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Developing technology appraisal guidance:
a factsheet for patient and carer groups

The National Institute for Health and Care Excellence (NICE) has written this factsheet for
national patient and carer organisations who participate, or are interested in participating, in
NICE’s technology appraisals.

This document is written as a guide to participation after a topic has been referred to
NICE.

Stage 1
Scoping
(pre-referral)

~ =

Stage 2
Guidance development
post-referral

In this document, we will refer to you as ‘you’ and sometimes as ‘patient and carer
organisation’, we will refer to the Public Involvement Programme as ‘we’, and the NICE
technology appraisal programme as ‘NICE’.

Other documents you might find useful are:

* An overview of NICE technology appraisals for patient and carer groups
* Scoping technology appraisals: a factsheet for patient and carer organisations
* Hints and tips on nominating patient experts

We have also written a document for individual patient experts on how they can participate in
technology appraisals called:

* Hints and tips for patient experts

We also have guides on the methods and process of technology appraisals and these are
available on the NICE website. These are not specifically written for patient and carer
organisations. They are:

* Guide to the methods of technoloqgy appraisal
* Technology appraisal process guides

If you have any questions or would like further information, please contact the Public
Involvement Adviser for technology appraisals, Heidi Livingstone at
heidi.livingstone@nice.org.uk or 020 7045 2183.

Developing technology appraisals: a factsheet for patient and carer groups 10of16
Public Involvement Programme
April 2014


mailto:heidi.livingstone@nice.org.uk
https://www.nice.org.uk/About/What-we-do/Our-Programmes/NICE-guidance/NICE-technology-appraisal-guidance

N I C National Institute for
Health and Care Excellence Public Involvement Programme

Contents
1 INTRODUCTION.....coiiiiiiiiiiititii ettt e e e e e r e e e e e e e s ennn e 3
la What are NICE technology appraisalS? ... 3
1b When does NICE appraise new technologi€s? ..........ccuvviiiiiiieeeiieeiiiiiiieeeeeeeeeennns 3
1c What is the technology appraisal ProCeSS?........ccuviviiiiiiiiiiiiiiiiiiiiiiiieeeeeeeeeeeeeeee 3
2 GUIDANCE DEVELOPMENT (POST-REFERRAL) .....coviiiiiiiiiieieiieeeee e 4
3 HOW YOU WILL BE NOTIFIED THAT A TOPIC HAS BEEN REFERRED FOR
APPRAIS AL <t e e 6
3a Consultee and commentator information meeting (multiple technology appraisals
(0] 11 ) P 6

4 WHAT DO YOU NEED TO DO WHEN YOU RECEIVE YOUR INVITATION TO

e I [ I 7
4a  NOMINALING EXPEITS ..o 8
4a(i) Nominating PatienNt XPEITS .........ciiiii e e 8
4a(ii) Nominating clinical EXPErtS .........oovviiiiiiiiiiiiieeee e 9
4b Organisational statements and patient expert statements ............cccccevvvvieeeeennn. 9
4b(i) Organisational StAtEMENTS .......ccoeiiiiiiiiiiiiiieee e 9
4b(ii) Patient expert StatemMeENtS ...........coiiiieiiiiiec e 9

4c Commenting on the assessment report (multiple technology appraisals only) .. 10

5 WHAT HAPPENS AT THE FIRST COMMITTEE MEETING? ......ccoooeiiiiiiiiiiinnnn. 11
6 HOW TO PARTICIPATE IN THE CONSULTATION ....cuuiiiiiieiiieeeiiiicie e eeeeeeeens 12
6a Appraisal consultation dOCUMENLS...........couiiiiiiiii e 12

6a(i) Patient OrganiSAtioNS .........ccoooviiiiiieee e 12

Ba(il) PatieNt EXPEIS ... oo e a e aaaaas 13

6a(iil) Members of the PUDIC.........coooiei i 13
7 WHAT HAPPENS AT THE SECOND COMMITTEE MEETING? .......cccoovviiiieenns 14
8 WHAT IS A FINAL APPRAISAL DETERMINATION? ....ccoiiiiiicieeee e 15
9 WHEN IS FINAL GUIDANCE PUBLISHED? .....ccooitiiiiiiiieeiiieeii e 16
Developing technology appraisals: a factsheet for patient and carer groups 2 of 16

Public Involvement Programme
April 2014



N I c National Institute for
Health and Care Excellence Public Involvement Programme

1 Introduction
la  What are NICE technology appraisals?

The word ‘technology’ includes all types of medical intervention — for example, drugs,
medical devices, types of operation and health education programmes.

In the context of NICE a ‘technology’ frequently means a particular drug.

1b When does NICE appraise new technologies?

When NICE is informed that new technologies (or drugs) will soon receive their licence (are
safe to be sold to the NHS) most come to NICE to be appraised. You will also hear the term
Marketing Authorisation which means that a technology is both safe and may be sold in the
UK.

1c What is the technology appraisal process?

Technology appraisals have two stages:
1. scoping (pre-referral).
2. guidance development (post referral).

At NICE, we think it is important for patient and carer groups to be involved in both stages to
make sure their views can be included.

Stage 1
Scoping
pre-referral

Stage 2
Guidance development
post-referral

For more information on scoping (pre-referral — before a topic is referred to NICE for
appraisal please see ‘Scoping technology appraisals: a factsheet for patient and carer
organisations’.
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2 Guidance development (post-referral)

There are three ways that patient organisations can get involved:
1. Providing a written organisational submission
2. Nominating experts to attend the committee and provide a written statement:
a. patient experts
b. clinical experts.

3. Commenting on the appraisal consultation document (ACD) and the final appraisal
determination (FAD).

Additionally for multiple technology appraisals, the patient groups and other consultees will
be invited to comment in writing on the assessment report produced by the independent
academic group. NICE will send you the report and invite you to comment before the first
committee meeting.

Please see diagram of post-referral guidance stages overleaf.

The Public Involvement Programme recommends that patient organisations use all
opportunities to participate.
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3 How you will be notified that a topic has been referred for
appraisal?

When a topic for technology appraisals has been referred to NICE, NICE will email you and
let you know when to expect your invitation to participate in the appraisal.

3a Consultee and commentator information meeting (multiple technology
appraisals only)

If the technology appraisal is a multiple technology appraisal your organisation will be invited
to attend an information meeting for consultees and commentators. The purpose of the
meeting is to:

* provide more information about NICE
* explain the appraisal process

* explore technical aspects of the appraisal.

Your organisation may send up to two people to the meeting. It would usually be people who
volunteer or work for your organisation who have good knowledge of the condition, current
technologies, the new technology and outcomes that are important to patients and who are
comfortable with expressing their views. Often a policy officer might attend. We would not
normally recommend you send a patient with personal experience of a condition and
treatment to this unless they also have a good broad knowledge of the condition, treatments
and important outcomes. However, an individual patient might be ideal to be nominated as a
‘patient expert’ (see section 4a(i)).

At the meeting you will meet members of NICE staff, people from the independent
academic group (the ‘Assessment Group’) and other stakeholders such as manufacturers
of the technology.
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1
Invitation to Participate
(evidence submissions and
nominating experts)

4 What do you need to do when you receive your invitation to
participate?

Your invitation to participate email explains how to get involved in the technology appraisal
and includes a number of attachments - some for your information and some for completion
and return.

Forms for information

Appendix A — Procedure note and summary page (including key dates for submissions,
nominations and committee meetings)

Appendix B — Final scope

Appendix C — Final matrix

Appendix D — NICE’s response to consultee and commentator comments on the draft scope
and provisional matrix

Forms for completion

Appendix E — Participation and confidentiality agreement form
Appendix F — Expert nomination form

Appendix G — Patient/carer organisation statement template

You need to complete the Participation and confidentiality agreement form (Appendix
E) to participate in the technology appraisal.

You have 4 weeks to return this, but we recommend you do it as soon as you
reasonably can because this document is key to the whole technology appraisal process:

* It means that you will receive all future mailings for this topic, you will be able to
submit statements, comment on the appraisal consultation document (ACD) if NICE
produces one and the final appraisal determination (FAD).

* If we receive this form you will be offered a financial contribution (currently of £400)
to help you participate in the appraisal.

Please note that the contact details you give on this form will be used for all future
correspondence.

We recommend you send the form back stating whether you wish to participate or not so
that we know that you have received the mailing but have made a decision not to take part.
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4a Nominating experts

4a(i) Nominating patient experts

We normally have places for two patient experts per technology appraisal topic.
We recommend that you nominate:

1. One patient expert with a broad knowledge of the condition, current treatments, new
treatment and outcomes that are important to patients.

2. One patient expert with personal experience of the condition, and where possible the
treatment in question.

Although there is a deadline for patient expert nominations, we understand that it is
sometimes difficult to find the right person or that with some conditions it's necessary to wait
until close to the committee meeting because the person may be so unwell. If this is the
case, please let Heidi.livingstone@nice.org.uk know as soon as you can so that she can
keep the committee team updated. Heidi will also be able to let you know if we already have
enough patient experts.

Nominations may come from one organisation only, or you may jointly nominate with
one or more organisations.

Please note that the contact details patient experts give on the nomination form (Appendix F)
will be used for all future correspondence including receiving the paper copy committee
papers which need to be signed for.

Please note that nominations do not mean that the nominated person will automatically be
approved by the committee chair as a patient expert. There are only two places in total for
patient experts, so the chair will choose the two he or she thinks will be most helpful for the
committee for that topic.

When a nomination has been approved by the chair, the committee project team will formally
invite the individual to be a patient expert.

Once a patient expert has been invited, they cannot be replaced unless it is for personal or
health reasons. If they need to drop out for these reasons, then we ask the nominating
organisation to let us know and submit a nomination for a suggested replacement patient
expert to go to the committee chair for approval.

Please note that patient experts are nominated and chosen as individuals, to give their
individual opinion of the condition and treatment. They are not there as ‘representatives’ of
an organisation.

For further information, please see our separate ‘Hints and tips on hominating patient
experts’ document.
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4a(ii) Nominating clinical experts

Patient organisations may nominate clinical experts in addition to patient experts. If you
wish to do so, please use the Expert Nomination form (Appendix F).

Please note that clinical expert nominations must be in by the deadline to be accepted
(unlike patient experts). It is normal for there to be more clinical experts nominated than we
have places available and so nominations do not mean that the nominated person will
automatically be approved by the committee chair as a clinical expert. There are only two
places in total for clinical experts, so the chair will choose the two nominees he or she
thinks will be most helpful for the committee for that topic.

When a nomination has been approved by the chair, the committee project team will send
the individual an invitation to invite them to be a clinical expert.

4b Organisational statements and patient expert statements
4b(i) Organisational statements

Please use the Patient/carer organisational statement template (Appendix G).

You have 8 weeks to return this for a single technology appraisal and 14 weeks for a
multiple technology appraisal and it must be submitted by the deadline. The deadline
date is in Appendix A sent with your invitation to participate.

If you wish to include case studies, we suggest that you summarise them and include key
quotes as part of your statement.

Statements may come from your organisation only, or you may choose to collaborate with
one or more organisations to produce a joint statement.

4b(ii) Patient expert statements

Patient experts must either:

1. Agree with the organisational statement (if one has been submitted) of their
nominating organisation

or
2. Submit their own written patient expert statement.

We recommend that, where possible, the patient expert writes his or her own statement in
addition to the organisational statement. However, this may not always be practical, for
instance, if they wrote the organisational statement themselves.

Please note that wherever possible we need to receive the patient expert statements at
least two months before the committee meeting. This is to give the lead team sufficient
time to read all the statements and prepare the presentations for the committee.
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The patient experts will have the committee paperwork posted out to them before the
committee meeting. Please note the patient experts receive the paperwork and not the
organisation.

For more information on patient expert statements, preparing to be a patient expert and the
committee meeting, please see our separate ‘Hints and tips for patient experts’ document.

4c Commenting on the assessment report (multiple technology appraisals
only)

You will be sent the assessment report prepared by the independent academic group for that
particular topic. You will have 20 working days to send in your comments on the technical
content of the report if you wish to. All comments will be incorporated into an evaluation
report which will be considered by the committee with the rest of the evidence at the
committee meeting.
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2
Committee meeting
(to consider the evidence)

5 What happens at the first committee meeting?

The committee meets to discuss the evidence from all the stakeholders. The patient
and clinical experts are invited to answer questions and take part in the discussions.

Based on all the evidence, the committee considers 2 main things:

i) Clinical effectiveness — how well the treatment or therapy works, compared with
current treatment in the NHS

i) Cost effectiveness — is the new treatment or therapy good value for public money,
compared with current treatment in the NHS?

Every time NICE recommends the use of such a technology (drug or medical device) to the
NHS, savings from existing budgets have to be made to pay for the new treatment. In
practice, this often means that something else can no longer be paid for. The committee
need to be as certain as possible that the effectiveness and benefits of the new treatment
would outweigh the potential cut of a service or treatment for patients with the same or other
conditions. The committee may refer to this as ‘opportunity costs’.

Technology Appraisals Advisory Committee meetings are open to the public as part of
NICE’s commitment to openness and transparency. There is potential for up to 20 people to
observe the meeting. We anticipate that many of these places will be taken by interested
members of the public and may also include members of the press and people from
stakeholder organisations including drugs manufacturers.

Patient organisation members are welcome to register to observe the committee from the
public gallery using the facility on the NICE website.

For detailed information on the committee meeting please see our separate ‘Hints and tips
for patient experts’ document.
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3
Consultation

6 How to participate in the consultation

After the committee meeting NICE will send you an email saying what type of document will
be produced after the committee meeting and when you should expect the document:

1. If the guidance is broadly in line with the licence for the technology, there is no formal
consultation. NICE produces a final appraisal determination (FAD) document directly
from this first meeting (but only for an STA), and it contains the final
recommendations made by the committee to NICE.

2. If the guidance is restrictive however, NICE produces an appraisal consultation
document (ACD). This is draft NICE guidance and is completed 3 weeks (15 working
days) after the committee meeting. It is sent out to all consultees, commentators and
experts for comments, and posted on the NICE website for open public consultation
1 week later. For multiple technology appraisals NICE always produces an appraisal
consultation document (ACD) regardless of whether the guidance is broadly in line
with the technology or not.

6a Appraisal consultation documents

There are three ways patients, carers and the public can comment on an appraisal
consultation document:

1. as a patient organisation
2. as a patient expert

3. as a member of the public.

6a(i) Patient organisations

Participating patient organisations have 4 weeks (20 working days) to email their comments
on the appraisal consultation document.

Please note that patient organisations have suggested strongly to the public involvement
team that even if you agree with every aspect of an appraisal consultation document, that
you comment to say so, otherwise NICE will only hear from those who do disagree and
might assume everyone disagrees as they have no comments to the contrary.

Please do not use the NICE website to send your comments. If many members of your
organisation wish to comment, we recommend that you contact either
heidi.livingstone@nice.org.uk or your committee project team for the best way to do this.
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6a (ii) Patient experts

Patient experts may comment on an appraisal consultation document by email, either as an
individual or with their nominating organisation, or organisations. Experts also have 4 weeks
(20 working days) to email their comments.

Please do not use the website to send your comments, as this is only for the general public.

6a (iii) Members of the public

We encourage people to use the website to comment if they cannot give their opinion
through a participating patient group but wish to give their opinion and their own examples.
As the ACD goes on the website 1 week after the consultees, commentators and experts
receive it, members of the public have 3 weeks to comment.
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4
2"Y Committee meeting

7 What happens at the second committee meeting?

The second committee meeting is held to consider the consultation response.

It is unusual for patient and clinical experts to attend the second committee meeting.
However, if experts are invited to the second committee meeting it will be to answer
guestions that have arisen from the consultation, or occasionally because new evidence has
been identified during the consultation.

Patient organisation members and patient experts are welcome to register to observe the
committee from the public gallery.

Occasionally, if the draft guidance for a single technology appraisal topic is broadly in line
with the marketing authorisation of the treatment, NICE will not produce an appraisal
consultation document and there will be no second committee meeting.
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5
Draft final guidance

8 What is a Final Appraisal Determination?

A final appraisal determination (FAD) is produced after the final committee meeting and is
the pre-publication version of the final guidance.

The FAD is sent out to participating organisations and the experts:
1. to check for factual inaccuracies

2. for certain stakeholders (only the consultees) to lodge an appeal if they think they
have ground. (How to lodge an appeal is explained in the email that accompanies the
final appraisal determination).

The final appraisal determination is also put on the website a week later, only for public
information and not for comment.
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6
Final guidance published

9 When is final guidance published?

As a stakeholder for the topic (consultee) you will receive advance notice of when the
guidance will be published. You will also receive a final version of the guidance 48 hours
before it is published.

Guidance is usually published on the fourth Wednesday of every month, except for
December when it is published earlier. The month NICE anticipates publishing an
appraisal can be found on the topic’s page of the NICE website.

We produce a plain English version of the guidance for patients and carers, called
‘Information for the Public’. If your organisation has participated in the development of the
appraisal, we will probably contact you for your permission to include your organisation’s
contact details at the end of the document. This is so patients and carers know where to go
for more support and information.

If you have any questions, please contact:

Heidi Livingstone

Public Involvement Adviser for technology appraisals,

Public Involvement Programme, NICE

Tel: 44 (0)20 7045 2183 Email: heidi.livingstone@nice.org.uk
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