How to use the company’s Summary of Information for Patients (SIP): NICE guide for Patient Experts
About this guide
This guide is an introduction to the Summary of Information for Patients (SIP) written by the company for you as a plain English summary of their submission to NICE.  It is one of the documents you may wish to read to help you participate as a patient expert.
What is a patient expert?
A patient expert is the term we use for somebody with lived experience of a condition or a disease either personally or as a parent or carer of someone with the disease or condition. They could also be somebody who works or volunteers for a patient organisation who brings a broader perspective through their experience in the organisations. Patient experts participate in our evaluations and committee meetings to provide their unique insight.  In this document when we refer to ‘your own experience’ that could be as a patient, a parent or carer or as somebody who works or volunteers for a patient or voluntary sector organisation. Other terms might be community expert, parent or carer, but we use the general term patient expert. 
The role of the patient expert is to participate in the discussions and answer the Evaluation Committee’s questions, relating to patients’ experience of the therapies under evaluation and the condition that they treat. They attend as individuals rather than representatives of their nominating organisation.
Help and support for patient experts
While your nominating organisation will be an excellent source of support, you (and they) will have a public involvement adviser to support you throughout your participation in an evaluation.  We have a guide for preparing to be a patient expert  and we also offer all new patient experts a group Zoom briefing. If you have any questions, we are happy to support you. Please contact PIP@nice.org.uk. 
What is the SIP?
The Summary of Information for Patients (SIP) is written by the company who is seeking approval from NICE for their treatment to be sold to the NHS for use in England.  It is a plain English summary of their submission written for you.  It is not independently checked by anybody else, although members of the public involvement team at NICE will have read it to check for marketing and promotional content before it is sent to you.
What should I consider when I read the SIP?
When you read the SIP we suggest you compare it with your own experience.
How much does the information in the SIP match your experience of:
1. the condition or disease
2. the new treatment, its benefits, side effects and any other advantages or disadvantages of taking it.
3. Other treatments available in the NHS (that you have had) and their benefits, side effects or advantages or disadvantages
Consider:
· Has the company accurately captured quality of life before, during and after the treatment (if you have had this treatment).
· Has the company missed anything important to you?

How might the SIP help me?
It might help you
· with your personal statement. We recommend that you either write your statement first and then read the SIP to see how it compares with your experience or that you read it together with other information such as the scope produced by NICE before writing your personal statement. Please do not lift information from the SIP into your written statement – we already have the information from the company and are seeking your experience.
· participate in technical engagement (if this step is included in the evaluation of this treatment)
· to help understand the committee papers before the meeting.

What other documents may be available?
The SIP is one source of background reading for you.  We also recommend that you may wish to read these documents which are available to you at different times:

1. the final scope written by NICE which sets out the treatment, population to be treated, outcomes of treatment and the other treatments being used in the NHS (known as the comparator treatments). 
Available from the beginning of your participation.
2. submissions written by the patient organisations participating in the evaluation. Available when you have been confirmed by NICE as a patient expert.
3. the Evidence Assessment Group’s Report (previously known as the Evidence Review Group) summary 
Available during the technical engagement stage, if applicable, and as part of the committee papers.
4. clinical expert statements
Available as part of the committee papers.
5. key full version of the peer reviewed journal article of the clinical trial – full access (either open access or PDF)
Available with the SIP.
6. the slide set for the committee meeting
Available close to the committee meeting.

[bookmark: _Hlk97297183][bookmark: _Hlk98148469]The committee papers will include the written submissions from all the stakeholders and the full company submission often including references and articles made available by the company, and the full Evidence Assessment Group report which critique’s the company’s submission. Each of these are written from different perspectives. Which, if any, of the documents that you read is up to you.
[bookmark: _Hlk97297257]Benefits of the SIP
Reading the SIP is optional. 
You could read the SIP:
· Together with the scope written by NICE when first engaging in the evaluation
· At any point during your participation in the evaluation, although we recommend if you read it, you do so in preparation for the technical engagement stage (if applicable) and importantly together with the other documents outlined above before attending the committee meeting.
· Read it as a stand-alone document from the company, or to help understand the company’s main submission.


Sections of the SIP 
To help you navigate the Summary of Information for Patients, it has been divided into four sections:
· [bookmark: _Hlk45530176]Section 1: Submission summary 
· Section 2: Current landscape
· Section 3: The medicine
· Section 4: Further information, glossary and references
Further context, Summary of Information for Patients sections explained
Section 1: Submission summary
This section includes a summary about the treatment. It is intended to give you a quick overview of the treatment under review.
At the beginning of this section is an executive summary. This is to introduce the medicine and provide a quick overview of the patients the medicine is intended to treat. The intention of this section is to set the scene and support your understanding of the company’s submission when reading the following sections. 
Section 2: Current landscape
This section has details about the condition in general and how it is currently treated from the company’s perspective. A summary of existing medicines already in use for this condition is included. This helps the pharmaceutical company to show why it thinks the medicine is different and explain how the medicine can potentially address patients’ unmet needs. 
If relevant, information about how the condition is diagnosed will be included This is because in certain cases, one of the challenges of living with the condition might include difficulty in diagnosis or continued monitoring of chronic diseases. This can result in patients not being properly treated, and in turn lead to a lower quality of life or worse prognosis. 
The Summary of Information for Patients focuses just on the main condition, or illness, that the medicine is intended to treat and that is being assessed currently by NICE. That is why details about other conditions that the medicine may eventually be used to treat have not been included, to ensure it remains focused on one condition.
Finally, this section may include any patient-based evidence that the company has generated through research or engagements with patients or patient groups. This information may have come from various studies or research about patient experiences of living with the condition. This is to further support and add context about how the medicine might address patient needs.
Section 3: The treatment 
This is where the company has summarised their perspective of the details about the treatment, including how it works and how it is given or taken. They will also say if the treatment will be used in combination with any other medicines. 
Importantly, this section includes how effective and safe the treatment is in trials, and how it might affect the quality of life for patients living with the condition. It should outline all issues about the medicine from the patient perspective and consider whether there is anything missing from the patient perspective. This should include not only the key benefits of the treatment but also side effects and any disadvantages. It should give a sense of how the medicine might offer improvements in daily experiences of living with the condition.  
This section also contains a list of clinical trials that are currently taking place.
The section includes a summary of the main potential benefits of the medicine for patients, caregivers and their communities when compared with other medicines. It is supported by any data from the clinical trials listed in the Summary of Information for Patients.  There are also questions about how innovative the company thinks their treatment is, and why, and any potential equality issues (as required by the Equality Act 2010, and to complying with the Human Rights Act 1998) that might need to be taken into account.
This data will inform any relevant cost or financial considerations for patients in the final part in section on economics and value considerations. 
Section 4: Further information, glossary and references
This section is intended to guide you to other relevant online information about the medicine that might help your organisation to provide input to the HTA submission. 
The references are a list of publications or online sources that provide supporting evidence for the content of the Summary of Information for Patients. It is important that this information is included so that the information provided is shown to be scientifically accurate.  If the company can, they will provide the documents for you or links to open access materials.
The glossary is written in patient-friendly language to try to explain any complex or scientific terms included in the SIP. To help patients fully understand the information provided, we encourage the company not use acronyms or technical language in the rest of the SIP. 
Background to development of the Summary of Information for Patients template
[bookmark: _Hlk98149156]The Summary of Information for Patients template has been adapted for use at NICE from the Health Technology Assessment International – Patient & Citizens Involvement Group (HTAi PCIG) International Template. Information about the development is available in an open-access IJTAHC journal article. The international SIP template has been co-created by a multi-stakeholder group of the HTAi-PCIG with input from industry, HTA bodies and patient group representatives. See: https://htai.org/interest-groups/pcig/resources/. 
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