5 ‘NICE is established as an England-only body, and acknowledges that its guidelines are used in other countries in the UK’.

Generally an England perspective would be taken, but information or evidence from the UK should be used England-only data is not available.
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	7.2
	121
	Paragraphs 2&3: Previously the CG and PH manuals very clearly stated that cost-effectiveness should be used to inform recommendations rather than support recommendations already made by the GDG. This clarity has been lost. For example, the phrase ‘encourage the committee to consider the economic consequences of the guideline recommendations as well as the implications for practice’ suggests that the GDG make the recommendation and then quantify the economic consequences rather than use evidence on cost and health benefits in order to decide what to recommend. Suggest revert to wording similar to previous CG and PH manuals and if approach is different in social care to describe this separately. Or possibly just add the word ‘possible’ or ‘potential’ before ‘recommendations’.
	Text amended 

7.2 The guideline Developer should encourage the Committee to consider the economic consequences of the potential guideline recommendations as well as the implications for practice.
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	7.2
	122
	The paragraph beginning ‘defining’ is a bit confused – we suggest it is edited to cover the following in this order:

· Consideration of cost effectiveness will be relevant for the majority of areas of the guideline. 

· A literature review will look for relevant published economic evaluation studies (see section xxx).

· Bespoke modelling will be undertaken for selective priority areas not covered by the literature (see economic plan section for details of prioritisation and xxx about bespoke modelling).

· When no relevant published evidence is identified and modelling is not prioritised committees must still consider the trade-off between cost and outcomes and make an informal judgement regarding cost effectiveness (see section xxx).

At the very least the sentence starting ‘Defining priorities…’ should be moved to the end of the paragraph, since we want a review of published economic evaluations to be mandatory not an area of prioritisation.
	Thank you for your comment. In response to your points:

· We do state that cost-effectiveness is considered. However it would be inappropriate to state a “majority” of areas.

· See amended text

· See amended text – this is stated

· The section already is included in the section “recommendations when there is no economic evidence” – a systematic search is undertaken for all review questions with an economic aspect.
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	7.3

Line 71-73
	123
	There is often insufficient economic evidence found.  We suggest that instead of “if insufficient evidence is found in the economic databases”, it should say “if it is discovered that the search of economic databases has missed one or more papers”.
	Text amended

7.3 ‘Other databases relevant to the topic and likely to include relevant economic evaluations should also be searched using the population terms with the addition of a published economics search filter (see section 5.4), and limited by publication date to the most recent complete year; it may be appropriate to extend these searches beyond the most recent complete year if there is reason to believe that relevant economic evaluations may not be indexed in the economic databases. ‘
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	7.3
	123
	Further searches to identify economic evaluations

This currently confuses searches to find published economic evaluations with searches to find model inputs. These should be separated – we suggest adding another heading: ‘Searches to inform economic modelling’. 

The economic searches do not identify quality of life data for the review questions [Line 76] the clinical review does this, if appropriate. The HE QoL searches are to inform modelling. 

It would be helpful if an example could be given of where an econometrics study might be used as supplementary evidence [Line 91].
	Text amended

We agree that the searches needed to inform economic modelling will differ from those needed for reviewing existing economic evidence. We have moved the text on searches to inform economic modelling to the ‘General principles’ section of the chapter.

The section on ‘Reviewing economic evaluations’ has been revised. Quality of life searches should be conducted when identifying information needed for parameters in economic modelling.

An econometric study could be used as supplementary evidence if, for example; there is a well-known retrospective database that can be statistically analysed to examine the cost-effectiveness of an intervention.  The developer should use its judgement when deciding the appropriateness of econometric studies and so no change was made to the manual
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	7.3

Line 98-100
	124
	Suggest the sentence beginning ‘The review should also…’ is moved to be immediately before sentence beginning ‘Cost-utility…[line 108]’.
	Text amended 

7.3 Line 98 – 100 merged to the start of line 108. 
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	7.3

Line 108
	124
	Cost-minimisation analysis:

At the NCGC we do not use the term cost-minimisation analysis (CMA) and instead use the term ‘comparative cost analysis CCA’ to cover these and other cost studies. We do this because it is difficult to classify a study as a CMA for the following reasons:

· If it doesn’t include an effect estimate then it is difficult to be sure that there isn’t a differential health effect.

· If it does include an empirical effect estimate then it is unlikely to show no difference at all.

· If there is an empirical effect estimate, even if it does indicate no difference in health effect, it will not do so with 100% confidence and therefore the effect estimate could be used in a probabilistic CEA.

However, we do consider CCAs to be useful, if used in conjunction with estimates of health effect from the guideline’s systematic review.  Although they would be categorised as partially applicable as they do not include health effects.
	The term CMA is used widely in health economics, though it is recognised that it may be limited in its applicability. It has application when there is a pure process innovation (such as in service delivery) or in public health areas where an intervention is reliably believed not to do harm (e.g. a small reduction in salt consumption) but whose effect size is not known, and is also cost saving. These areas do not use the term “comparative cost analysis CCA”.  
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	7.3

Line 110
	124
	This section says ‘depending on what the Committee deems to be the most relevant and likely outcomes’. Perhaps instead it should say something like ‘depending on the relevant perspective’ and then cross-refer to 7.5.
	Text amended 

7.3 Cost–utility, cost–benefit, cost-effectiveness, cost-minimisation or cost–consequences analyses can be considered depending on what the Committee deems to be the most relevant perspective and likely outcomes for the question.
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	7.3

Line 112-3
	124
	This section states that when published economic evidence is extremely sparse developers may decide to expand types of studies in search strategies. It is not clear what this means practically and why. Does it mean broadened to other economic studies (and if so what types?) or to wider populations? How will we know when to consider doing this? There is often little econ evidence.
	EWG – I think this means the searches may be extended to look for economic evaluations in other populations
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	7.3
	125
	We support the move to more selective reviewing of economic evidence.
	Noted, thank you
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	7.3

Line 140
	125
	Suggest a cross-reference to Appendix G after ‘economic evidence profile’.
	Text amended.

7.3 Cost-effectiveness or net benefit estimates from published or unpublished studies, or from bespoke economic evaluations conducted for the guideline, should be presented in the guideline, for example using an ‘economic evidence profile’ (see Appendix G).
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	7.3

Line 141
	125
	We do not currently put resource use in to our economic evidence profiles. Please can it be clarified in what circumstances you would include resource use. Resource use items may be included in the clinical review and are put in GRADE tables along with other outcomes.
	Text amended:

7.3 ‘should’ has been amended to  ‘could’  and ‘resource use’ has been deleted. 
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	7.3

Line 148
	125
	Please can you insert ‘When CCA has been conducted’ before ‘It is helpful’. [Line 148-9].

We could not find a unit 2.11 when we followed the link. [Line 154].
	Text amended

.
7.5 When cost consequence analysis has been conducted it is helpful to produce a table that draws together and summarises all the costs and outcomes to enable the options to be considered in a concise and consistent manner.
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	7.4
	127
	First bullet point [Line 181] – needs clarification, how do we include effects not related to health in an analysis when taking an NHS perspective and using reference case?

Line 195 ‘it may not be possible to conduct de novo economic analysis for every component’  - emphasis appears to be wrong and may give unrealistic expectation about amount of areas modelling will be done in given we usually undertake detailed analysis for only one / two areas.

Line 199-200; we suggest rewording “the expected net benefit of the recommendation (the number of people affected and the potential impact on costs and outcomes per person)” to “the number of people affected and the potential impact on costs and outcomes per person”. This is to avoid confusion with the concept of ‘net benefit’ as used in cost-effectiveness analysis.

Line 207 – suggest changing ‘so reliable’ to ‘sufficiently reliable’.
	Text amended:

7.4 ‘so reliable’ changed to ‘sufficiently reliable’
Text amended:

7.4  the number of people affected and the potential impact on costs and outcomes per person
Thank you, the wording regarding the number of areas to be modelled has not been changed. The number of areas modelled in each guideline will depend on the size and the content of the guideline. 

Amendments have been made to the guideline in line with your suggestions.
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	7.4

Line 209-11
	127
	Last bullet – consider adding: ‘But care needs to be taken in this circumstance to make sure all costs have been considered including costs in extra years of life.
	Text amended
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	7.5
	
	We don’t think it is sufficiently clear what the difference between a ‘personal social services’ and a ‘social care’ perspective is. Please can this be made explicit?
	Thank you - Personal Social Services (PSS) are personal social services commissioned for by the NHS. Social care costs may are the costs of interventions which have been commissioned or paid for in full, or in part by non-NHS organisations (such as local authorise and individuals).

A footnote has been added to the reference case to improve clarity.
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	7.5

Line 227
	128
	We suggest that ‘economic review questions’ is replaced with ‘economic analyses’. We don’t currently have ‘economic review questions’ we just have review questions for the guideline that incorporate both effectiveness and cost effectiveness, if relevant. We think this is more appropriate as it encourages the GDG to consider clinical and cost effectiveness information together. By separating economic questions from other guideline questions there is a danger that the GDG will then make separate clinical and economic recommendations. Not only would this represent a lack of joined-up thinking but it could make the relationship between the health economists and the clinicians un-necessarily adversarial (compared with the current system).

This is also an issue in 7.4 p126 under economic plan (Line 163).

“When a logic model has been used to develop the review questions, linking the structure of the economic model to the logic model should be considered. The logic model illustrates the causal pathways between human behaviour, the social, environmental and biological determinants of health and potential interventions and outcomes (see chapter 2 and appendix A for details)”.

We do not believe chapter 2 or the appendix provides any more detail to assist in how or why the domains detailed should be considered further in the economic model. Further, we think the domains specified here are restrictive and should be listed as an example rather than as definition – alternative domains may be more appropriate (for example, what does “environmental” mean for an economic model of a clinical intervention?) – These domains are listed for the conceptual framework in other sections of the methods guide, rather than as detail of activity and outcome – i.e. part of the logic model.
	Text amended:

7.5 The specifications for an economic analysis should include …
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	7.5 
	129
	Drummond and Jefferson 1996 reporting guidelines have been superseded by CHEERS:

http://www.ispor.org/TaskForces/EconomicPubGuidelines.asp
	Thank you for your comment. We agree, the CHEERS reporting criteria has now been referenced.

Text amended:

7.5 Drummond reference removed and reference to Husereau et al 2013 added

Text amended: 

7.7 Husereau D, Drummond M, Petrou S, Carswell C, Moher D, Greenberg D, et al. (2013) Consolidated Health Economic Evaluation Reporting Standards (CHEERS) statement Br Med J, 346: 1
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	7.5 
	130

-136
	The most relevant type of analysis and the perspective does not just relate to new modelling but should be used to assess the relevance of published analyses as well. We think the sections on perspective and economic analysis type of analysis should be brought forward before 7.3.
	Thank you for your comment.

We agree, the discussion on perspective has now been moved before the ‘Reviewing economic evaluations’ section.
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	7.5
	130

-132
	Different approaches to economic analysis

The order of this section seems a bit unclear and illogical. It goes from CUA to CCA to CEA to CBA and then back to CUA. Aside from seeming to cover CUA twice, it’s usual when explaining these contexts to describe CEA first and then to go on to describe CUA (which is a special case of CEA).
	Text amended, paragraph deleted.
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	7.5
	130
	This definition of CCA does not apply to all CCAs. A CCA doesn’t necessarily include ‘all’ outcomes.  For one thing, the costs and outcomes included will still depend on the perspective. 

The definition earlier in chapter (end of paragraph 7.3.4) is more appropriate.

Rather than ‘it accepts that different outcomes cannot be gauged in the same units’, it could say something like ‘it is useful when different outcomes can’t be incorporated into an index measure’.
	Text amended:

The second definition has been deleted

7.5 Text amended:

‘It accepts that different outcomes cannot be gauged in the same units’ has been amended to ‘it is useful when different outcomes can’t be incorporated into an index measure’.

	1528
	National Clinical Guideline Centre


	7.5

Line 279
	130
	Consider replacing:

“The health benefits are expressed as quality adjusted life years (QALYs). Studies of this kind assess the cost of achieving health gains using a common outcome, which can be compared between different populations and disease areas.”

With something like:

“Studies of this kind assess the cost of achieving health

gains using quality adjusted life years (QALYs), which can be compared between different populations and disease areas.”
	Text amended 

7.5 ‘or a programme’ added after ‘intervention’ 

‘Studies of this kind assess the cost of achieving health gains using quality-adjusted life-years (QALYs), which can be compared between different populations and disease areas’.
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	7.5
	133
	Line 366-372 - Please can you clarify the types of topics where this applies.
	Text amended:

 7.5 For some guideline topics (such as guidelines with a social care focus) the intended outcomes of interventions are broader than improvements in health status, here, broader …
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	7.5

Line 396
	134
	We don’t understand why transport is referred to under the heading of ‘Economic analysis for health interventions’.
	Many public health interventions take place in different sectors, such as transport, criminal justice or education.
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	7.5 
	134

-136
	Perspectives

It would be useful if the different cost perspectives were summarised in the form of a list.
	Thank you for your comment. 

The perspective and reference case section has been re-organised and rewritten to improve clarity.
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	7.5
	135
	Line 426 – it could be argued that individuals incur ‘costs’ for healthcare or public health intervention in terms of their time or working hours lost therefore it needs to be clear that NICE in not recommending a patient perspective should be considered in these cases as well.
	Thank you, Productivity costs are not included in either the reference-case or non-reference-case analyses, exceptions can only be made with the agreement of the NICE team
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	7.5 

Line 446-447
	135
	We note that it says “all relevant perspectives are used, unless the costs to one perspective-group are not material”. This seems a bit strong and could add a lot of work for developers in terms of either analysing more perspectives or alternatively justifying to GDGs and stakeholders why certain perspectives haven’t been analysed. We are not entirely clear what the word ‘material’ means in this context?

There is a risk that GDGs will pressure the health economist to use various perspectives (including a societal one), which will add to their work and could be used to bypass the NICE cost per QALY threshold. For example, for clinical guidelines it would be difficult to justify not doing a patient perspective, although this is prohibited by the existing Guidelines Manual. The perspective to be taken needs to be agreed with NICE prior to the start of development (and recorded in the scoping document).
	Thank you for your comment. 

The perspective and reference case section has been re-organised and rewritten to improve clarity.

All relevant perspective are used only for interventions with health and non-health outcomes in public sector settings. The reference case and perspective chosen should be described in the scope of the guideline and finalised in the economic plan (and thus agreed with NICE).
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	7.5
	136

-7
	Decision problems with health outcomes in NHS settings

We agree that in this context an NHS and PSS perspective (and the NICE TA reference case) is most appropriate, since the decision problem should focus on the aim of maximising health from the NHS budget and therefore NICE cost-effectiveness threshold should apply. For this reason, we agree that productivity costs and costs borne by patients should not be used in this context and that the impact on other parts of the public sector should only be included in exceptional circumstances.

It is the intervention rather than the outcome that occurs in the NHS setting. Therefore should the title be revised to: ‘Decision problems focusing on health outcomes from interventions conducted in NHS settings’?  
	Text amended.

7.5 Decision problems focusing on health outcomes from interventions conducted in NHS settings
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	7.5

 and throughout
	136
	There is reference here and through the chapter to ‘non-health benefits’ and it is not clear what is expected with regards to this – is this relevant when taking an NHS perspective, as is the case with the current reference case where they are specifically excluded, or has this changed? Please can this be made clearer?

At the bottom of p136 it is very clear about when costs to other government bodies can be included but there is not the same clarity about non-health outcomes.

P146 appears to suggest it is only relevant outside the health sector but this is not clear with earlier references.
	Thank you for your comment.

The reference case and perspective sections have been reorganised and rewritten to improve clarity.
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	7.5 
	137
	The TA manual states ‘productivity cost should be excluded’ rather than ‘should not usually be included’ (i.e. quote is incorrect). This manual seems to leave it open to include productivity costs/gains even under the NHS setting section. On what basis? It would be helpful to clarify the circumstances when this should be done, since GDG members and stakeholders might request developers to include productivity gains, when arguably this is double-counting and/or discriminatory. The same applies for patient costs. 

We suggest that this is anticipating the proposals in the TA methods consultation and note that this may have to be changed in light of the results of that consultation.
	Thank you, Productivity costs are not included in either the reference-case or non-reference-case analyses, exceptions can only be made with the agreement of the NICE team.
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	7.5
	137
	Decision problems with health and non-health outcomes in public sector settings

It’s not sufficiently clear when a societal rather than a public sector perspective would be used. Could this be expanded?
	For a given appraisal, the scope will inform which perspective will be used. In some areas such as clinical guidelines, the perspective will be NHS/PSS in most or all cases, and in other areas, the context will usually make it plain which perspective or perspectives should be employed.
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	7.5

Line 536
	138
	We suggest ‘subsidised by public sector’ instead of ’based on public sector’.
	Text amended

7.5 Economic evaluation should also recognise that social care provided by the voluntary sector may use public-sector funding (for example, grants to voluntary bodies). 
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	7.5


	138
	Decision problems with a social care focus

Unlike the previous 2 sections, there is no specific guidance on the cost perspective that should be taken (although it is referred to in Table 7.1).
	Text amended

7.5 The perspective on costs should be the public sector (often reducing to local government) but a societal perspective can be taken where it can be shown to be relevant.
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	7.5
	141
	DOH tariff is mentioned although previously NHS reference costs have been stated as preferable for CEA as they don’t incorporate incentives. (Although tariff may be best for cost impact). We think NHS reference costs are more appropriate (since they more accurately reflect opportunity cost to NHS) and we believe are more up to date.
	Text amended:

7.5 “Department of Health reference costs” has been amended
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	7.5

Line 587-90
	142
	The text regarding costs may well be applicable for TAs but we’re not sure this is quite the same in guidelines where there is no manufacturer submission. What do we do if there isn’t a nationally and publically available cost? E.g. for a device. Currently we might for example use GDG local costs in this circumstance if no other information is available.
	Text amended

‘If no other information is available on costs, local costs obtained from the Committee may be used.’
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	7.5

Line 618
	143
	Not quite sure what is meant exactly where it refers to disease transmission models. Please can this point be expanded?
	Text amended:

7.5 for infectious disease transmission models.
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	7.5
	143
	Scatter plots are misleading when there are more than two comparators represented on the same graph (overlap of the different plots are often misinterpreted as lacking statistical significance) and so should not be mandated for all analyses. On the other hand, aren’t confidence ellipses more informative than scatter plots anyway?

VOI is highlighted – we think should say ‘could be undertaken’ rather than ‘should be considered’. A VOI analysis is potentially very time consuming and we suggest time is better spent making analysis better or undertaking other analyses. 
	Text amended.

7.5 Presentation of the results of probabilistic sensitivity analysis could include scatter plots or confidence ellipses, with an option for including cost-effectiveness acceptability curves and frontiers.

The reference to VOI analysis has been changed as suggested.
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	7.6

Line 713-4
	146
	We suggest this is reworded as: “Outside the health sector, it is more difficult to judge whether the benefits accruing to the non-health sectors are cost effective”
	Text amended:

 7.6 There is currently no commonly accepted decision rule to judge the cost-effectiveness of non-health outcomes. The Committee should take into account …
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	7.6 
	147
	Non-economic objectives? What is this? If it’s referring to equity/equality then we would argue that this is an economic objective. It needs to be clear what non-economic objectives are relevant and that clinical effectiveness cannot outweigh cost-effectiveness.
	This refers to social value judgements, and has been made explicit.
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	9.1 

and Appendix A 
	165
	This section currently reads:

“The Committee must use its judgement to decide what the evidence means in the context of the review questions and decide what recommendations can be made to practitioners, commissioners of services and others. The evidence is assessed for validity, reliability and bias, but also requires interpretation, especially an assessment of its implicit and explicit value base.”

What is meant by an assessment of implicit and explicit value base of evidence, and what happens if the value base conflicts with NICE’s utilitarian social value judgements? 

“Evidence also needs to be assessed in light of any conceptual framework and theories relating to individual and organisational behaviour change”.

It isn’t clear what this assessment is? You already state what the committee should take account of below, should these be domain suggestions of the conceptual framework/logic model?

“The Committee should also take account of a range of issues (including any ethical issues, social value judgements, equity considerations and inequalities in outcomes, particularly impacts on people sharing the characteristics protected by equality legislation) and policy imperatives (see chapter 1) to ensure that its recommendations are ethical, practical, specific and lawful.”
	This aims to capture the need to consider evidence in context.  SVJ also form part of the context for such deliberations.
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	9.1

 and Appendix A 
	168
	Under interpreting the evidence it currently says:

“Conceptual framework and logic model

When the Committee is developing its recommendations, it should consider the conceptual framework and logic model/s because they may help to identify any practical issues involved with a recommendation that will change practice (see appendix A)”

· This assumes a concept framework has been developed for a guideline/question and has this level of detail. Suggest adding (when/if developed) to text

· If a concept framework has been created and used to define boundaries of problem, is it useful to revisit “non critical” aspects of the problem in decision making?

· Reference to appendix A as it stands is not helpful, as it doesn’t explain how these figures would help particularly i.e. conceptual framework may prompt to consideration of aspects outside direct evidence review question which were thought to be important considerations or “logic model” may assist what aspects a change in practice may impact on directly or indirectly.
	This has been amended to

· When the Committee is developing its recommendations, it should consider any conceptual framework or logic model/s that have been developed

We would welcome any feedback on your use of such models to inform the questions you pose for the update…
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	9.2

 Wording the recommendations
	172
	We are concerned about the statement that recommendations should clearly detail the intended audience for the recommendation. Past guidance is to avoid being so directive, as the person delivering the intervention / service may vary locally and stating this in the recommendation could be restrictive. We would prefer that this was stated as an option where appropriate rather than something that should be done.
	This is for use when the intended audience is not clear; in many cases this will be because of the variation you note, but when it is not, this option can be used.  As such it is only an option.
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	10.2
	187
	We are unclear about the consistency of stakeholder engagement across NICE products; the unified manual emphasises the importance of individual responses to each stakeholder comment but in the Quality Standards draft process guide stakeholder comments are themed and responded to as such. Is there a rationale for why the stakeholder comments are responded to differently?
	Thank you for your comment. NICE quality standards are derived from either NICE or NICE accredited guidance. As such the development processes, the input required from stakeholders and the associated committee considerations do differ. In the quality standards process, stakeholder engagement and consultation aims to collect evidence of current practice and gauge agreement on the areas in need of quality improvement. The committee can then use these comments to discuss variation in care and whether quality statements would be considered aspirational at a national level. It is not the aim of consultation to invite discussion as to the effectiveness of interventions or approaches already recommended by the guideline. 

As such it was felt more informative to provide stakeholders with detailed minutes that document the discussion by the committee and what their decision was regarding that area for improvement or any amendment to the statement. 

It should be noted that while areas are themed, the committee are provided with all of the individual stakeholder comments, which they can feed into discussion at any point of the committee meeting if they feel that they have not been addressed.
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	10.2

: Principles of responding to stakeholder comments
	188
	We would like to query the additional benefit of allowing comments from individuals / non-registered stakeholders to be submitted, and stating that these will be considered by the committee but a formal response not given. 

This could have a significant resource implication for developers and it raises the risk that individuals may feel their responses have not been considered appropriately, and may weaken the submissions from stakeholders. 

We would request that the chapter states that comments received from non-registered stakeholders and individuals will not be considered by the committee.
	The change in approach to comments from individuals arose when the NICE SMT considered its response to the Equality Forum report of 2011. The relevant Equality Forum suggestion was as follows: ‘NICE should allow individuals to respond to consultations on all its guidance, at least by allowing them to highlight equality issues.’

The formal SMT response was: ‘There are necessary differences among the processes of our guidance centres and therefore some variation in the way they handle individual responses to consultations. In general, individuals are welcome to respond to consultations. We note their comments and feed them into advisory body discussions. However, we do not formally record or respond to them, as we would with comments that come via registered stakeholder organisations. The reasons for this distinction are to do with managing the workload, resources and timeliness of guidance.’   

The unified manual reflects this response.

Correspondence with stakeholders, and consultation web pages, reinforce the importance of stakeholders continuing to respond in a coordinated manner.

It is not anticipated that accepting comments from individuals will affect the timelines of guideline development as comments do not require a response. 
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	Glossary 

– logic models
	214
	Conceptual model is in the glossary, but nowhere in the text. We suggest merging the definition of conceptual framework and model so that the overall definition is inclusive of interrelationships and system boundaries.

Conceptual framework

A theoretical structure of assumptions, principles and rules, which holds together the ideas comprising a broad concept.

Conceptual model

A descriptive model of a system based on qualitative assumptions about its elements, their interrelationships and system boundaries. 

Logic model

A model that incorporates the assumed relationships between action and outcomes as described in the conceptual framework.
	Conceptual model has been deleted
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	Glossary
	211

 - 238
	Emtree is not listed in the glossary but MeSH is. Both thesauri are referred to in the text. Both are explained in the text, do they need to go in the glossary too?
	Text amended.

The general editorial principle is that if a term appears only once it should be explained in the text, rather than go into the glossary. Both MeSH and Emtree only appear once and are clearly explained in the text. We have removed MeSH from the glossary and will not be adding Emtree.
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	Glossary
	211

 - 238
	There are some terms in the glossary that are not mentioned in the text. Is that deliberate? E.g. Burden of disease study; positive predictive value, negative predictive value.
	The glossary has been reviewed, and terms should be mentioned at least twice in the manual for inclusion.
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	Glossary
	211

 - 238
	There are also some terms which are rarely used in the text and others used more widely in the document do not appear. For example, conflict of interest is defined in the glossary, but declaration of interest is not. Declaration is interest is the term used more widely in the document.
	The glossary has been reviewed, and terms should be mentioned at least twice in the manual for inclusion. Conflict of interest has been removed from the glossary, and the new policy embedded by hyperlink.
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	Glossary
	211

 - 238
	Some but not all diagnostic accuracy terms are mentioned in the glossary. Perhaps others should be mentioned too? For example, sensitivity, specificity, positive and negative predictive value are described in the glossary. Diagnostic accuracy, true positive, false positive, true negative and false negative are not described in the glossary. Diagnostic accuracy is mentioned in the text, the other terms are not. 
	The glossary has been reviewed taking into account these comments.
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	Glossary
	211

 - 238
	The glossary mentions indirect and mixed treatment comparisons. The literature often refers to network meta-analysis too. Would it be a good idea to mention this in the text and then mention in the glossary?
	We only include terms in the glossary if they are mentioned at least twice in the text
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	Glossary
	211

 - 238
	The definition of systematic reviewer within the evidence review team does not mention undertaking quantitative or qualitative analysis of the clinical data. This is a key role of the systematic reviewer which we suggest should be included.
	We have added ‘analyse’ to the definition of systematic review
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	Glossary
	211

-238
	The following terms used in the economics sections of the manual might be considered for the glossary:

· Base-case analysis [in Appendix G only]

· (Analytical) Perspective

· Deterministic sensitivity analysis

· Probabilistic sensitivity analysis

· Value of information analysis

· EQ-5D

· Materiality. 
	The glossary has been reviewed taking into account these suggestions 
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	Glossary
	218
	The definition of discrete event simulation is inadequate to differentiate it from Markov modelling.
	This has been amended to

· A method that can be used to model the course of a disease (for example, to predict disease progression for the purposes of cost-effectiveness analysis) using a series of discrete events in time
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	Glossary
	227
	The term ‘net benefit’ is used in the manual in 4 or 5 different ways, only one of which is covered in the glossary entry.

· The CBA definition (in glossary).

· The CEA definitions (20000dQ-dC or dQ-dC/20000) – not explicitly defined in the manual but they are useful when comparing multiple options and therefore are equally valid interpretations of its use on p125. That’s how the term was used in the current clinical guidelines manual.

· On p127: ‘the number of people affected and the potential impact on costs and outcomes per person’.

· On p166 (to refer to the net health effects minus the risks).

To avoid confusion you need to restrict the number of uses of ‘net benefit’ and/or revise the glossary to cover different uses.
	The use of net benefit has been amended as far as possible, as well as adding additional definition within the glossary.

For cost effectiveness analysis, Net benefit equals the threshold rate multiplied by the difference in QALYs minus the difference in cost, or the difference in QALYs minus the difference in costs divided by the threshold rate, i.e. for NICE, (£20000 * dQ-dC or dQ-dC/£20000).

For cost-benefit analysis, net benefit equals the difference between the present value of (monetised) benefits and costs. 

Also,

Net benefit: the benefits minus the risks
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	Glossary
	229
	The definition of personal social services is insufficiently clear to differentiate it from social care.
	This is as defined by the DH so has not been changed.
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	Appendix B
	8

 lines 30 -38
	This appendix has benefited from some clarity about when to apply the principles contained within the section. We would however request that the document clarifies that engagement of any stakeholder organisations to set up and run a reference group should be commissioned and resourced by NICE in a similar fashion to the fieldwork detailed in appendix H. There is no indication that developers would have any additional resources (time, manpower and finance) to adequately perform this function.
	Text amended

3.2 ‘Where other approaches to engaging the target population are required, the Developer should document the rationale, together with a proposal for the work including consideration of the methods to be used, and the anticipated costs. The proposal should be discussed and agreed with members of NICE staff with a quality assurance role, and approved by the Centre Director.’

A similar statement on the process required has also been added to Chapter 10.
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	Appendix C
	14

 lines 11-18
	This section should also reflect the chair’s responsibility related to the administration of the NICE code of conduct on declarations of interest.
	This is covered by the second bullet point which says that the Chair runs the Committee according to the principles set out in the Terms of Reference and Standing Orders
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	Appendix C
	14

 line 21
	We feel that this reads as if this feedback only applies to chairs of standing committees. Can you clarify if Developers external to NICE are required to provide feedback to chairs of topic specific committees? 
	Yes, it applies to both types of committee
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	Appendix C
	14

 line 28
	We suggest this sentence could be improved by the addition of the word ‘considering’ to read: ‘include a commitment to considering the needs of people….’
	We have made this change
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	Appendix C
	16

 line 67- 70 
	We would suggest that the final bullet point here is a role for all members of the committee, not just lay members and should be added to the relevant section on p 14.
	Text amended

Bullet point moved
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	Appendix D
	17

 line 2
	The section related to the development of review questions in bullet point 1 could be confusing when the draft questions are already included in the scope. We would suggest this text is amended to read: ‘the finalising of review questions…’
	Thank you and this has been amended.

any development of review questions from key issues in the scope
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	Appendix D
	17

 line 2 
	We are concerned to see in bullet point 2 that cost-effectiveness is optional for interventions. This is a significant move away from current practice in NICE clinical guidelines and further clarity is required  about the intention behind the wording ‘where requested’.

Perhaps it could say something like “committees should advise on cost-effectiveness unless requested otherwise (e.g. good practice guides)”.
	Cost effectiveness considerations underpin all recommendations where costs are relevant.
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	Appendix D
	23

 line 43
	A minor typo in the sentence beginning: ‘any enquires…’
	We have made this change
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	Appendix E
	29

 line 15
	We would request clarity around the specific principle of considering the feasibility of implementing the recommendations. How does this complement or distinguish from the role of the NICE implementation team?
	The role of the NICE implementation team is to try and support users to implement the recommendations that have been recommended by NICE. 

The role of the committee is to interpret the evidence and develop recommendations which have taken the feasibility of implementing these into account.  This is particularly important when recommendations are made based on scarce evidence and the investment required of users is high.  With their practical expertise and experience, committees should be able to consider the feasibility of implementing the recommendations that they want to make.
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	Appendix F
	32

-33
	It may be worth adding a brief description of the listed databases and their subject coverage. It would give readers a clearer understanding of which databases are valid for specific topics. 

It may also be worth adding URLs for some of the sources. For example ‘Current controlled trials’, NHS Evidence services, Open Grey.
	Text amended

The sources have been rearranged by subject area and URLs added where appropriate. Further details are not felt to be required.
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	Appendix F
	32
	We suggest adding the following extra databases:

· International Bibliography of Social Sciences 

· Age Info

· Child Data.
	Text amended

Appendix F: ‘The following list is not exhaustive and other sources may be appropriate.’

The list is not intended to be exhaustive and the above introductory sentence has been added to Appendix F to reflect this point. Age Info and Child Data are incorporated in to Social Policy and Practice, which is listed.
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	Appendix F
	32

-33
	Would it be worth adding an introductory sentence stating that the list is not exhaustive? There may be other databases/sources to consider in specific situations. 
	Text amended

Appendix F: ‘The following list is not exhaustive and other sources may be appropriate.’ To aid the selection of sources, the databases have been listed according to the primary focus of the subject coverage, but note many databases cover more than one subject.
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	Appendix F
	32

-33
	We suggest adding EconLit to the appendix. It is mentioned as a minimum source in the manual (section 7.3) when searching for econometric studies but it is not currently included here.
	Text amended

This resource has been added to Appendix F
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	Appendix F
	32

-33
	Will NICE consider applying for a wider coverage of databases in their contract with Open Athens to cover the broader range of topics to be covered under their remit to include social care?
	Whilst NICE purchases and manages the contract for the National Core Content Collection (databases and ejournals) it does this on behalf of Health Education England (HEE) for the NHS. Resources for the collection are identified and prioritised by the HEE Library & Knowledge Service Leads, based on an analysis of usage of the resources over the subscription period as well as on current purchases at regional/consortia/local level, high level selection criteria and feedback from NHS user. Procurement activity is currently underway for Core Content resources from April 2015, but it is not anticipated that the resources for social care will be prioritised.
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	Appendix F
	33

 line 37
	Would it not be better to list these under organisation web sites? “Experiences of people using services…” is not a source but a type of literature so perhaps this needs clarification e.g. “Additionally, Cinahl is a good source of patient experience literature“.
	Text amended

The sources have been represented as databases and websites and organised by subject.

	1577
	National Clinical Guideline Centre


	Appendix F
	33

 line 34
	Grey literature. This covers a wide range of sources, some of which are included under other titles in this appendix (e.g. patient experience sources and conference abstracts). Perhaps split this into two and expand each? 

1 Sources for Evidence based medicine:

· NHS Evidence services

· Joanna Briggs Institute (joannabriggs.org)

· Trip database

· Guideline databases such as Guidelines International Network (www.g-i-n.net ) international guideline library.

2. Other sources of grey literature:

· OpenGrey

· Department of Health website

· These databases such as: ETHOS - doctoral theses database by BL (http://ethos.bl.uk/); Dissertation Abstracts/Dissertations and Theses Database (social science literature).

We realise you cannot be exhaustive but it might be good to give more of an idea of the breadth of sources that may be searched for evidence when developing NICE guidance. 
	Text amended

The sources have been re-presented to provide a better overview of the range of sources that can be used at the scoping and development phase
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	Appendix G
	General
	Checklists refer to quality as ‘++/+/-‘. We would request that this allows the option for this rating to be detailed as risk of bias rating (e.g. high or low risk of bias) rather than ‘++,+,-‘.

Economic evaluations should continue to use the applicability and quality ratings as currently used in the clinical guidelines manual checklists.
	We have significantly revised this section in order to signpost to other resources, including CHEERS, rather than recreate or develop checklists that may then be out of date or incorrect.  We hope this addresses your general concern.
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	Appendix G
	39

 & 51
	There are two sets of study quality checklists for intervention studies: one for clinical studies and one for public health. Including both without specifying which the preferred option is could cause confusion and inconsistency in guidelines. If a guideline is commissioned on a topic that covers public health and clinical aspects of a disease would a mixture of both checklists be used? 
	We have significantly revised this section in order to signpost to other resources rather than recreate or develop checklists that may then be out of date or incorrect.  We hope this addresses your general concern.
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	Appendix G
	91
	The case control study checklist has not been updated to have similar answers to the other observational studies. i.e. other observational studies answers are ‘yes’, ‘no’, ‘unclear’ and ‘not applicable’. The case-control checklist responses are ‘well covered’, ‘adequately addressed’, ‘poorly addressed’, and ‘not addressed’, ‘not reported’ and ‘not applicable’. We suggest this should be consistent with the other checklists.
	We have significantly revised this section in order to signpost to other resources rather than recreate or develop checklists that may then be out of date or incorrect.  We hope this addresses your general concern.
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	Appendix G
	99

-118
	Economic evaluations checklists

Developing economic evaluation checklists that meet the needs of clinical, public health and social care guidelines is not an easy task and we appreciate the work which has already gone in to this. However, there are many issues with the checklists as they currently stand, not least that they are inconsistent in how they assess studies. We have included comments about some of the specific issues with the checklists as they stand in our subsequent comments but we strongly recommend the following:

· All checklists should be divided in to an applicability and methodological quality section.

· There needs to be a different applicability checklist for each reference case in table 7.1

· As stated still in the manual, the aim of the checklist is ‘determine whether an economic evaluation provides evidence that it is useful to inform the decision making of the committee’ and applicability is ‘relevance to the specific review questions and NICE reference case’. The only reason that different types of checklists are required is because the perspective and NICE reference case that is relevant is different for different types of guidance. 

· There needs to be clear guidance notes for each checklist.

· There should be a single methodological quality checklist common to all study types, but;

· with notes that cover different study designs (including CEA and CMA as well as CUA, CCA and CBA)

· the questions in section b) of the CUA checklist are already relevant to all study designs and all perspectives (perhaps with minor tweaking).

· The checklist in the Clinical Guidelines manual was formed during a collaboration between health economists at NICE and the NCCs over several meetings. We suggest that a working group is set up of HEs working across clinical, public health and social care guidelines to develop further and pilot these checklists and complete the notes. 
	We have significantly revised this section to include only one checklist that can be used for several study types (based on the CCP checklist).  We also reference the CHEERS checklist for consideration.
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	Appendix G
	100

-102
	Checklist for Cost-benefit analyses

There are a number of inconsistencies compared with the CUA checklist

1. There isn’t a distinction between applicability and quality.

2. Some questions refer more to the reporting rather than the usefulness (e.g. 1.1).

3. Some questions cannot be answered yes/no (e.g. 1.15).

4. For some questions answering ‘no’ might not indicate bad quality (e.g. 1.12).

5. The order of questions differs (e.g. Q1.16 is equivalent to 1.1, 1.2 and 1.3 in the CUA checklist).

Also:

· As there’s no section 2, there is no need to label every question 1.

· Q1,5 and Q1.7 appear to be the same.
	This checklist has now been replaced with an economic checklist and additional questions.
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	Appendix G
	102

-104
	Checklist for Cost-consequences analyses 

We think in the name of such studies, the word ‘consequence’ should be plural (i.e. ‘consequences’) to illustrate that there are multiple consequences unlike CEA and CBA.

There are a number of inconsistencies compared with the CUA checklist:

· There isn’t a distinction between applicability and quality.

· Some questions refer more to the reporting rather than the usefulness (e.g. 1.1, 1.4).

· Some questionss cannot be answered yes/no (e.g. 1.21).

· For some questions, answering ‘no’ might not indicate bad quality (e.g. 1.18).

· The order of questions differs (e.g. Q1.22 is equivalent to 1.1, 1.2 and 1.3 in the CUA checklist).

As there’s no section 2, there is no need to label every question 1. 
	This checklist has now been removed, and additional questions added to a single economic evaluation checklist.
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	Appendix G
	104

-118
	Checklist for CUA studies

· The questions (e.g.1.3) and notes (e.g. 1.3, 1.4, 1.8, 2, 2, and 2.3) are mainly written for social care guidelines.  They need to be adapted so that they also cover clinical and public health focused guidelines. The notes in the clinical Guidelines Manual can help in this regard.

· 1.4; the perspective may be clearly stated but it doesn’t mean it is relevant. 

· 1.5; It is unclear whether the social care aspects referred to only apply to certain types of guidelines, it appears to directly contradict what was said in the previous clinical guidelines checklist that stated that non-health effects should be excluded. This needs clarification. Are we talking about just ‘health effects’ or other ‘effects’? Probably this varies by perspective. 

· Q1.7 seems irrelevant for a CUA. If it doesn’t use QALYs then it’s not a CUA and therefore you wouldn’t be using the checklist. (However, this checklist could possibly be relabelled as a CEA checklist, since there is no checklist in the appendix for other CEAs). Whereas 2 questions relating to the utility measure in the Clinical Guidelines manual checklist have been omitted.

· We didn’t follow Q1.8. Not sure how to answer this for a guideline employing an NHS & PSS perspective. The answers should probably be conditional on the perspective.

· Line 1285; suggest replace “For a personal social services (PSS) (and where appropriate, an NHS perspective),” with “For an NHS and personal social services (PSS) perspective,”, otherwise we don’t follow the meaning.

· Line 1304; suggest that ‘includes’ should be ‘excludes’ otherwise we don’t follow the meaning.

· Line 1306; suggest deleting ‘includes or’, otherwise we don’t follow the meaning.
	Thank you – these errors have been corrected.

This is now based on the CCP economic checklist

Overall – reference to specific settings (health or social care) have been removed to cover the breadth of guidance

1.4 – this now includes ‘and are they appropriate’

1.5 – social care has been removed

1.7 – other utilities may be appropriate in other sectors, such as social care

1.8 – this has been amended to “Are costs and outcomes from other sectors fully and appropriately measured and valued?”

1285 – this has been amended as suggested

1304-6 – this has been change to “Answer 'yes' if the analysis excludes non-related effects (or if such effects can be excluded from the results). Answer 'partly' if the analysis includes some non-related effects but these are small and unlikely to change the cost-effectiveness results. Answer 'no' if the analysis includes significant non-related effects that are likely to change the cost-effectiveness results.”
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	Appendix G
	146
	Example of an evidence table for economic evaluation studies

· The quality score (++,+,-) is not compatible with the economic evaluation checklists in this Appendix.

· Replace ‘subjected’ with ‘subjective’. Although probably simpler to delete ‘, whether objective, subjected or otherwise validated’.

· Replace ‘ration’ with ‘ratio’.
	The ++/+/- (is used) will be based on the overall assessment made using this checklist.

And apologies, as we cannot find the other corrections suggested.
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	Appendix G
	150
	Example of an economic evidence profile

· We prefer the column heading of ‘Cost-effectiveness’ rather than ‘ICER’, since there could be dominance rather than an ICER.  

· Abbreviations should be spelt out in a footnote (e.g. ICER, PSA, etc.).

· Some footnotes seem to be missing or mis-specified, e.g. 7 and f.
	We have

· amended the heading to cost effectiveness

· spelt out abbreviations in the text

· added detail to 7
· amended f to 6
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	Appendix H
	154

 line 11
	We feel that there is a lack of clarity around who is responsible for the decision around whether fieldwork is required in this section of the document particularly for topic specific committees. 
	The decision is one for NICE, but advice would be sought from others, such as the committee (whether topic specific or standing) and the developer in making that decision. The process for decision making around fieldwork has been included in Chapter 10.

	1588
	National Clinical Guideline Centre


	Appendix H
	154

 lines 43 - 53
	We are concerned that this section could be driven inappropriately by stakeholders during consultation requesting that fieldwork is required which the developers and the committee and possibly NICE feel would add little value to the process or the ultimate recommendations. We think this section could have additional value if the process as to how NICE will approve or reject these requests is made explicit.
	The decision remains one for NICE and requests would be considered as part of the consultation on a case-by-case basis. The process for decision making around fieldwork has been included in Chapter 10.
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	Appendix H
	156

 62- 64
	It seems a shame that fieldwork is suggested as a solution to the fact that people don’t read the evidence and rationale behind the recommendations. Perhaps NICE should consider making those discussions more available through the pathways project or by hyperlinks rather than conducting expensive and resource intensive fieldwork.
	It is not a solution to people not reading more widely. but another method to ensure that recommendations are as clear as possible. 

And as noted, other methods to provide this are currently in use or development.

	1590
	National Clinical Guideline Centre


	Appendix H
	156

 71 -60 
	We believe that successful implementation is part of the reason we recruit topic specific experts to topic specific committees as they will have the practical experience alluded to here. They also have awareness of the context and a sense of barriers and levers. We suggest a re-wording of this section to provide further information about the role of topic specific experts who already have this without fieldwork being required.
	This has been added

Such advice is generally provided by the Committee and through stakeholder involvement. As noted above, there are some situations where this advice is sought more widely..
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	Appendix H
	160 202- 204
	We believe the rationale for recommendations should also be included in the summary and suggest this section is edited to reflect this addition. It will provide valuable context for fieldwork.
	This has been added.
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	General
	
	NCT welcomes the opportunity to comment on the NICE Guideline Manual update and we hope our suggestions are helpful.


	Noted, thank you
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	General
	
	NCT recommends very strongly that NICE brings back the Good Practice Point (GPP) label for recommendations. 

We believe this will improve transparency and justify the huge amount of time put into developing a guideline by the research team and the GDG.  It will be especially helpful for the many people who only consult the short NICE version which contains only the Recommendations.  This will be of huge benefit to those using the NICE Guidelines. 

We believe that without this distinction beside a recommendation, NICE has little justification in calling some of their guidelines ‘evidence-based’. 

For detailed comment see below – pages 7, 8 & 10 


	The strength of the evidence is reflected in the wording and the description of the links between the evidence and the recommendations.

NICE does not ‘label’ its recommendations in such a way but ensures that the information needed to determine how and why that recommendation was made is clearly reported, including those based on expert opinion alone.
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	General
	
	NCT also recommends very strongly that NICE uses the GRADE  way of presenting recommendations, with a strength of the recommendation and the quality of the evidence in support,  rather than using wording to represent the strength and quality of the evidence behinds a recommendation, WHO uses the GRADE method and we find it, as users of the guidance, much easier to assimilate and provide information to women using the maternity services.

Does NICE have wording for a Good Practice Point?

For detailed comment see below – pages 7, 8 & 10 


	The strength of the evidence is reflected in the wording and the description of the links between the evidence and the recommendations.

NICE does not ‘label’ its recommendations in such a way but ensures that the information needed to determine how and why that recommendation was made is clearly reported, including those based on expert opinion alone

	1595
	NCT


	General
	
	NCT suggests that NICE consider the size of some of their guidelines.  Our experience of being on NICE Guideline Development Groups is that sometimes recommendations are rushed because of time constraints. This compares with WHO Guideline Development Groups where, because the topics have a more restrictive scope, there is time for detailed discussion on difficult recommendations. 


	There is no fixed size, or development time for NICE guidelines, with development taking between 12 and 27 months. The time required will depend on the topic, with large and complex topics requiring more time to produce the same quality output than smaller, simpler topics. The aim is that groups should have adequate development time, and quality will not be compromised by time constraints.

	1596
	NCT


	General
	
	We have not read through the Manual in detail, but we have focussed on the methodological and process problems identified in our recent work commenting on the NICE Intrapartum care (IPC) guideline update.  


	Noted, thank you

	1597
	NCT


	General
	
	We are not sure if this happens, but we suggest that NICE Collaborating Centres collaborate with the appropriate Cochrane Review Groups a year or two ahead of the start of the Guideline to enable Cochrane reviews to be updated or new reviews started.  
	We have a process to link with Cochrane in order to plan as you suggest.

	1598
	NCT


	General
	
	We would suggest than the manual recommends GDGs start with sections that might be considered ‘easier’ to make recommendation decisions because the evidence base is clear, and leaving the difficult topics to later when the group has ‘gelled’.


	The sequencing of Committee discussions is a matter for agreement between the Developer and the Chair, and will take into account these factors.

	1599
	NCT


	1.5 

Who is involved
	10
	From experience of both NICE and WHO guideline development groups, we would recommend a methodologist as an advisor member of the Guideline Development Group (so without a vote), to help ensure the recommendations do indeed properly reflect the evidence, as in moving from evidence to recommendations it is easy to, unwittingly, not reflect the evidence accurately.


	The Developer undertakes this role for NICE guidelines, and members of the Developer team will be present at all Committee meetings.

	1600
	NCT


	3.2
	39
	We welcome this statement:

“The Chair is appointed for their expertise and skill in chairing groups…” 

and wonder if NICE may need to offer access to training in chairing groups, if required. 


	Section 3.7 indicates that ‘In addition to the specific induction session, the Developer should identify and meet any additional training needs of a Committee Chair.’

	1601
	NCT


	3.3
	40

, 

line 131 and line 142
	The draft document says “The core committee should include at least one lay member…”.  

The guidance on public involvement in research says two lay people should be the minimum (INVOLVE) and we believe this is important and suggest the wording is changed to

 “The core committee should include at least two lay members…”.  

Ref:

INVOLVE. Briefing notes for Researchers: 

http://www.invo.org.uk/resource-centre/resource-for-researchers/ 


	All NICE Committees include at least two lay members. The core lay member referenced here is joined by one topic specific lay member on each standing committee.

	1602
	NCT


	3.7
	48
	Training for lay members

This is particularly important, but we also recommend training for the professionals on working with lay people.  We also suggest training for the chair person – to ensure he/she indeed does prioritise ‘a level playing fields for all’ as we recognise this can be difficult.  


	The importance of establishing good relationships between Committee members is recognised, and the Committee induction includes information on how lay members contribute to guideline development. Appendix C indicates that the role of the Chair is to establish ‘a climate of trust and mutual respect among members’. Section 3.7 indicates that ‘In addition to the specific induction session, the Developer should identify and meet any additional training needs of a Committee Chair.’

	1603
	NCT


	3.9
	52
	Reaching consensus. 

We think the method for reaching consensus should also be recorded in the guideline and the NICE version. So where it is by majority vote, this is clear to readers of the guideline.


	The general approach is that of informal consensus, but where voting or other formal consensus methods are used, this should be documented.  This has been amended.

However, the methods for achieving consensus should be recorded in the minutes of the meeting and a clear statement made about the factors that have been considered. This should also be documented in the guideline, ensuring the process is as transparent as possible.

	1604
	NCT


	4.3
	56 & 64


	We welcome the review questions covering:

“views and experiences of people using services or people who may be affected by the recommendation, including how acceptable and accessible they find the intervention.”

and we also welcome the section on:

Review questions about views and experiences of people using services, family members or carers and the public


	Noted, thank you

	1605
	NCT


	4.4

Types of evidence to formulate recommendations 

Appendix G

Checklists
	69

79
	We are concerned, following our commenting on the NICE IPC update, about how GRADE assesses observational studies. GRADE appears not to differentiate between different types of observational studies and their differing qualities.  We wonder if this is a weakness in that methodology.  We accept that RCTs rate above observational studies but think there is a hierarchy of different types of observational studies.

These were our comments on the IPC update:

“We are familiar with the Grade process and that the quality of a study gets downgraded if certain conditions are not met, and that each assessment is undertaken for a specific outcome.  However, we struggle to understand how Birthplace 2011 is graded lower than Blix 2012.  Our understanding is that Birthplace was a prospective matched cohort study of 79,774 women of whom 64,538  (81%) were classified as low-risk of complications, where women were matched on certain known confounders and the study was an example of a very well conducted piece of research with adjustments being made where there was imbalance between the groups.  Blix 2012 was a retrospective observational study, of 1631 planned home births compared with a random sample of 16,310 women at low risk of complications with planned hospital births.

We understand that Grade downgrades studies on certain criteria, and observational studies start 2 levels below RCTs, it appears that GRADE does not differentiate between different types of observational studies.  We wonder of the research team can check their grading of the evidence very carefully.” 

We also identify here in the Manual detailed guidance on assessing the quality of observational/non-randomised studies (Section 6.2 and Appendix G page 79), so it is not clear when this assessment of quality (which does separate differing types of observational studies) and when GRADE is used (though we understand GRADE assesses by each outcome).  We would welcome clarity on this in the Manual.

Refs

Birthplace in England, 2011 

Birthplace in England Collaborative Group., Perinatal and maternal outcomes by planned place of birth for healthy women with low risk pregnancies: the Birthplace in England national prospective cohort study, BMJ, 343, d7400-, 2011

Blix et al 2012.  Outcomes of planned home births and planned hospital births in low-risk women

in Norway between 1990 and 2007: A retrospective cohort study. Sexual & Reproductive Healthcare 3 (2012) 147–153
	GRADE does make a distinction between RCT (experimental) and observational.  However full and detailed consideration of each study (and study design) is its risk of bias is still undertaken which will ultimately influence the overall grading.

	1606
	NCT


	6.2
	92

Line 234
	We are disappointed to see that NICE continues to differ from the GRADE process:  

“234The approach taken by NICE differs from the standard GRADE system in two ways:

· it also integrates a review of the quality of cost-effectiveness studies

· it does not use ‘overall summary’ labels for the quality of the evidence across all outcomes or for the strength of a recommendation, but uses the wording of recommendations to reflect the strength of the evidence (see chapter 9).”

“it also integrates a review of the quality of cost-effectiveness studies”

We understand the importance of this for the NHS, but we believe patients/people have the right to know when an intervention is clinically effective but is not being recommended due to cost effectiveness data. We would like to see information on these two aspects reported separately. 

“it does not use ‘overall summary’ labels for the quality of the evidence across all outcomes or for the strength of a recommendation, but uses the wording of recommendations to reflect the strength of the evidence” 

We find it very difficult to understand the strength of a recommendation and the quality of evidence supporting a recommendation from the wording being used.  We find the GRADE and WHO way of presenting this information (giving the strength of a recommendation and the quality of the evidence on which there recommendation is based) much easier to follow, it makes assimilating the evidence base of the recommendation much easier for readers.  We believe using wording makes the document (especially the NICE version which only reports the recommendations) not transparent at all.  If NICE persists not to use the well recognise GRADE processes, then we think it needs to give a very sound reason for doing so and this should be explicit in the Manual.  However, we believe this would continue the lack of clarity for users of the guidelines. 

NCT is an organisation which  provides evidence based information to women using the maternity services, and using the GRADE way or going back to the way NICE labelled the recommendations prior to 2007 would be extremely useful.


	If an intervention is not recommended due to cost effectiveness considerations, this is made clear in the Evidence to Recommendations sections.

We have also included a section on how the wording reflects the strength of the evidence.  This will also depend on other factors as described in the Evidence to Recommendations section.

How NICE uses GRADE is documented and clearly articulated in the manual. This will also be clarified in the guideline where relevant. Clarification has also been made to the recommendation sections around how wording is used to reflect strength. 

	1607
	NCT


	9
	164
	Making recommendations:

As above, we believe it is very important for users of the guidelines to see the quality of evidence supporting the recommendations and in particular, we would like to see the Good Practice Point (GPP) reinstated as we feel it is critical for the reader to be able to differentiate between GPP and evidence based recommendations. Our recent experience of commenting on the Intrapartum care guideline update has accentuated this feeling as this lack of identifying GPPs makes users lose confidence in NICE and in NICE recommendations, which used to be considered  evidence-based.

We believe that busy clinicians do not want to have to go to the full guideline to check the evidence base for all the recommendations in a NICE guideline, this is surely NICE’s role and NICE should provide the information to those reading the NICE version. We believe that busy people need to have the quality for the evidence behind a recommendation as easy to access as the recommendation itself.

 
	The strength of the evidence is reflected in the wording and the description of the links between the evidence and the recommendations.

NICE does not ‘label’ its recommendations in such a way but ensures that the information needed to determine how and why that recommendation was made is clearly reported, including those based on expert opinion alone.

	1608
	NCT


	9.1
	165

Line 49
	The guideline should explain clearly how the Committee moved from the evidence to each recommendation, and should document how any issues influenced the decision-making.

Following our recent experience on IPC update, we would like to see this section properly referenced so that readers can fully understand the GDG’s reasoning for their recommendations, which sometimes does not flow directly from the evidence  reviewed but included other evidence.


	NICE is currently developing a content strategy, covering consistency of presentation across guidance. Changes in this area are anticipated, and the manual is not specific to future-proof against these changes. 

	1609
	NCT


	9.1
	170
	Strength of evidence

193 The GRADE system allocates labels or symbols to represent the strength of a recommendation. NICE has chosen not to do this, but to reflect the strength in the

wording of the recommendation (see section 9.2). NICE uses ‘offer’ to reflect a strong recommendation, usually where there is strong evidence of benefit. NICE uses ‘consider’ to reflect a recommendation for which the evidence of benefit is less certain.

Why has NICE chosen not to do this? - this needs an explanation. It is much easier for users of the guidelines to understand the recommendations being made when they are qualified by the quality of the evidence.


	The strength of the evidence is reflected in the wording and the description of the links between the evidence and the recommendations.

NICE does not ‘label’ its recommendations in such a way but ensures that the information needed to determine how and why that recommendation was made is clearly reported, including those based on expert opinion alone.

	1610
	NCT


	9.1
	170
	We welcome this statement

199 For all recommendations, a general principle of NICE guidance is that people using services and the wider public should be informed of their options and be involved in  decisions about their care.


	Noted, thank you

	1611
	NCT


	9.1
	170
	There might be little evidence of differences in cost effectiveness between interventions. However, interventions that are not considered cost effective should

not usually be offered to people because the opportunity  cost of that course of action has been judged to be too great (see chapter 7).

We believe patients and people using the health services have the right to know when effective interventions are not being offered due to cost, so we would like to see these assessed separately and reported separately, and the NICE version to include information if cost overrides clinical effectiveness.


	If an intervention is not recommended due to cost effectiveness considerations, this is made clear in the Evidence to Recommendations sections.

	1612
	NCT


	9.1
	171
	209 In most cases the Committee reaches decisions through a process of informal consensus, but sometimes formal voting procedures are used. The proceedings  should be recorded and a clear statement made about the factors considered and the methods used to achieve consensus. This ensures that the process is as transparent as possible.

We would rather see this as voting only being needed occasionally.  Our experience is that NICE guidelines are so large that there is sometimes insufficient time to come to consensus – and we feel this is a weakness in NICE guidelines.


	The general approach is that of informal consensus, but where voting or other formal consensus methods are used, this should be documented.  This has been amended.

	1613
	NCT


	9.1
	171
	216 Principles of person-centred care

217 All NICE guidelines advocate the principles of person-centred care. Specific recommendations on these principles should not be made unless there are particular reasons to do so; for example, if there are issues relating to communication, providing information, or to support needs that are specific to the condition or needs covered by the guideline.

We welcome this


	Noted, thank you

	1614
	NCT


	9.1
	171
	222 9.2 Wording the recommendations

223 Writing the recommendations is one of the most  important steps in developing a guideline. Many people read only the recommendations, so the wording must be  concise, unambiguous and easy to translate into practice by the intended audience. As a general rule, each recommendation, or bullet point within a recommendation, should contain only 1 main action.

We completely agree with this, but wish to explain that  using wording to represent the strength of the recommendation and also the quality of the evidence does not lead to concise, unambiguous and easy to translate into practice.  We would like to see the GRADE way of giving recommendations used by NICE, as we believe this does fit with being ‘concise, unambiguous and easy to translate into practice’


	Thank you – however, NICE has adopted the approach outlined in section 9.2 on the wording of recommendations.

	1615
	NCT


	9.1
	176
	301 Include what readers need to know

302 Recommendations should contain enough information to be understood without reference to the evidence or other supporting material. But they should not include  unnecessary details, because recommendations are more likely to be followed if they are clear and concise.

We welcome this and repeat that in order for “Recommendations should contain enough information to be understood without reference to the evidence..” they should have the quality of the evidence in brackets – as pre 2007.


	Noted, thank you

	1616
	NCT


	9.1
	176
	How do readers know when a recommendation is a Good Practice Point and not based on any evidence at all. What is the NICE wording for this?


	A GPP was a recommendation based on the expert opinion of the committee, which was the ‘best available’ evidence for that recommendation.  This would be explained and documented in the Evidence to Recommendations section.

	1617
	NCT


	9.1
	177
	We suggest additional guidance here: 

· Do not include reasons justifying the recommendation unless this will increase the likelihood that it will be followed – for example, if it is required by legislation, involves a change in usual practice or needs particular emphasis, or the evidence base if not clear


	We have not added ‘if the evidence base is not clear’ as the description of the evidence base and any gaps/limitations are documented elsewhere.  Conversely neither do we include reference to the evidence base where this is very clear.

	1618
	PIN


	2.1

 (start pg. 75) 
	23
	PIN welcomes the intention to involve the implementation team in the guideline development process. Preparing a current context report in particular would be extremely helpful to identify the potential problems that areas may face in implementing guidelines. 

To develop this further, we would suggest that the implementation team work with the appropriate member organisations of PIN as part of this process and as a basis for ongoing engagement to development implementation tools and information. 

Patient groups are already developing tools and information to help patients, which are based on NICE guidelines and support their implementation. For example, Diabetes UK have developed their 15 healthcare essentials information, this is based on the NICE Quality Standard and NICE recommended care processes: 

http://www.diabetes.org.uk/15-essentials
We think therefore that joint working to consider implementation as part of the guideline development process would be beneficial to all involved. For example, In June 2013, NICE released a new familial breast cancer clinical guideline
, updating the previous guidelines released in 2004 and 2006. Among the key changes included in the update was the recommendation to offer risk-reducing drugs (also known as chemoprevention) to women at high risk of breast cancer, and to consider offering them to women at moderate risk. The carrier probability threshold at which genetic testing should be offered was also lowered from 20% to 10%, and some changes to surveillance recommendations were made.

Breakthrough Breast Cancer was involved in the development of this guideline (through chairing the guideline development group and acting as a patient representative) and were aware of difficulties in implementing the previous guidelines. This was reflected in consultation responses to the draft guideline in which a number of groups of healthcare professionals raised concerns about how implementation of crucial aspects of care recommended in the guideline would be delivered
.


	Noted, thank you.

The section of the manual on understanding the context has been refocused, and contextual information will be included in the scope and guideline in future. It is our intention to work with relevant external partners, and this will include PIN where the need for this has been identified.  

The role of patient groups in developing tools and information to help patients has been noted. There is a separate process for supporting NICE quality standards including the involvement of supporting partners.

The stakeholder scoping workshop and consultation processes are opportunities for issues to be raised.  Committees will continue to include patient members (see Chapter 3).

	1619
	PIN


	General
	
	Whilst the NICE implementation team was in attendance at some meetings, and was made aware of issues for implementation raised in consultation responses to the draft guideline, it would have been more productive for all involved if the implementation team had been engaged in the development process from an early stage and had worked with Breakthrough Breast Cancer with a view to identifying and addressing potential problems with implementation. This would make best use of the expertise of the patient group
 and the skills and reach of the implementation team. Early engagement would also pave the way for a continuing relationship between the implementation team and the patient organisation to support implementation after the guideline is published. 


	Everyone involved in the development of guidance is responsible for its implementation, not just the NICE implementation team.

The changes made to the development process, including recruitment of Developers with service transformation experience, and the early work on guideline context to understand baseline practice better to inform more focused scoping should help to improve the implementation focus throughout the development process.

The NICE implementation team are working across the whole portfolio of NICE guidelines.  It is not feasible to support this level of intense involvement in each topic – nor is it justified given the shared responsibility described above.

	1620
	Royal College of Nursing


	General
	
	The RCN welcomes proposals to have a unified document stating the methods and processes for the development of NICE guidance.


	Noted, thank you

	1621
	Royal College of Nursing


	General 
	
	We would like to see more consideration of guideline implementation in the development process. 

Implementation is so important.  We feel that it should be considered from the onset and should be embedded throughout the guideline development process.


	Consideration of implementation has been embedded in the guideline development process in numerous ways, including:

- Consideration of current context during scoping

- Seeking committee members with experience relevant to implementation 

- Review questions on implementation

- Consultation questions on implementability 

- Guideline implementation section

	1622
	Royal College of Nursing


	1.2

Line 83
	7
	We recognise that guideline developers may sometimes have to choose alternative approaches to guideline development and we that the choice should be quality assured by the NICE team.  We also ask that as far as possible, methods used adhere to consistent consultative processes and timelines to minimise confusion.   
	Section 1.2 indicates that ‘Options should be considered by the Developer, and the chosen approach discussed and agreed with NICE staff with responsibility for quality assurance. The approach should be documented in the guideline, together with the rationale for the choice.’

Timelines are used to manage the development of all guidelines, including consultation on the draft scope and draft guideline.

	1623
	Royal College of Nursing


	1.3

Line 100
	8
	Could practicing health and social care professionals participate as members of topic selection oversight groups to bring insights from current practice and practice environments?
	The topic selection oversight  group is comprised of colleagues from NICE and  the relevant commissioning organisation. Further information on the selection and prioritisation of topics is available on the NICE web site. 

	1624
	Royal College of Nursing


	1.4

Line 118
	9
	We welcome the fact that NICE uses a combination of scientific evidence from research and testimonies from practitioners and service users. This inclusive approach should help published guidance reflect current practice, decisions faced and help with implementation. It would help the consultation process, however, if NICE could be clear about what evidence and information is sought, e.g. effectiveness or observations re. Utility of proposals including how recommendations reflect or would work in the provision of care or service. 
	Consultations in future will be accompanied by a series of prompts and questions to guide stakeholders in their response to consultations

	1625
	Royal College of Nursing


	1.5

Line 167
	10
	What is the place of guideline development groups?  It is not clear from reading the document if the proposed committee(s) replace the guideline development groups.
	On implementation of the manual the term guideline development group will be obsolete, and the term Committee will be used for all guideline Committees

	1626
	Royal College of Nursing


	1.5

Line 190
	11
	As well as adding information about guidelines to the guideline page on the NICE website, it would be helpful if stakeholders could be proactively updated when guidelines will be developed or updated. For example prompt e-mails to registered stakeholders with information about guidelines in the pipeline or in progress would be really helpful for forward planning.
	Communication with registered stakeholders about upcoming topics and updates is undertaken on a programme basis

	1627
	Royal College of Nursing


	2.1

Line 8
	21
	Suggest add 'settings' to the scoping framework.

It would be helpful if the scope of a proposed guideline were to include the setting that the guideline will cover.
	Thank you and this has been added.

	1628
	Royal College of Nursing


	2.3

Line 204
	30
	Scoping workshop - it would be helpful to receive joining instructions in good time so as to source reasonably priced tickets. Presently, joining instructions are sent about a week to the meeting with little time to source reasonably priced tickets.
	The dates of scoping workshops are published with at least 12 weeks in advance, allowing travel to be planned in advance

	1629
	Royal College of Nursing


	3.1

Line 31
	37
	We suggest that where nurses are involved in the care pathway, developers should consider including nurses with expertise in that pathway as part of the committee, to ensure that nursing as a constituent part of the pathway is thoroughly considered.
	Chapter 3 indicates that ‘The exact composition of the Committee is tailored to the guideline topic and is agreed by the Developer and NICE staff with a role in guideline quality assurance.’  Inclusion of a nurse on the Committee would therefore be considered as appropriate.

	1630
	Royal College of Nursing


	3.3

Line 145
	41
	We agree that topic expert members be recruited to a specific guideline, but question the rationale for appointing them for three years and then moving them between committees so they can work on related guidelines.  

Whilst acknowledging that those who have been previously involved can draw on their previous experience, such a practice might limit the opportunity for 'fresh' perspective.

We therefore suggest that topic experts be appointed for specific guidelines and new members recruited as is currently practiced for new and related topics. This approach would help increase the transparency of the NICE recruitment process, give more professionals the opportunity to be involved and engaged with NICE guidelines, and grow the pool of NICE champions to help with guideline implementation.   
	Topic expert members are usually recruited for a specific guideline, but may be appointed for up to 3 years at the discretion of NICE so that they can work on subsequent related guidelines. The extension of the term of topic expert members happens only in exceptional circumstances, when the also have the exact skills and experience required to support another Committee. Additional topic expert members would be recruited to the new standing Committee in the usual way, bringing the ‘fresh’ perspective noted.

	1631
	Royal College of Nursing


	3.5

Line 259
	44
	We welcome parts of standing committee meetings being held in public.  We request that all items to be considered in the open part of the meeting be discussed in sequence so that members of the public may leave at the end of the open session and need not wait in between discussions.   
	The public are present to observe the Committee proceedings.  The meetings are structured to ensure that the Committee meetings are run efficiently.  This may mean that observes may need to wait between discussions.

	1632
	Royal College of Nursing


	10.1
	185
	We are concerned by the reduction in the timeline for consultation on guidelines/products.  This has the potential to add considerably to the pressure on stakeholders to respond in a timely manner to the range of NICE consultations.


	Text amended

The consultation period for guidelines has not been reduced. Most guidelines will be consulted on for 6 weeks. Updates are already consulted on for a 4 week period in the clinical guideline programme, and medicines practice guidelines (on systems and processes), also undergo a 4 week consultation period currently.

Consultation timescales are notified in advance, allowing stakeholders to plan for the activity required. The manual has been amended to confirm this:

10. ‘Registered stakeholders are notified of the consultation dates and times in advance via the guideline page on the NICE web site, and are reminded by email.’

	1633
	Royal College of Nursing


	2.12 

Appendices A to H and the qualitative research literature checklist

1583 


	118 -120
	The descriptions and guidance are superficial and make implicit assumptions that do not sit well with the epistemology underpinning qualitative research.


	These sections have been revised, along with the appendices.  Many thanks for these comments.

	1634
	Royal College of Nursing


	2.12 

Methodology checklist: qualitative studies

1595


	118

-120
	The texts relied on are now quite old and also not particularly main stream texts in qualitative research.


	We have significantly revised this section in order to signpost to other resources rather than recreate or develop checklists that may then be out of date or incorrect.  We hope this addresses your general concern.

	1635
	Royal College of Nursing


	General
	
	We are concerned by the use of the term ‘expert witness’ used often in the manual and appendices – this has connotations for healthcare professionals in that the term is used in the legal system. We would suggest the term NICE should use is ‘expert adviser’ instead of expert witness.
	This wording has been agreed to differentiate external experts who provide expert testimony to the Committee and the topic adviser recruited to support some topic-specific Committees. The term is already in use in some NICE programmes, and clearly distinguishes the role of these individuals to provide expert testimony to the Committee.

	1636
	Royal College of Nursing


	General
	
	We are concerned by inference that there will not necessarily be a scoping workshop with external stakeholders and users (this is an option but not considered essential).  Scoping workshops are valued and have been an effective way for engaging stakeholders in guideline formation stage.


	This change reflects the fact that for some topics a scoping workshop is not required, and adds significant time to the development period required for a guideline. 

Examples of when a workshop may be held include a referral in a new area, a new audience for NICE guidelines and a guideline topic or an area of practice with unique complexities. 

NICE staff with responsibility for quality assurance decide whether, and when, to hold a scoping workshop, and document the rationale for the decision.

	1637
	Royal College of Nursing


	General
	
	We support the development of pathway diagram where appropriate.


	Noted, thank you

	1638
	Royal College of Physicians (RCP)


	General
	
	The RCP is grateful for the opportunity to respond to the NICE guidelines draft manual consultation. We have had sight of the submission of the National Clinical Guideline Centre (NCGC) and wish to fully endorse their comments. We would also like to make the following general points with some specifically related to rehabilitation medicine.
	Noted, thank you

	1639
	Royal College of Physicians (RCP)


	General
	
	The scope

The Developer may be a team within NICE, or in an organisation contracted by NICE to develop guidelines. The Developer is responsible for scoping the guideline.

We believe that care must be taken to ensure that the developer is capable of developing the Scope. Also, that the topic under consideration is not too large for a single scope (especially as guidelines start to include social care). In addition, life-long conditions needing rehabilitation need careful scoping. 
	Noted, thank you

	1640
	Royal College of Physicians (RCP)


	General
	
	The committee

We believe that the committee should be large enough to develop true consensus, where required.  This may be an issue in some areas eg rehabilitation medicine; where the consensus around a topic may be driven by a single therapist. For example, if the committee has 2 doctors, 1 speech therapist, 1 OT, 1 physio, 2 nurses, 1 dietician, then consensus on treating dysarthria may reflect the views of the S&LT and no one else.

The role of powerful patient charities needs to be fully recognised and considered. It would be important to involve them in guidelines (perhaps as members of committee where appropriate) so they can strengthen the output.

 
	The exact composition of the Committee is tailored to the guideline topic and is agreed by the Developer and NICE staff with a role in guideline quality assurance

Each Committee includes at least two lay members, who include people using services, family members and carers, and members of the public and community or voluntary sector with relevant experience. Additional input is sought from registered stakeholder organisations, who will include patient charities, during consultation.

	1641
	Royal College of Physicians (RCP)


	General
	
	Using GRADE

There is an issue of studies regarded as excellent studies being downgraded using GRADE if there is no blinding. This can be a problem in some areas eg in rehabilitation and therapy interventions patients will know to which group they have been assigned.

Also, the fact that all goal setting studies have been developed in, say stroke, does not stop them being applicable to brain injury. Indirectness can also lead to low GRADE scores which do not reflect their widespread interpretation.  

The above two factors lead to studies being reported as low or moderate evidence when in fact it is the best the evidence will ever be.


	Blinding is a known source of bias – therefore if it is not possible or is not done, there is the option to downgrade if judged this could be a source of bias (other factors may mitigate the risk, such as objectively measured outcomes).

Indirectness is also a judgement, based on clinical expertise.

As such GRADE can assess this type of evidence in a way that considers the clinical and methodological features appropriate to the guideline.

	1642
	Royal College of Physicians (RCP)


	General
	
	Economics  analysis

We welcome the use of cost consequence analysis, which should be incorporated into all disabling disorders.   Calculating social care costs and other non-health costs is important in working out the value of an intervention For example; more rehabilitation may result in less social care.  Similarly, more rehabilitation may result in greater work return and societal perspectives


	Noted, thank you

	1643
	Royal College of Physicians (RCP)


	General
	
	Delphi

Some recent guidelines eg stroke rehab guideline; used a Delphi.  Describing this methodology and justifying its use within the manual would be helpful


	Thank you and this is one of several methods.  We have emphasised the need to document the choice and application of any formal consensus methods, however it is not appropriate to describe these in detail in this manual.

	1644
	Royal College of Radiologists


	2

lines 212-215
	30
	The Royal College of Radiologists (RCR) appreciates the need for NICE to limit the number of representatives from each stakeholder organisation that can attend a scoping workshop. However, there are occasions when it would be very beneficial – both to NICE and the RCR – for the College to be able to send two representatives. The RCR represents the specialties of Clinical Radiology and Clinical Oncology. For some topics addressed by NICE it would be important to have direct input from both specialties. The RCR would therefore like to request that some consideration be given to this, on an occasional basis.
	Stage 4 of the scoping process indicates that ‘Attendance is usually limited to 1 person from each registered stakeholder organisation. In some circumstances, an organisation can nominate more than 1 person (for example, if it represents the views of both practitioners and people using services) if space permits.’

Consideration will therefore be given when such requests are made.

	1645
	Royal College of Radiologists


	2

 lines 226-227
	31
	The RCR would welcome the occasional use of virtual workshops/webinars in place of face-to-face meetings as this may assist attendance by representatives who would wish to contribute to these important discussions. However, the use of webinars should not be a substitute for face-to-face meetings.
	Noted, thank you

	1646
	Royal College of Radiologists


	2

lines 297-298
	33
	The RCR notes that it does not always seem to receive the ‘scope consultation table’ in advance of publication on the NICE website. 
	This step currently happens in the public health programme only. In response to consultation comments, this step has been removed from the final manual,

	1647
	Royal College of Radiologists


	10

line 22
	185
	The RCR appreciates the need for NICE to avoid duplication of submissions from stakeholders. However, there are occasions when it would be helpful for the College to be able to submit comments from the Faculty of Clinical Radiology and for comments relating to oncology matters to be submitted jointly with the Royal College of Physicians of London, thereby enabling a joined-up submission on behalf of non-surgical oncology (medical and clinical oncology). This situation would arise only occasionally, for relevant topics, but the RCR would like to request that some consideration be given to this.
	Text amended

Joint submissions are routinely submitted in response to NICE consultations, and are welcome. The following text has been added to chapter 10 to formalise this:

10. ‘Where views on the guideline are shared by more than one stakeholder organisation, NICE encourages these organisations to work together to produce a joint response. This should be submitted by one registered stakeholder; other stakeholders supporting the joint response should respond to the consultation noting their endorsement. ‘



	1648
	Royal College of Radiologists


	10

lines 80-82
	187
	The RCR notes that it does not always receive the final guideline in advance of publication on the NICE website.
	This is a new step for some guideline programmes. Stakeholders must request an advance copy of the final guideline ad agree to conditions of confidentiality before the guideline is released

	1649
	Royal College of Radiologists


	11

lines 36-38
	190
	Please see our comment above.
	Noted, thank you

	1650
	Royal College of Radiologists


	11

lines 71-72
	191
	The RCR would welcome advanced notice of when NICE intends to hold a press conference before publication of guidelines, if it has contributed to the relevant guideline.
	Your comments have been passed to the NICE communications team, who have indicated they will look at ways of alerting registered stakeholders that a press conference is planned.

	1651
	Royal College of Radiologists


	13

lines 79-82
	198
	The RCR notes that a 2-week consultation period can be challenging when there is a need to consult with key experts within the specialty.
	The two week consultation period is used only where the decision is to not update the guideline.  These decisions are usually straightforward, and supported by a lack of new evidence, which is reflected in the allocated consultation period.

Stakeholders registered for the original guideline are informed of the planned consultation period via the web site, and reminded by email, to enable them to plan for the consultation.

	1652
	Royal Pharmaceutical Society


	1

Line 200-212
	11
	The Royal Pharmaceutical Society, the professional body for pharmacists and pharmacy regularly respond to NICE guideline consultations on behalf of our members, and would like to see the inclusion of “professional bodies” included in the stakeholder list.
	Professional bodies are included in the following ‘national organisations that represent health and social care practitioners and other relevant professionals whose practice may be affected by the guideline, or who can influence uptake of the guideline recommendations’

	1653
	Royal Pharmaceutical Society


	1

Line 221-224
	12
	The RPS is a GB-wide organisation and often provides a view from both Scotland and Wales, as evidence/experience from these nations may have influence on practice in England. We are encouraged that NICE are interested in input from other UK nations.
	Noted, thank you

	1654
	Royal Pharmaceutical Society


	2

Line 124-135
	25
	The RPS produces professional standards which incorporate examples from practice.

We’d like to encourage NICE to also consider professional standards and guidance from professional bodies when conducting a scoping search.
	Guidance from professional bodies is identified at the scoping stage; of particular interest is NICE accredited guidance.

The scoping search should identify such sources, and these would be considered as appropriate.

	1655
	Royal Pharmaceutical Society


	2

Line 210-222
	30
	The RPS represents pharmacists across all stages and sectors of pharmacy practice. We work closely with partnership groups who have expertise in clinical topics and often endorse their response to NICE consultations and also submit co-badged responses.

We would like the opportunity to share invitations to NICE scoping workshops with our partnership groups who may be better placed to attend on behalf of the RPS.

We would also like representatives from community and hospital pharmacy to be involved in workshops where appropriate, as practice in these two sectors may differ significantly. 
	Stakeholders are encouraged to share opportunities for involvement in the development of NICE guidelines with relevant partnership groups. This includes attendance at scoping workshops

	1656
	Royal Pharmaceutical Society


	2

Line 263
	32
	We would recommend that NICE extends the public consultation timescale. Four weeks is often not sufficient to be able to provide a comprehensive response, particularly where there are a number of NICE guidelines out for consultation at the same time.
	The timescale for consultation on the draft scope is set at 4 weeks to enable stakeholders to provide a comprehensive response, while ensuring the guideline development timescales are contained. Consultation timescales are notified in advance, allowing stakeholders to plan for the activity required.

	1657
	Royal Pharmaceutical Society


	3

Line 14
	36
	We agree that a multidisciplinary committee should be formed to develop recommendations in the areas defined by the guideline scope; this ensures that views from relevant stakeholders and experts are considered and ensures a fair process.
	Noted, thank you

	1658
	Royal Pharmaceutical Society


	9

Line 373-380
	179
	The BNF is the recognised reference source for information about drug dosage, the electronic version is updated on a monthly basis; we agree that references to BNF are used where appropriate to ensure that users are always using the most up to date information.
	Noted, thank you

	1659
	Royal Pharmaceutical Society


	10

Line 19-20
	185
	We would recommend that NICE extends the timescale for guideline consultations. Six weeks is often not sufficient to be able to provide a comprehensive response for such length guidelines, particularly where there are a number of NICE guidelines out for consultation at the same time.
	Text amended

The timescale for consultation on the draft guideline is set at 6 weeks to enable stakeholders to provide a comprehensive response, while ensuring the guideline development timescales are contained. Consultation timescales are notified in advance, allowing stakeholders to plan for the activity required. The manual has been amended to confirm this:

10. ‘Registered stakeholders are notified of the consultation dates and times in advance via the guideline page on the NICE web site, and are reminded by email.’

	1660
	Royal Pharmaceutical Society


	10

Line 26-27
	185
	On occasions due to internal processes it may not be possible to formulate a considered response to a guideline consultation within the stated deadline. 

We would like NICE to consider accepting responses after the deadline in exceptional circumstances; particularly where there are political or external influences that may unexpected affect the timely submission of a response.
	The timescale for consultation on the draft guideline is set at 6 weeks to enable stakeholders to provide a comprehensive response, while ensuring the guideline development timescales are contained. Consultation timescales are notified in advance, allowing stakeholders to plan for the activity required. It is not possible to extend the deadline for response for some organisations and not others. Accepting late responses would impact on the development time for the guideline.

	1661
	Sanofi 


	General
	
	Sanofi welcomes to the opportunity to comment on this manual and would like to offer the following comments
	Noted, thank you

	1662
	Sanofi 


	1.6

 Fig. 1
	16
	The diagram in figure 1 shows clearly the main steps in development of guidelines.  We would like to propose that NICE also publish for each guideline the timeline for evidence searches and the evidence cut-off date.  This will allow commentators to inform the development team of any evidence that may have a potential bearing on the guideline and which could be due for publication during the development of the draft but is at risk of being missed depending upon the timing of the execution of the evidence collection.
	Evidence searches can be undertaken at different and several times. Date parameters for the searches are included in both the draft consultation guideline and final guideline. 

Registered stakeholders are also encouraged to highlight evidence at key consultation stages – such as scope and draft.  In addition, if there is a concern that evidence exists but is not likely to be identified through the usual searching methods, a call for evidence can be made.  Again, if stakeholders highlight this area as being one that moves quickly or is one with new evidence expected at scoping, this would be useful information for consideration by the committee and developing teams.

	1663
	Sanofi 


	3.5

 line 247
	44
	We can understand that financial pressures prevent NICE from making all of the guideline committee meetings public.  We would like to ask for the sake of equity whether there would be any reason which would prevent a number of topic specific meetings being held in public (perhaps with a similar number of standing committee meetings not being available to the public) so there is no systematic bias in the application of the openness and transparency commitment
	Thank for you your comments. As indicated in the manual, NICE is committed to enabling stakeholders and the public to attend guideline Committee meetings. However, NICE, as with all public sector organisations, is under severe financial pressures – which is likely to last for the foreseeable future. The cost pressures of extending the current model of allowing the public to attend in person come from the need to extend this model to at least an additional  300 meetings a year. The majority of these meetings are hosted by Developers external to NICE – their meeting rooms which are large enough to house the Committee, but not the additional seating required for public attendees. The additional costs of hiring external meeting rooms would be significant. Additional staff would also need to be recruited to support these meetings. 

The additional costs of training topic-specific Committee members, who are recruited only for the duration of each guideline (unlike Standing Committee members, who are recruited for a three-year term) drives the decision to hold only standing Committees in public.

NICE is committed to the transparency of guideline development, and is actively investigating ways in which the costs of enabling access to Committee meetings can be reduced. 

	1664
	Sanofi 


	7.6

 line 710
	146
	Sanofi welcomes the continuation of having no formal QALY threshold within NICE and the freedom of committees to make appropriate decisions usually within the £20,000 to £30,000 ICER range.  We would suggest that this section is updated following the outcome of the VBA consultation in order that appropriate modifiers can be incorporated into guideline development also.
	The NICE Board considered the consultation responses on the NICE Centre for Health Technology Evaluation proposals on value based assessment in September 2014. No changes are planned at the current time and the implications for the guidelines manual of any future changes will be assessed at an appropriate time.

	1665
	Sanofi 


	7.6

 line 767
	148
	We would support the use of cost minimisation as a useful decision making tool. Given the statement on line 769 about differences in interventions known to be small would it also be appropriate for non-inferiority trials to be considered as sufficient evidence of small difference depending upon the context and given appropriate explanation  
	This manual has not considered this point. It is one that should be taken up when the NICE TA methods manual is next revised, because that is where it is much more likely to occur.

	1666
	Sanofi 


	8.2 
	162
	Sanofi support the inclusion of good quality guideline recommendations from other bodies into the work of the committees.  We would like to suggest that NICE would consider it a good use of resource, given budget constraints, to consider the adoption of other guidelines if developed to a sufficiently high standard (consideration could be made at scoping to match the scoping questions to other extant guidelines) thus reducing workload
	We have clarified how the evidence bases identified in other guidance can be used; however NICE does not adopt recommendations from other guidance producers.

The NICE accreditation programme http://www.nice.org.uk/About/What-we-do/Accreditation helps health and social care professional identify the most robustly produced guidance available.

	1667
	Sanofi 


	10.1

 line 19
	185
	We would encourage NICE to use a 6 week consultation period as a minimum for all guidelines. Organisations which require quality assurance of a response may find even a 6 week time frame challenging. 

For more complex areas and/or where there is a scarcity of data on which to base the guideline we would propose that NICE may revert to the 8 week consultation period which was standard when the 4th Edition of “How NICE guidelines are developed” applied.
	Text amended

Most guidelines will be consulted on for 6 weeks. Updates are already consulted on for a 4 week period in the clinical guideline programme, and medicines practice guidelines (on systems and processes), also undergo a 4 week consultation period currently.

The reduced consultation time reflects the smaller scale of these outputs, and are set to enable stakeholders to provide a comprehensive response, while ensuring the guideline development timescales are contained. Consultation timescales are notified in advance, allowing stakeholders to plan for the activity required. The manual has been amended to confirm this:

10. ‘Registered stakeholders are notified of the consultation dates and times in advance via the guideline page on the NICE web site, and are reminded by email.’

	1668
	Cardiff University


	General
	
	The unified manual is clearly written with excellent examples, and provides clarity for guideline development across the wide range of topic areas included in NICE guidance.


	Noted, thank you

	1669
	Cardiff University


	2.3
	23
	We note that logic models are suggested as a useful tool in developing the scope: Lines 80-81 For some guidelines, it may be helpful to construct a topic-specific conceptual framework (see appendix A). 

However, it seems to stop at this point. We have found logic models very helpful in developing and presenting reviews and wondered whether it would be useful to highlight their use in this context?  
	The use of such models will vary; we have therefore not added any additional information in this manual. 

	1670
	Cardiff University


	4.3
	66
	Lines 263-266:  “A review question about the effectiveness of service delivery models is usually best answered by an RCT. However, a wide variety of methodological approaches and study designs have been used. Other types of questions on service delivery are also likely to be answered using evidence from study types other than RCTs.”

Provide clearer guidance on acceptable study designs for review teams of service models?
	This is intended to highlight that other study designs can be used.  These will need careful assessment to identify risks of bias and this will differ by the exact features of the evaluation.  Please see also the Interim Methods guide for service delivery.

	1671
	Cardiff University


	5.1 

Also 5.4
	79

83
	Lines 24-25: “…using supplementary search techniques, such as citation searching, as appropriate”

Although this team’s knowledge is largely based on search strategies of public health and complex interventions, such techniques find a large number of relevant papers in an efficient manner and boost sensitivity and precision. 

We think this line & section 5.4 could be stronger – possibly to say that reviewers are expected to use appropriate supplementary search techniques, in addition to the prioritised search of databases and other information sources, unless it is clear that the relevant studies can be easily retrieved from databases in a way that adequately balances sensitivity and precision.


	Text amended

5.4 Supplementary searching techniques should be used in addition to database searching when it is known, or reasonably likely, that relevant evidence is either not indexed in bibliographic databases and/or that is it difficult to retrieve from databases in a way that adequately balances sensitivity and precision.

	1672
	Cardiff University


	6.1
	90
	Line 49-50:  “….Strategies could include checking with the Committee, checking of random samples, or using IT solutions such as text mining.”

Checking with the committee is automatically in place since they comment on relevant studies that may have been missed in meetings to discuss draft reviews. We don’t think this would be adequate as an assurance method to compare with random checking or text mining (with justification of the chosen technique’s validity for the topic area).  


	This is only one of many strategies given as an example.  Key is documentation about what strategies were used.,

	1673
	Cardiff University


	6.1
	90 
	Line 59 A flow chart – Could be useful to reference PRISMA 
	This has been added.

	1674
	Cardiff University


	6.1
	95
	Lines 191-194.  “If an overall assessment rating (++/+/−) is not assigned by study, a brief summary of the quality of each study should be documented in the guideline. This should highlight the key strengths and weakness of each study and how it may impact on the confidence in the results.”

Rewrite for clarity?


	This has been deleted.

	1675
	Cardiff University


	6.2
	97
	Lines 232-233: “The quality of evidence is classified as high, moderate, low or very low (see GRADE website for definitions).”

Takes a while to find these definitions on the web site.  A direct link would be helpful or, even better, a reproduction the GRADE quality of evidence summary table.

Should the section heading in GRADE state that this is for queries around effectiveness of interventions only? 

Also, It wasn’t quite clear if/when GRADE should be used for non-clinical settings and guidance would be helpful.  If this is encouraged, perhaps it should also be stated that GRADE was developed for clinical guidelines and emphasises the RCT – thus it needs to be made clear to guideline development panels and guidance users that interventions for which RCTs are inappropriate will tend to receive a low grading. 


	These have been added.

GRADE can be used in situations other than for interventions alone and there is work in other areas, such as PH where GRADE has been used.

	1676
	Cardiff University


	6.5
	113
	No guidance is provided as to if and how the evidence statements relating to barriers & facilitators for a successful intervention might be linked to evidence statements of relevance to the efficacy of that intervention.  Are there examples of good practice (such as logic models) in providing an overview for guideline development groups and users of the published guidance that have been valued in previous projects?


	Such statements would be linked in the Evidence to Recommendations section as part of the committee discussions.

We have referred to the logic model in Appendix A but as yet, there are limited examples we are aware of so not possible to add more examples here.  However, we will consider how best to collect such examples for an update of this manual

	1677
	Cardiff University


	Appendix G
	34
	The background information provided for each checklist seems to reduce. We wonder whether it might be useful to present the information for each checklist as though it were a standalone form? In some instances, only a few of the checklists may be used (eg for a barriers/facilitators review only correlation and qualitative checklists).


	We have significantly revised this section in order to signpost to other resources rather than recreate or develop checklists that may then be out of date or incorrect.  We hope this addresses your general concern.

	1678
	Cardiff University


	Appendix G
	72 


	Line 717 onward: Quality appraisal checklist – quantitative studies reporting correlations and associations

This checklist is the only one available for assessing cross-sectional surveys and longitudinal studies. Comparatively little information is provided on how the checklist is to be completed. Also, a key element is not described: namely whether rigorous processes used to develop any data collection tool and, if this tool was not self-administered how consistency of delivery was ensured?


	We have significantly revised this section in order to signpost to other resources rather than recreate or develop checklists that may then be out of date or incorrect.  We hope this addresses your general concern.

	1679
	General Practitioners Committee - 

British Medical Association


	1.4

115
	8
	For major decisions all available evidence should not be limited to published trials but should include unpublished ones.  NICE should seek to find a way to access these according to the AllTrials initiative.
	We prioritise published information; however, there is the option for developers to seek this where they consider unpublished information to be important.  We also note the ability of other organisations (such as Cochrane) to access and review this information.  NICE guidelines can use these review as a source of information.

	1680
	General Practitioners Committee - 

British Medical Association


	1.4

139

213
	9

12
	Where individual draft proposals are released some people with special interests or knowledge may wish to respond, but have not registered as stakeholders so cannot do so as individuals. We believe that nobody should be excluded from commenting on consultations.
	NICE does not have the resources to respond to comments from individuals. Individuals cannot register as stakeholders but NICE encourages anyone with an interest in the topic to express their views to a registered stakeholder listed on the guideline page on the NICE website.

However, section 10.2 indicates that ‘Comments received from non-registered stakeholders and individuals are reviewed by the Committee but a formal response is not given.’ 

This information will also appear on the NICE website consultation pages when a draft guideline is released for consultation.

	1681
	General Practitioners Committee - 

British Medical Association


	1.5

167
	10
	Committees are almost by definition comprised of people with special interests and more effort needs to be taken to get ‘ordinary’ workers on the committee, particularly representatives of the branch of practice most involved in delivering the guidance.

In addition, when guidance on any drug is issued, it must be made clear that none of the members of the committee have a financial interest in pharmaceutical companies which manufacture the drugs.
	The guidelines manual encourages the selection of committee members involved in the implementation of guidelines. Section 3.1 indicates that ‘Members with expertise in service transformation, change management or implementation science are actively recruited to support the Committee in considering implementation issues throughout guideline development.’ 

All Committee members must declare any potential conflicts of interest on application for Committee membership, and at each meeting. Members with conflicts of this nature would be excluded from the Committee, or discussion, depending on the circumstance.

	1682
	General Practitioners Committee - 

British Medical Association


	6.1
	89

-91
	There is no reference in this chapter as to the unavailability of key evidence when reviewing research evidence.  

It is our view that NICE should not make changes to clinical guidance unless such changes are supported by evidence derived from complete public disclosure of all clinical trials' data. This is something that we highlighted in a recent letter to NICE regarding the proposed reduction to the current treatment threshold for primary prevention of cardiovascular disease with statin therapy. 
	We prioritise published information; however, there is the option for developers to seek this where they consider unpublished information to be important.  We also note the ability of other organisations (such as Cochrane) to access and review this information.  NICE guidelines can use these review as a source of information.

	1683
	General Practitioners Committee - 

British Medical Association


	7.4
	126

-127
	We would be interested in finding out how NICE price general practice costs in their evaluations and whether this change year on year.
	Unit costs for general practice should be obtained from the Personal Social Services Research Unit report on unit costs of health and social care, which are published on a yearly basis.

	1684
	General Practitioners Committee - 

British Medical Association


	304
	176
	It states that "recommendations are more likely to be followed if they are clear and concise" – we agree with this statement, although up until now, many of the guidelines are too long and state the obvious without being specific, and are not brief enough to be practically useful for busy GPs.
	Noted, thank you

	1685
	British Fertility Society


	General
	
	Best clinical practice should not be compromised by economic considerations. Consideration of cost effectiveness may be appropriate when there is a choice of therapies.
	Guidelines developed by NICE will follow the Social Value Judgements which outline the role of cost-effectiveness in NICE guidelines. (see http://www.nice.org.uk/media/default/About/what-we-do/Research-and-development/Social-Value-Judgements-principles-for-the-development-of-NICE-guidance.pdf)

The cost-effectiveness of an intervention will be considered for all interventions where no intervention or a choice of interventions is clinically acceptable.

	1686
	British Fertility Society


	General
	
	The original 2004 Infertility Guideline was reviewed in a piecemeal way in 2013, with only certain therapeutic areas targeted. This left a number of important areas of therapy without review, despite significant advances in clinical practice.
	Thank you for your comment. We are unable to comment on specific guidelines in response to this consultation on the guidelines manual. Your comments have been passed on to the relevant internal team.

	1687
	British Fertility Society


	General
	
	There should be greater expert medical representation on the Guideline Committee. We are aware that the two key clinicians on the Infertility panel were unhappy with some of the decisions taken.
	Each guideline has a different requirement for Committee membership. Chapter 3 sets out guiding principles for membership that are relevant for all groups, and confirms that the final composition of the Committee is agreed on a case by case basis

	1688
	British Fertility Society


	General
	
	Furthermore recommendations were made that are at variance with clinical practice and current scientific evidence. For example the proposal for the use of metformin in the management of polycystic ovary syndrome (PCOS) was incorrect and contrary to the latest Cochrane systematic review and the published guidelines of ESHRE, ASRM, RCOG and the Australian PCOS Alliance.
	Thank you for your comment. We are unable to comment on specific guidelines in response to this consultation on the guidelines manual. Your comments have been passed on to the relevant internal team.

	1689
	British Fertility Society


	General
	
	We are concerned that carefully considered comments and amendments suggested by professional bodies such as the British Fertility Society (BFS) are rejected without appropriate consideration of the evidence. This we feel is secondary to inadequate representation of clinicians working in the field and an imbalance on the committee. There should be closer communication with professional bodies in seeking advice about the selection of members of the committee.
	Consultation comments from all registered stakeholders are considered by the Committee alongside the evidence on which the guideline is based. A response is given indicating, where relevant, how the guideline has been amended. 

Registered stakeholders are actively encouraged to participate when Committee members are being recruited. The manual indicates that: 3.2 ‘Positions are advertised on the NICE website and other appropriate places (for example, NICE Twitter, social media and websites of stakeholders, Medical Royal Colleges and professional organisations), and relevant stakeholders are notified.’



	1690
	British Fertility Society


	General
	
	A longer period of time is required for adequate consultation on large documents. For example the Infertility Guideline was sent for consultation with a short deadline and yet the final publication was delayed several times and over a period of many months.
	The timescale for consultation on the draft guideline is set at 6 weeks to enable stakeholders to provide a comprehensive response, while ensuring the guideline development timescales are contained. Consultation timescales are notified in advance, allowing stakeholders to plan for the activity required.

	1691
	British Society of Gasterenterology


	General
	
	We note that the document is primarily directed at those involved in the production of NICE Guidelines. But that it “may be of interest” to developers of other Guidance. We assume that this includes “NICE-accredited” specialty societies such as ourselves, who hope to continue to produce high-quality “NICE-badged” Guidelines.

In this regard, we propose, as a direct result of this draft document to make some changes to our Advice Document on Guideline production. This document was approved by NICE last year as part of our successful accreditation process but is due shortly for its 2014 update. These proposed changes include: 

1. A recommendation that the GRADE system be used for assessing and grading evidence. 

2. A request that all output of literature searches be stored electronically

3. A more explicit request that equality and diversity issues be considered in relation to guideline development

4. A request that the Chairperson of a Guideline Development Group (GDG) have appropriate Committee management expertise. 

However our guideline development process will remain different from that of NICE in that our GDGs will consist of unpaid volunteers (although we will reimburse their directly-incurred expenses). In most cases, the GDG members themselves will conduct the literature searches and in all cases they will write the guideline document and formulate and develop the recommendations.  


	Noted, thank you

	1692
	Member of Behaviour Change Programme Development Group 


	General 
	
	I feel the manual is clear, easy to read and follow.  
	Noted, thank you

	1693
	Member of Behaviour Change Programme Development Group 


	General
	
	However I do think the manual should also try and address the changing world of research by specifically mentioning the use of “Big Data “ algorithms.
	We have noted the need for the type of data used to be determined by the question being asked.  Such algorithms may be part of the evidence,  and, as with all evidence, any strengths or limitations highlighted and discussed.  We have not added this specifically though.

	1694
	Member of Behaviour Change Programme Development Group 


	General
	
	Likewise I think the need for ethical consideration of new treatments especially the growing use of genetic therapies should be given more prominence.  Practitioners would welcome guidance around ethical considerations especially for new genetic therapies. 
	Where genetic therapies are relevant to a guideline, the scoping process would be used to determine their relevance and priority. In practice, it is likely that other NICE programmes, for example medical technologies evaluation and diagnostics programme, would undertake an initial assessment.

	1695
	Member of Behaviour Change Programme Development Group 


	46
	55
	I think there should be a mention of consideration of ethics of any intervention included here.
	Apologies as we are not able to determine what this refers to…

	1696
	Member of Behaviour Change Programme Development Group 


	117
	59
	Ethical considerations should also be included within this list
	This has not been added here; however NICE guidelines are developed according to our Social Value Judgements which covers ethical considerations that committee’s should adhere to.

	1697
	Member of Behaviour Change Programme Development Group 


	370
	70
	Research methods that use “Big Data” algorithms  
	Apologies as we are not able to determine what this refers to…

	1698
	Elcena Jeffers Foundation


	General
	
	EJF is looking for the new improved document  to include real access to assessment and diagnosis. What ever the disease or illness.
	The aim of each guideline is to improve outcomes, in line with the stage of the pathway specified in the referral. This will include assessment and diagnosis where relevant.

	1699
	Ferring


	General
	
	Ferring will request for more clarification about how the Guideline Development Committee deals with new products during the guideline development process, if the product has not undergone a Health Technology Appraisal prior to the guideline development process. 

As Ferring understands, in such a situation, the Guideline Development Committee does not take into consideration these new products until the time that they undergone a technology appraisal by NICE, resulting in exclusion of the product from the concerned guideline.


	The manual indicates that: 8.1 ‘A first assessment of a new medicine or a significant licence extension for an existing medicine is usually carried out as a technology appraisal. It can instead be carried out through the guideline development process only when this has been agreed by both the Department of Health and the manufacturer. ‘

Where an agreement has been reached to assess the new product in the guideline, the methodology described within the manual for assessment of interventions would apply. The Committee would consider the evidence in the same way as for other review questions for the guideline.



	1700
	Ferring


	General


	
	During the guideline development process, it is not communicated to the NICE technology appraisal team that a new product will not be included in the guidelines as it has not undergone a Health Technology Appraisal; it is left to the concerned stakeholder company to request for a Technology Review if their new, but relevant product is not included in the draft consultations / final guidelines. 

Ferring will request that NICE implement an internal referral system in such a case, so the Guideline Development Committee can inform the Technology Review Committee to evaluate a new product which is relevant to the developing guidelines, but is not being included as it has not yet undergone a technology appraisal.
	A process for communicating between NICE programme teams is in place that facilitates discussion, and agreement of actions, around technologies that relate to individual guidelines. This includes consideration by NICE Guidance Executive, where appropriate.

	1701
	Ferring


	13.5

Line 8
	
	Given that NICE commit to, but cannot always achieve a technology review within a 12 - 18 month period after launch of a product, Ferring requests that NICE implement a process to allow recently technology reviewed and approved products to be incorporated in relevant guidelines as an ‘interim’ update, rather than to wait for the next update of the guideline to include the product; this could potentially be a delay of at least 5 years, before the product can be included in the next updated NICE guidelines.
	NICE guidance is presented on the NICE website in the form of NICE Pathways. These interactive topic-based diagrams provide users with a way to quickly view and navigate all NICE guidance recommendations on a particular topic, and overcome the need to review guideline early to embed related technologies.

	1702
	Hearing Link


	General
	
	A summary document for this manual would have been helpful.  Some of the vocabulary was unclear to the lay person and would therefore limit the responses to any consultation received.
	Section 1.2 indicates that ‘This manual explains the processes and methods NICE uses for developing and updating NICE guidelines. It is primarily for:

•NICE staff involved in developing guidelines

•NICE contractors (such as those doing evidence reviews, economic analysis and fieldwork)

•members of the Committees that develop the guidelines (see section 1.5). 

It is also likely to be of interest to a broader audience, including developers of other guidance, stakeholders and users of NICE guidelines.’

Information to support stakeholder participation in guideline development will be published alongside the final manual.
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	Hearing Link


	General
	
	Method of consultation on the manual was very restrictive.  Face to face briefings would have been more helpful to more fully understand the content.
	Thank you for your comment. Section 1.2 of the manual explains that:

‘the processes and methods NICE uses for developing, maintaining and updating NICE guidelines. It is primarily for:

· NICE staff involved in developing guidelines

· NICE contractors (such as those doing evidence reviews, economic analysis and fieldwork)

· members of the Committees that develop the guidelines (see section 1.5). 

It is also likely to be of interest to a broader audience, including other developers of guidance, stakeholders and users of NICE guidelines.’

The primary audiences were engaged during development, or targeted during consultation. Face to face meetings with stakeholders during consultation were not felt to be required as the manual unifies processes and methods that are currently being undertaken across a number of guideline programmes.
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	Hearing Link


	General
	
	It is unclear how often membership of committees is reviewed and how NICE ensure that all sectors of equality issues are represented across all committees.
	Topic specific Committee members are appointed for the duration of the guideline, i.e. for a period of between 12 and 27 months. Standing Committee members are appointed for a period of three years. After this time, new members are appointed or the appointment is extended (see Chapter 3)

Guideline Committees are established, and standing membership reviewed, taking into account equality issues, although members are recruited on the basis of their skills and expertise. 
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	Hearing Link


	General
	
	Will you publish who is a member of each committee?
	Details of Committee membership is available on the dedicated web page for each guideline topic

	1706
	Member of Technology Appraisals Committee


	General
	
	My comments were that guidelines should be shorter and secondly that the Brief Summary be limited to one page of A4, listing only those points supported by Grade A or B evidence
	The guideline includes all the information on which recommendations are based.

NICE does not grade evidence is this way, but all information regarding the strength of the evidence is included in the guideline. The strength of evidence does not always reflect the importance of a recommendation.

NICE is continuing to develop ways in which users of our guidance can more readily access information they need.
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	Multiple Sclerosis Trust


	General
	
	The MS Trust is a national patient organisation that works for and on behalf of the more than 100,000 people with MS in the UK.

We are responding to this consultation in the light of our recent experience with the draft NICE clinical guideline for multiple sclerosis (2014).

Having been involved in a number of recent NICE Technology Appraisals (TA), the MS Trust was struck by the difference between the TA process and the Guideline Development Process. These differences cannot be explained by differences in the purpose and subject matter of the two processes. TAs have, overall, more regular opportunities for stakeholder engagement, greater transparency in the overall process, a stronger voice for patient organisations and a much clearer remit.
	The guideline and technology appraisal processes are based on the same core principles, which including transparency and engagement with stakeholders. Detailed points are responded to below.
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	Multiple Sclerosis Trust


	1.1
	5
	“Guideline recommendations set out:

the care and services that are suitable for most people with a specific condition or need”

There is a mismatch between how health and social care professionals view NICE Guidelines, and how these are perceived by NICE itself. NICE’s self-image appears to be one of making difficult decisions about high-cost interventions and treatments, whereas NICE Guidelines are perceived externally as the baseline guide to issues within a particular topic of care, and that they offer a gold standard of recommendations. 

Consequently, the remit of Guidelines is a critical issue. Practitioners, managers and commissioners are used to looking to the Guideline for a comprehensive review of the evidence and for the elements that should be present in a high quality service, including straightforward principles about their configuration. Guidelines which select a sub-section of topics and make recommendations of a very binary nature on these topics have limited value and can give a false sense of the true scope for a topic. 

Additionally, there is no other mechanism for stating what a high quality service should contain, so if a Guideline does not address this, then there is a clear gap that will inevitably lead to inconsistency and inequity in service provision on a particular topic.

We believe that the scoping process should clarify the remit of a Guideline, that this should be an explicit part of the consultation on the scope and should be re-stated consistently in all drafts and the final guidance. If the final scope does not include recommendations on a high quality service, then this should be clearly stated in the final Guideline and should reference another source which can guide practitioners, managers and commissioners.
	NICE guidelines make evidence-based recommendations which set out: 

•
the care and services that are suitable for most people with a specific condition or need 

•
the care and services suitable for particular populations, groups or people in particular circumstances or settings (for example, when being discharged from hospital) 

•
ways to promote and protect good health or prevent ill health

•
the configuration and provision of health and social care services, and/or

•
how national and local public sector organisations and partnerships can improve the quality of care and services (for example, how the NHS and social care services work together).

In addition to the recommendations, guidelines also summarise the evidence behind the recommendations and explain how the recommendations were derived from the evidence.

The aim of the scope is to identify areas where the guideline can make recommendations (as noted above), with the Quality Standard then developing prioritised statements designed to drive measurable quality improvements within a particular area of health or care.  The increased focus on current context will also help to focus the guideline in areas of the greatest need in line with the principles outlined above.
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	Multiple Sclerosis Trust


	1.4
	8
	Key principles for developing guidelines

We are pleased to see that NICE is committed to “transparent process and decision making”.  Many of our comments will relate to this.

Our experience to date has been that NICE Guideline development is not a fully transparent process, in particular, that there are limited opportunities for input into scope development beyond the initial workshop (if any), and initial consultation.
	Transparency is built into the NICE guideline development process in a range of ways, including:

· Open recruitment of Committee members

· Publication of the evidence on which a guideline is based

· Holding standing Committee meetings in public

· Consultation with stakeholders

The same principles of transparency are applied to the scope consultation referenced in the comment, as to the draft guideline consultation. Stakeholder responses to the consultation are published in full, together with the Developer’s response to the comments and an indication of how the scope/draft guideline has been modified as a result.

	1710
	Multiple Sclerosis Trust


	 2.2
	22
	Who is involved in drafting the scope

The manual gives a clear explanation that the Developer – the internal NICE team - is primarily responsible for drafting the scope, with input from a few experts if required.

For larger topics, there should be more programmed opportunities for stakeholders to be involved in the initial development of the scope.  This should include a requirement to hold an initial scoping workshop– currently the manual allows for this as an option (see below) only at NICE’s discretion.


	For some topics a scoping workshop is not required, and adds significant time to the development period required for a guideline. 

Examples of when a workshop may be held include a referral in a new area, a new audience for NICE guidelines and a guideline topic or an area of practice with unique complexities. 

NICE staff with responsibility for quality assurance decide whether, and when, to hold a scoping workshop, and document the rationale for the decision.

The draft scope consultation remains a key opportunity for stakeholder engagement at this stage of guideline development.

In addition, the guideline manual introduces a new principle (section 2.2) of engaging with Committee Chairs or members, and/or a lay person early in scope development. This development recognises the significant contribution made by these experts, while containing guideline development timescales.
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	Multiple Sclerosis Trust


	2.3

Stage 3
	25
	“The search should not aim to be exhaustive. It should be based on the need to inform the development of the draft scope and the issues to be discussed at a scoping workshop (if this is held)”

We would like a revision to this to require a scoping workshop to be held for all big topics.  Currently whether they are held is a matter for NICE’s discretion. 

The scoping workshop process used for Technology Appraisals could be adapted for the Guideline Development Process. The workshop should include a section on the purpose of the Guideline in order to ensure that Developers understand stakeholder requirements and expectations. Specifically, the issue of whether service elements are in scope should be clarified.


	This change reflects the fact that for some topics a scoping workshop is not required, and adds significant time to the development period required for a guideline. 

Examples of when a workshop may be held include a referral in a new area, a new audience for NICE guidelines and a guideline topic or an area of practice with unique complexities. 

NICE staff with responsibility for quality assurance decide whether, and when, to hold a scoping workshop, and document the rationale for the decision.
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	Multiple Sclerosis Trust


	2.3

Stage 5
	32
	Consulting on the draft scope

“The draft scope is posted on the NICE website for a 4-week public consultation, and stakeholders are notified… The purpose of these prompts is to seek stakeholder views on key issues… and to ask what should be included or excluded”

As a patient organisation, realistically four weeks is too short a time period to disseminate and digest the scope, to hold our own consultations with our beneficiaries and  supporters and then to feed back to NICE. In a 4 week public consultation it is next to impossible for us to conduct a fully participative event and therefore we do not believe that this part of the process truly reflects NICE’s commitment to transparent process and decision making.

We would like this time period amended to 8 weeks.  We appreciate that this will cause delay to the rolling programme of NICE guidelines but suggest that that may be a delay worth pencilling in to ensure that the Scope truly reflects the issues at large in a particular topic area.
	The timescale for consultation on the draft scope is set at 4 weeks to enable stakeholders to provide a comprehensive response, while ensuring the guideline development timescales are contained. Consultation timescales are notified in advance, allowing stakeholders to plan for the activity required.
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	Multiple Sclerosis Trust


	2.3

 Stage 6
	33
	“all stakeholder comments, and the actions taken by the Developer and NICE in response to each comment, are clearly documented by the Developer in a ‘scope consultation table’.  This is sent to stakeholders 5 working days before publication of the final scope”

This part of the process is transparent so far as it goes.  However, we would like development of the scope, which is the key document for developing the guideline, to be a more iterative process that allows for comment, in particular on the review questions that are derived from it.
	The guideline process includes opportunities for stakeholders to input into the development of a scope via a scoping workshop for some topics, and a consultation for all topics. In addition, lay expertise may be provided by a lay person recruited specifically to support scope development, or a lay member of the Committee if early recruitment is appropriate.

These arrangements enable Developers to ensure issues relevant to stakeholder have been captured in the scope, while ensuring the guideline development timescales are contained.
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	Multiple Sclerosis Trust


	3.4
	41
	“Topic specific Committees

The Committee usually comprises between 13 and 15 members. This number allows members to contribute effectively to discussions… Occasionally when the topic is very broad, a larger Committee may be convened”

We would like to see an option for a larger Committee with sub-committees to be convened for very large topics. This might work more successfully to produce expert consensus on management of care in areas where difficult decisions need to be made that may have significant cost implications for care. 
	Text amended

The manual includes the flexibility highlighted to convene a larger Committee when the topic is very broad. To facilitate discussion, the Committee may operate in smaller sub-groups whose decisions are then ratified by the whole Committee. The following text has been added to Chapter 3:

3.8 ‘To facilitate guideline development, the Committee may operate in smaller sub-groups whose proposals are then ratified by the whole Committee.’
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	Multiple Sclerosis Trust


	3.5
	44
	“Public access to meetings”

While we appreciate that financial pressures prevent NICE from enabling public access to all guideline Committee meetings, we wonder whether real-time broadcast of meetings (along the lines of NHS England board meetings) might be possible?  

This has limited financial implications, would ensure that viewers were not participants, and could be restricted to stakeholders only – though that works against full transparency.  It might also offer a defence for the committee where contentious decisions have had to be made, by illustrating the full arguments made on all sides of the case.
	Thank for you your comments. As indicated in the manual, NICE is committed to enabling stakeholders and the public to attend guideline Committee meetings. However, NICE, as with all public sector organisations, is under severe financial pressures – which is likely to last for the foreseeable future. The cost pressures of extending the current model of allowing the public to attend in person come from the need to extend this model to at least an additional  300 meetings a year. The majority of these meetings are hosted by Developers external to NICE – their meeting rooms which are large enough to house the Committee, but not the additional seating required for public attendees. The additional costs of hiring external meeting rooms would be significant. Additional staff would also need to be recruited to support these meetings. 

The additional costs of training topic-specific Committee members, who are recruited only for the duration of each guideline (unlike Standing Committee members, who are recruited for a three-year term) drives the decision to hold only standing Committees in public.

NICE is committed to the transparency of guideline development, and is actively investigating ways in which the costs of enabling access to Committee meetings can be reduced. 
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	Multiple Sclerosis Trust


	4.2
	55
	Developing review questions

The manual currently states:

“Review questions are usually drafted by the Developer.  They can then be refined and agreed with people with specialist knowledge and experience (for example, the Committee members)…”

Why not put the review questions, the basis of the Guideline and the meetings that will be held, out to consultation with stakeholders?  This is a far more transparent process than an internal discussion within NICE, which is open to challenge as operating against “transparent process and decision making”.

As it stands, there is no process for validating these questions, for ensuring that they actually reflect the concerns in the field at issue within the clinical guideline.  So, once an internal team has agreed the scope, there is no process for validation of the review questions to ensure that:

· The correct questions are being asked

· Whether any areas are missing?  Quite possible if there are major gaps in the evidence base

· Whether there are issues of acceptability and accessibility not covered in the literature

· Whether elements of care are omitted from the scope of the Guideline because it is not feasible to include them in the work plan in the time available. Where this is the case, we would like an upfront statement of this not only in the Scope and Review questions, but also very clearly in the published Guideline


	The scope does include broad review questions as outlined for consultation.  In addition, the scope includes key elements of the review questions such as outcomes that will be considered.

The Committee also advise on the review questions.  The guideline should be clear on what areas were covered.
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	Multiple Sclerosis Trust


	4.3

Appendix G
	59

86
	Formulating and structuring review questions

“A review question about the effectiveness of an intervention is usually best answered by a randomised controlled trial (RCT) because a well-conducted RCT that is of high-quality is most likely to give an unbiased estimate of effects…”

And then in Appendix G

“Blinding of participants and carers is not always possible, particularly in studies of non-drug interventions, and so performance bias may be a particular issue in these studies.  It is important to think about the likely size and direction of bias caused by failure to blind”

We accept that RCTs are the best method of interpreting the efficacy of drug therapies for a condition, and may also be the best method for identifying surgical interventions.

However, in many other therapeutic interventions, mostly conducted by allied health professionals, blinding is never possible.  We are very concerned that the hierarchy of evidence produced by prioritising RCTs over all other types of research means that NICE’s findings in Guidelines are likely to be biased towards drug interventions or treatments, whereas other, non-drug interventions, may be cheaper and more cost-effective but appear not to be because of the grading of evidence.

We are also concerned that there is no process within NICE for distinguishing between mechanism and intervention in the areas of non-drug therapy.  An example in the recent draft MS clinical guideline has been a confusion between the benefits of maintaining muscle tone and flexibility by stretching and the method of delivery of that, which was demonstrated by one small trial of yoga. 

There are two likely negative outcomes if this continues:

· an increasing disregard of NICE guidance among allied health professionals as it appears irrelevant to their practice

· cuts to provision of allied health professionals by commissioners as their services are not valued by NICE guidance, resulting in reduction of rehabilitation services which are known to be of significant benefit in preventing further, more costly, complications
	Thank you for your comments.

The methods for assessing quality are now no longer based on a simple hierarchy of evidence, but consideration of risk of bias.  Such an assessment allows each study to be considered on its own merits and then if using GRADE, a judgment made across outcomes.  The committee should also include consideration of mechanism and intervention where relevant and this documented.
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	Multiple Sclerosis Trust


	4.4
	71
	“Qualitative studies may be the primary source of evidence to address review questions on…

· the associations between interventions and outcomes”

We wonder whether this can be rephrased, or an extra bullet point added, to identify the association between mechanisms of action and specific interventions?  As stated above, NICE seems to confuse mechanisms with interventions, and it is important that they are able to distinguish between the two in therapy evidence.
	This has been amended

theories of, or reasons for associations between interventions and outcomes.
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	Multiple Sclerosis Trust


	7

7.6
	121

 & ff 

Cf 145 lines 686-
	“Incorporating economic evaluation”

We wonder whether revision of some parts of this chapter should remain on hold until the results of NICE’s consultation on Value based assessment of health technologies is known.

While we appreciate that much economic evaluation will not use a value-based assessment, some will, and it seems pointless to issue this revision without taking account of such a potentially huge change.
	The NICE Board considered the consultation responses on the NICE Centre for Health Technology Evaluation proposals on value based assessment in September 2014. No changes are planned at the current time and the implications for the guidelines manual of any future changes will be assessed at an appropriate time.
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	7.4
	128 

Line 212
	Typo – needs another bullet point for the final sentence on this line.
	We have made this change
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	9.1
	166
	“Trade off between benefits and harms of an intervention…

The Committee should assess the extent to which the available evidence is about efficacy (the extent to which an intervention produces a beneficial result under ideal conditions), effectiveness (the extent to which a specific intervention, when used under ordinary circumstances, does what it is intended to do) or both.”

As stated before, we are concerned that NICE Guidelines are weighted towards specific interventions, rather than overall principles of treatment.

The emphasis on specific interventions works well for drug and surgical interventions, however, it fails to work in any rehabilitation context as it does not take account of the need for mechanisms and methods of action rather than the specific mode of delivery (e.g. aerobic exercise being good for cardiovascular improvement, rather than specifically running)
	This is something that should be discussed at the committee and documented.  The flexibility described in this manual should also support such questions (mechanisms rather than interventions) to be addressed if they are the relevant questions.

	1722
	Multiple Sclerosis Trust


	9.1
	170
	“Strength of recommendations

The GRADE system allocates labels or symbols to represent the strength of a recommendation. NICE has chosen not to do this, but to reflect the strength in the wording of the recommendation. NICE uses ‘offer’ to reflect a strong recommendation…[and] uses ‘consider’ to reflect a recommendation for which the evidence of benefit is less strong”

We appreciate that NICE is trying to strike a balance and to make Guidelines readable.  However, it is a pity that the grading of evidence (e.g. strong, weak, etc.) that was such a feature of NICE’s early clinical guidelines has been lost. For example, without reading the Full guideline – which very few people do - it means that commissioners, practitioners and the general public are unable to distinguish between weak recommendations that are lacking in research evidence and weak recommendations where there has been extensive research but no definitive answer.
	The strength of the evidence is reflected in the wording and the description of the links between the evidence and the recommendations.

NICE does not ‘label’ its recommendations in such a way but ensures that the information needed to determine how and why that recommendation was made is clearly reported, including those based on expert opinion alone.
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	10.1
	185
	“Commenting on the draft guideline…Consultation usually lasts for 6 weeks. A 4-week consultation may be used for guideline updating or small guidelines”

NICE Guidelines set the tone for service provision within primary and secondary care settings. As such they are hugely significant to the patient populations whose care will be covered by them.

On a larger topic such as MS, 6 weeks is simply not long enough for a patient organisation, as a registered stakeholder, to read the full draft, circulate to its beneficiaries or membership (depending on the constitution of the patient organisation), give them time to read and comment, collate comments and respond to NICE. Our role as a stakeholder organisation is to represent the needs and wishes of our beneficiaries, and this has proved impossible to do fully within a 6 week period.

We would like to see a requirement here for at least a 10 week consultation and preferably 12 weeks. 
	The timescale for consultation on the draft guideline is set at 6 weeks to enable stakeholders to provide a comprehensive response, while ensuring the guideline development timescales are contained. Consultation timescales are notified in advance, allowing stakeholders to plan for the activity required.
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	10.3
	188
	“In exceptional circumstances, NICE may consider the need for a further 4-week stakeholder consultation after the first consultation.”

Again, this is not long enough, and we would like to see the period extended to 6 weeks.
	This reduced consultation period for exceptional further consultations reflects the fact that stakeholders will already have had a 6 week period of consultation on the first draft of the guideline. A shorter period is allocated for consultation on the second draft as stakeholders will already be familiar with, and have responded to, the first draft.
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	13
	198
	“A 2-week consultation with stakeholders takes place when information summarised at the 4-year and 8-year checks (and at every 4-year check thereafter) indicates that a ‘no update’ decision should be considered”

Again, we would like this period extended to 4 weeks.  While we appreciate that a ‘no update’ decision is usually straightforward, for very small stakeholder organisations 2 weeks can be too short a time period in which to make such a significant decision.
	The two week consultation period is used only where the decision is to not update the guideline.  These decisions are usually straightforward, and supported by a lack of new evidence, which is reflected in the allocated consultation period.

Stakeholders registered for the original guideline are informed of the planned consultation period via the web site, and reminded by email, to enable them to plan for the consultation. 
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	Merck Sharp and Dohme


	1.2
	7
	This section mentions the draft for consultation is the first edition of the manual that covers all NICE guidelines, and previously guidelines had been developed using a variety of processes and methods, which are listed. One of the previous processes listed is the “Interim process and methods guide for the clinical guideline rapid updates pilot programme”. Presuming the intention is for the new manual to replace all previous process/methods, we suggest it may be useful to provide additional detail in the manual specifically relating to the rapid update programme, acknowledging the clear differences between the process for a full clinical guideline update and a rapid update (such as no stakeholder consultation prior to final scope being published etc.).  
	The terminology around guideline updates has been revised and the term ‘rapid updates’ is no longer used. Chapter 13 sets out two difference classes of update – full and partial, and describes the different options relating to a new / the original scope:

13.3

‘If a full update of a guideline is needed either:

a new scope is prepared, following the process described in chapter 2, or

the scope of the published guideline is used and stakeholders are informed.

If only part of a guideline needs to be updated, either:

a new scope is prepared, following the process described in chapter 2, or 

parts of the scope of the published guideline are used (as determined by the check of the need for an update), and stakeholders are informed.’
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	Merck Sharp and Dohme


	1.3
	7
	The draft manual states that new guidelines are usually chosen from a referred library of topics for quality standards. Are there any areas of health and social care that are not appropriate for the development of quality standards (in terms of feasibility), and if so, would these areas be de-prioritised for clinical guideline development?
	Generally, areas within NICE’s remit are eligible for the development of quality standards. Exclusions include population screening, vaccination and immunisation, and some other areas.
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	Merck Sharp and Dohme


	2.3
	23
	The draft manual states that the current context report will be published with the final guideline, however, this report may provide useful information for stakeholders involved in consultation on the draft scope. It may therefore be useful for a version of the context report to be released to coincide with the draft scope consultation phase.
	The section on understanding the context has been refocused, and contextual information will be included in the scope and guideline in future. The information will therefore be subject to stakeholder consultation.
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	Merck Sharp and Dohme


	2.4
	34
	In the case of amendments to the final scope, it is not clear whether further stakeholder engagement would be undertaken, and if so, which factors would influence the decision (i.e. dependent on the magnitude or nature of the required changes to the final scope).
	Text amended

2.4 If a final scope is amended after publication, stakeholders are informed and the revised scope is published on the NICE website. No further consultation on scope would usually be expected.
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	5.3
	80
	Conference abstracts are a valuable source of recent data but are not specifically mentioned in the description of sources, although they are referred to in a later section (p.91). Guidance on hand-searching of relevant conference proceedings may help to make evidence searches more comprehensive.
	Text amended

Conference abstracts have been added into the sources description in section 5.3. Sources to consider to identify conference abstracts are included in Appendix F sources for evidence reviews.
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	9.2
	177
	In line with BNF and MHRA recommendations around biosimilar prescribing, MSD suggests that it would be appropriate to refer to originator products by their proprietary names (at first and subsequent mentions) where biosimilar products exist in order to minimise confusion. 
	In NICE guidelines, we will refer to the active drug substance.  Where appropriate, we will refer to the relevant NICE Technology Appraisals which will use the name of the active drug substance, including reference products and brand named similar biological medicinal products in its documentation where appropriate to inform clinical decision making and to reflect the remit received from Ministers.
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	13.2
	200
	Decisions on whether updates are required will be taken following an assessment of new relevant evidence, other sources of information, and the views of the Committee. Given that these reviews may take place up to 10 years after the publication of the original guideline, the original guideline Committee members (and therefore the expertise base) are likely to change over time. Additional steps may be required to ensure consistency in decision-making.
	Text amended

31.1 ‘Where a significant period of time has passed since the original guideline was published, members of the relevant Quality Standards Advisory Committee, or alternative sources of expertise, may be surveyed.‘
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	Muir Gray – NHS Population Rightcare Project


	2.0
	21
	1. Page 21 – the scope

I thought this a very good section but it might be helpful to include some examples.  We found it very important to set out the scope with a clear indication of what is in scope and what is out of the scope.  Where possible please always focus on the condition or disease.  Working on Public Health England we are really now focused on population healthcare defined below

The aim of population healthcare is to maximise value and equity by focusing not on institutions, specialties or technologies, but on populations defined by a common symptom, condition or characteristic, such as breathlessness, arthritis, or multiple morbidity.


	Thank you for your comments.  We have not added examples as scopes are large documents – however examples of key issues and questions are included.  

Examples of scopes can be found on the NICE website.
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	Muir Gray – NHS Population Rightcare Project


	General
	
	2.
I think it would also be very good to define the budget from which any development would have to be paid.  The programme budgets are set at the level of ICD and this obviously poses a problem when you are dealing with an intervention for frail elderly people or children but it is still good to give people the feeling that they have identified lower value activities.

I attach a copy of the workshop that we are organising in Oxford in September 12-13th where you see we are going to use oral anticoagulants as a case study of funding high value innovation from a lower value activity.  
	Thank you, NICE develops national guidelines. Budgeting decisions are often taken at a local or organisation level. NICE routinely produce resources such as implementation, commissioning and costing tools that which may include reference to local budgets where appropriate.
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	Muir Gray – NHS Population Rightcare Project


	General
	
	3.
Thirdly the Rightcare Programme would very much like to work with you to get people to develop systems.  Our experience has been that putting guidelines into chaos is not not necessarily going to resolve the problems of chaos whereas if we have systems focused on conditions like atrial fibrillation or epilepsy or sub groups of the population such as frail elderly people, then we could change the system when the new guideline comes out rather than leaving it to the two hundred and eleven CCGS or eight thousand primary care teams.  I attach two copies of systems specification which you might find helpful.
	Noted, thank you.
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	PHAC D Committee member


	Glossary
	212
	Possible additional term: Clinical trial
	This is a well-known term so we wouldn’t add it to the glossary of this technical manual. However, it is available on our web site in our NICE glossary
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	PHAC D Committee member


	Glossary
	230
	Possible additional term: Proportionate universalism
	We only include terms if they occur at least twice in the text. 
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	PHAC D Committee member


	Glossary
	230
	Possible additional term: Public health
	This is a well-known term so we wouldn’t add it to a technical manual. 

	1739
	Royal College of Anaesthetists


	1.6 

Main stages of guideline development
	16
	Fig. 1.1 – the table does not reflect the statements on page 187 that “each comment must be acknowledged and answered…” and how comments are dealt with. Fig 1.1 would imply that all comments are accepted by the Committee and incorporated, with no mention of the process to accept or reject comments.


	We have amended the point in the box ‘Guideline revised’ to ‘Committee discusses and revises guideline in response to stakeholders’ comments’. We have added another point to this box ‘Developer writes responses o stakeholders’ comments
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	Royal College of Anaesthetists


	3.2

 Main stages of guideline development 
	38

, lines 81/82
	In the recruitment policy it states that clinicians can apply with a CV and covering letter but lay applicants must apply with an application form. Our lay members wonder why a different approach is necessary. Shouldn’t every applicant apply in the same way? If there is a reason for this difference, there should be an explanation in the guideline. 

  
	The main reason for a difference in approach is that it may not be appropriate for many of the lay people interested in NICE Committee positions to express their experience in the form of a CV. For example, their professional experience may not be the experience that is most relevant to their application as a lay member.  As a consequence, NICE asks lay applicants to complete an application form rather than to submit a CV.
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	Royal College of Anaesthetists


	3.2 

Forming the committee
	38

, line 84
	“Royal Colleges” should be “Medical Royal Colleges”. Not all Royal Colleges are medical. 


	Text amended

3.2 Positions are advertised on the NICE website and other appropriate places (for example, NICE Twitter, social media and websites of stakeholders, Medical Royal Colleges and professional organisations), and relevant stakeholders are notified.
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	Royal College of Anaesthetists


	10.1

 What happens during consultation
	185
	Our clinical members have expressed concern regarding the very short timescale allocated for stakeholder responses to NICE draft proposals, some of which are much shorter than even the minimum 4 weeks period indicated in this guideline (for example technology evaluation programmes). 

These tight deadlines make it impossible to obtain the appropriate expertise from busy clinicians and to meaningfully engage with all relevant stakeholders to develop the best possible advice for the benefit of patients. 

We would like NICE to consider extending the consultation periods for all of their consultations. 


	Text amended

Most guidelines will be consulted on for 6 weeks. Updates are already consulted on for a 4 week period in the clinical guideline programme, and medicines practice guidelines (on systems and processes), also undergo a 4 week consultation period currently.

The reduced consultation time reflects the smaller scale of these outputs, and are set to enable stakeholders to provide a comprehensive response, while ensuring the guideline development timescales are contained. Consultation timescales are notified in advance, allowing stakeholders to plan for the activity required. The manual has been amended to confirm this:

10. ‘Registered stakeholders are notified of the consultation dates and times in advance via the guideline page on the NICE web site, and are reminded by email.’

	1743
	Royal College of Anaesthetists


	10.2 Principles of responding to stakeholder comments
	187

,line 66
	The link on line 66 links to a draft document from 2008, which was due for review in 2010. Is this intentional? If so, this document should be reviewed and finalised promptly. 
	This document has been reviewed recently, and  the hyperlink in the manual has been updated accordingly:

http://www.nice.org.uk/About/Who-we-are/policies-and-procedures


	1744
	Royal College of Anaesthetists


	General 
	
	Throughout the document there is emphasis on the importance of seeking comments from ‘stakeholders’, presumably with a vested interest in a particular subject area or experts in that field. Whilst it is important to seek expert medical opinions, our lay members would like to suggest that it might be helpful to seek views from lay individuals on guidelines as well; these individuals would be able to look at the guideline in a more detached way, identifying gaps and suggesting ways of addressing a particular issue in a different way compared to clinicians. In the experience of members of our Patient Liaison Group, simply asking for clarification on a particular point, can trigger a discussion and the impetus needed to look at an issue in a slightly different way. 


	Each guideline Committee includes representation from at least two lay members, as indicated in Chapter 3.

	1745
	Real Life Options


	General
	
	Real Life Options are pleased to have the opportunity to contribute to the consultation Developing NICE guidelines:the manual. It is important for Real Life Options to be able to be aware of NICE processes when relevant guidelines are being developed in the future.  
	Noted, thank you

	1746
	Real Life Options


	General
	
	RLO is particularly appreciative of the way in which the proposed manual ensure that there is transparency, inclusion and wide consultation. We are supportive of the emphasis on equalities that runs through the manual.  We would also want to see, however, the guidelines being considered within a human rights framework, there may be opportunity for some cross referencing with the draft framework being developed by CQC in respect of their inspection regime.
	Noted, thank you.

Section 1.4 of the manual, Key principles for developing guidelines, makes reference to ensuring the guideline development process adheres to the equality act and human rights act.

NICE takes these obligations seriously, and considers equality throughout the process of guideline development. An equality impact assessment  is undertaken and published at numerous points during guideline development, where compliance is assessed.

	1747
	Real Life Options


	10.1

186 -187
	
	RLO is pleased to see that there is an example included here that refers to people with learning disabilities. Whilst we appreciate that these are sample questions we feel an additional reference to autism could also be beneficial.
	Text amended

This has been added at 1.4:

•
‘members of a reference group, focus group or other advisory group set up when standard involvement and consultation processes are insufficient (for example, when the topic covers a population group that is not part of the Committee, such as children or people with autism or a learning disability; see section 10.1).’

	1748
	Real Life Options


	General
	
	The emphasis on accessibility throughout is to be welcomed.  We would want more specific references to how material may be accessible for people with a learning disability, for example the guidelines being produced in EasyRead.
	Equality impact assessment is undertaken throughout the guideline development process. This includes a specific question asking the Developer to consider whether the guideline address a population with a specific disability-related communication need, and if so, whether an alternative version of the ‘Information for the Public’ document is recommended. This includes the development of Easy Read versions.

This operational detail is not specific in the manual.

	1749
	The Migraine Trust


	General
	
	The new ‘NICE guidelines: the manual’ looks to be a comprehensive and thorough piece of work.  It should service stakeholders of NICE well for the future.
	Noted, thank you

	1750
	Word of Mouth Research Ltd


	10.1

Public health fieldwork


	186
	Word of Mouth Research Ltd is a specialist public health research agency with expertise in conducting and assessing evidence to inform public health practice. We have been commissioned by NICE to conduct several fieldwork research projects on a range of public health guidelines and guidance. 

Our experience of this process is that it is incredibly valuable to NICE and its PHACs in determining whether and how to amend the recommendations.  In all cases where we have conducted fieldwork for NICE the draft guidance/recommendations that has been tested has been found to be wanting/failed to address key concerns/ failed to consider critical implementation issues/actors and so forth – none of which would or could have been identified through any other form of consultation. The revised guidance has in all cases been significantly improved and in some cases had to be almost entirely re-written because of the response to it by practitioners involved in the fieldwork.

However, it appears to us that senior decision makers at NICE are unaware of the importance of fieldwork, as over the last few years and in response to the demands to reduce expenditure overall, fieldwork has come to be seen as a ‘nice to have’ rather than a ‘essential requirement’ in the development of public health guidance. The new/revised methods manual indicates that fieldwork will only be conducted in exceptional cases as part of the process of guidance development/production. We believe this is a mistake and to the detriment of good public health policy.

We have come to believe that this mistaken impression about the value of fieldwork may be attributed to the fact that NICE undertakes a stakeholder consultation that runs alongside the fieldwork process at the same time – and that there is a sense that the (paid for) fieldwork is simply duplicating the (unpaid for) stakeholder consultation. Indeed our experience is that chairs of PHAC have frequently commented – somewhat surprised themselves – at how much overlap there has been between the fieldwork findings and the stakeholder comments.

 
	Thank you for your comments. The benefit of field work, where undertaken, is acknowledged by NICE.

As with all public sector organisations, NICE is operating under increasing financial pressure, and we are unable to undertake field work as a routine component of all guidelines.

Experience has indicated that the most value is gained by undertaking field work to test the draft recommendation of guidelines in novel, complex or sensitive areas. These criteria are not intended to be absolute, but to support guideline Developers in considering whether the investment in fieldwork might be appropriate.

It is acknowledged that the field work process is separate to, and findings may differ from, the consultation feedback received from registered guideline stakeholders.

	1751
	Word of Mouth Research Ltd


	10.1
	
	However, we doubt that the two methods do elicit similar views from the field. Based on our own experience when we have included an online element to our fieldwork studies – and invited contributions from a wider range of stakeholders (akin to the NICE stakeholder approach), we have found that a) the kind of people who respond to an online invitation to participate are not typical of the range of practitioners identified as having to implement the guidance and who are included as part of the fieldwork research – but are more likely to be national/representative bodies, royal colleges, advocacy groups etc and to be responded to by policy analysts and professional advocates etc rather than frontline staff or people expected to implement the guidance and b) the type of comments that this form of consultation elicits tends to be very different from the responses gained through the dynamic of debate and discussion that is the hallmark of qualitative research in which participants read, discuss and debate in detail the recommendations individually and overall.

If there is a perception within NICE that there is an apparent overlap/perception of duplication between fieldwork and stakeholder consultation, we would question whether this may be result of the former being used inadvertently to inform the latter? 

We would like to see fieldwork given a higher priority in the development of public health guidance and in particular, that it should be identified as a requirement for all topics – and not just those that are deemed ‘novel, complex or sensitive areas’ – which itself is entirely subjective and open to misunderstanding.
	Thank you for your comments. The benefit of field work, where undertaken, is acknowledged by NICE.

As with all public sector organisations, NICE is operating under increasing financial pressure, and we are unable to undertake field work as a routine component of all guidelines.

Experience has indicated that the most value is gained by undertaking field work to test the draft recommendation of guidelines in novel, complex or sensitive areas. These criteria are not intended to be absolute, but to support guideline Developers in considering whether the investment in fieldwork might be appropriate.

It is acknowledged that the field work process is separate to, and findings may differ from, the consultation feedback received from registered guideline stakeholders.

	1752
	Young Minds


	Appendix B

, lines 39-46
	8
	The section on addressing gaps in evidence should more explicitly state that during the process of gathering evidence, it is important to identify and implement ways of ensuring that children and young people from seldom heard groups are engaged in the evidence gathering process.
	This section covers all ages and the focus is on ensuring any gaps in evidence are addressed – we have not added CAYP explicitly therefore.

	1753
	Young Minds


	Appendix B

, lines 104-105
	10
	It could be clarified that ‘giving feedback to participants on the findings and how they have been used’ is a requirement of undertaking consultation. This should be mandatory within any consultation that NICE undertakes and could be more clearly prioritised in the document.   
	This is a core principle and one that is emphasised already within the document – please see sections 1.4 and 10

	1754
	Young Minds


	Appendix B

, lines 106-107
	10
	This section on consultation could explicitly state it is important to engage seldom heard children and young people in consultation processes (where relevant).  
	Text amended

Appendix B ‘The Developer should consider the recruitment strategy and choice of methods carefully, in line with the purpose of the consultation, taking into account the topic, the target populations, the range of views required, and other relevant issues. It is important to engage seldom heard children and young people in consultation processes, where relevant to the guideline.’


	1755
	Young Minds


	Appendix B

, lines 115-116
	10
	It states that ‘group-based methods are best for finding out how people feel and exploring topics in detail’, however this method may not always be appropriate, depending on the needs of the participants being consulted with.  1-to-1 interviews are also very effective at exploring topics in detail and also navigate some of the concerns about anonymity and confidentially which may be a barrier in group consultation.  A broader statement such as ‘The most appropriate of these methods of consultation to use should be determined by the Developer and contractor, taking into account the needs and preferences of the specific population of children and young people involved in the consultation’ could be more useful.  
	Text amended

Appendix B ‘The most appropriate method should be determined by the Developer and contractor, taking into account the needs and preferences of the specific population involved in the consultation.’


	1756
	Roche
	General
	
	No Comment
	Noted, thank you

	1757
	NHS England
	General
	
	No Comment
	Noted, thank you

	1758
	RCPCH
	General
	
	No Comment
	Noted, thank you

	1759
	Assocoation of school and college leavers
	General
	
	No Comment
	Noted, thank you
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	MSD.doc
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	National Collaborating Centre for Women’s and Children’s Health (NCC-WCH)
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	NHS Thanet CCG
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	Jane Munro
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	UK Cochrane Centre
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	NICE  Clinical guidelines technical support unit
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	Dental Fusion Organisation
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	FSHR comments.doc
	Clinical effectiveness unit, Faculty of Sexual and Reproductive Healthcare


	 3
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	Healthcare Improvement Scotland


	 1
	

	Rotherham and South Humber.doc
	Rotherham, Doncaster and South Humber NHS


	 1
	

	St Oswalds hospice.doc
	St. Oswald’s Hospice


	 1
	

	Steven Williams  - Member of GDG CG 130.doc
	Member of NICE guideline development committee (CG130)


	 1
	

	BAAT.doc
	British Association of Art Therapists 


	 2
	

	Bayer.doc
	Bayer plc


	 13
	

	BC Centre for excellence for womens health.doc
	BC Centre of Excellence for Women’s Health


	 5
	

	BDA.doc
	British Dental Association


	 1
	

	BHIVA.doc
	BHIVA – British HIV Association


	 4
	

	CSP.doc
	Chartered Society of Physiotherapy


	 18
	

	Johnson and Johnson.doc
	Johnson and Johnson


	 6
	

	Joint response ACP.doc
	This is a joint response on behalf of:

ACP (The Association of Child Psychotherapists)

BACP (The British Association for Counselling and Psychotherapy)

BPC (The British Psychoanalytic Council)

The Royal College of Psychiatrists’ Faculty of Medical Psychotherapy

TCCR (The Tavistock Centre for Couple Relationships)

UKCP (The UK Council for Psychotherapy).


	 40
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	Lilly UK


	 6
	

	Macmillan.doc
	Macmillan Cancer Support


	 5
	

	MS Society.doc
	The MS Society
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	NCC - C.docx
	National Collaborating Centre for Cancer
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	National Collaborating Centre for Social Care
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	North Staffordshire Combined Healthcare NHS Trust
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	RCN.doc
	Royal College of Nursing
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	Royal College of Physicians (RCP)


	 6
	

	RCR.doc
	Royal College of Radiologists


	 8
	

	Royal Pharmaceutical society.doc
	Royal Pharmaceutical Society


	 9
	

	Sanofi.doc
	Sanofi 


	 7
	

	SURE - Cardiff.doc
	Cardiff University


	 11
	

	BMA - GP Committee.doc
	General Practitioners Committee - 

British Medical Association


	 6
	

	British fertility society.doc
	British Fertility Society


	 6
	

	British Society of Gasterenterolgy.doc
	British Society of Gasterenterology


	 1
	

	Committee member - Behaviour change.doc
	Member of Behaviour Change Programme Development Group 


	 6
	

	Elcena Jeffers Foundation.doc
	Elcena Jeffers Foundation


	 1
	

	Ferring.doc
	Ferring


	 3
	

	Hearing link.doc
	Hearing Link


	 4
	

	Member of TA Committee.doc
	Member of Technology Appraisals Committee


	 1
	

	MS Trust.docx.doc
	Multiple Sclerosis Trust


	 19
	

	MSD.doc
	Merck Sharp and Dohme


	 7
	

	NHS Population Rightcare project.doc
	Muir Gray – NHS Population Rightcare Project


	 3
	

	PHAC D Committee member - 2.doc
	PHAC D Committee member


	 3
	

	RCOA.doc
	Royal College of Anaesthetists


	 6
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	Real Life Options
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� Hawton A, Green C, Telford CJ, Wright DE, Zajicek JP. The use of multiple sclerosis condition- specific measures to inform health policy decision-making: mapping from the MSWS-12 to the EQ-5D. Mult Scler. 2012; 18(6):853-861


� To illustrate this example: Breakthrough Breast Cancer has a long history of work in the area of breast cancer family history and has sought to understand barriers to implementation through engagement with healthcare professionals, and to identify models of good practice. The charity have worked together with the Yorkshire and Humber Strategic Clinical Network which is undertaking a project to implement the NICE familial breast cancer guideline in their area, providing patient information, based on our guide to services for people with a family history, and providing a pilot version of a referral tool for use by GPs. 








�  � HYPERLINK "http://guidance.nice.org.uk/CG164" �http://guidance.nice.org.uk/CG164�


� � HYPERLINK "http://www.nice.org.uk/nicemedia/live/13269/64244/64244.pdf" �http://www.nice.org.uk/nicemedia/live/13269/64244/64244.pdf�
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