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Patient Group Submission Template for HTA of Health Interventions (not medicines)

Submission Template Overview
Purpose
The HTAi Patient Group Submission Template seeks to help patient groups submit information to an HTA of a non-medicines health technology. It provides prompts for patient groups to help them explain patients’ and care-givers’/carers’ perspectives in a manner that is most likely to inform HTA decision-making. It is not intended for use by individual patients or as a structure for commenting on draft reports.

This template has been created predominantly for use by health technology assessment (HTA) organisations. To help them engage with patients and obtain useful information for their assessment process. It may also be useful for training purposes in patient organisations and to support industry in their interactions with patients.

Development

It has been developed by the HTAi Interest Sub-Group for Patient/Citizen Involvement in HTA drawing on international experience and using international consultation with all stakeholders in HTAi. This work has been led by Karen Facey and overseen by public partners and HTA Agency leads that are involved in non-medicine’s HTA.

Use 
The template should be modified to suit local processes, terminology (e.g. for phrases such as patient group and HTA organisation) and language. It should be available in accessible formats, which may be online or in the form of an electronic or paper document. The elements in yellow highlight need to be completed by the HTA organisation undertaking the HTA.

The completed patient submission forms are intended to be used by HTA staff/reviewers and/or presented to HTA committees that are making decisions about the use of. They could also be informative to organisations designing clinical trials and completion of the form outside an HTA could help patient groups gather coherent information that can influence policy makers.

We recommend that HTA organisations support patient groups in the HTA process using the HTAi Values and Standards for patient involvement in HTA that were launched in June 2014.  

Feedback (for version 1)
This template has been issued for piloting from XXX 2014 to YYY 2015. 

If you use the template, we would be grateful to know how you have used the template and to hear any suggestions for improvement. 

Please contact Karen Facey on k.facey@btinternet.com/+44 1360 660316, any member of the HTAi Interest Sub-Group for Patient/Citizen Involvement in HTA, or the HTAi Secretariat on info@htai.org 
<HTA committee name>

Health Technology Assessment (HTA) on
<Name of Health Intervention in Condition X>
1. Overview of this form
We recognise that patients have unique knowledge about what it’s like to live with a specific disease or medical condition. They can describe advantages and disadvantages of all forms of health technologies (interventions), which may not be reported in published literature. They can tell us what they would most value from an intervention. 
Scope
This submission form has been created to help patient groups provide information for the assessment of a particular health intervention that is not a medicine. It provides prompts to draw out the unique patient knowledge that has the greatest potential to influence the decisions made by HTA staff and appraisal committees.
A similar form already exists for medicine’s HTA. So this form is intended to cover most other forms of health technology such as devices, psychological interventions, alternative therapies, etc. Henceforward these will be called “health interventions” and examples include:

· Robotic surgery 
· Surgical meshes 
· In situ electrical stimulation 

· Aids/dressings to provide support 
· Psychological therapies
· Homeopathy 

· Devices to control symptoms.
This form may be used for assessment of new or existing health interventions, but some wording in the template may need to be changed if it is to be used with diagnostic procedures. 
For HTAs relating to how health care is organised, it is likely that the health system will undertake its standard consultation processes engaging service users with a range of conditions and so this form is less applicable.

Layout
Section 2 provides guidance to patient groups on how to complete this submission form.

Section 3 asks you for some background information about your patient group. 

Sections 4-8 are the main part of the form for you to complete, describing the views and experiences of patients and their care-givers/carers.

We recognise that completing this form requires substantial resources and so we commit to making all patient submissions available to everyone involved in the appraisal process, particularly HTA reviewers and committee members. Furthermore, our assessment reports and/or HTA advice/recommendations will document how the information from patients was considered in developing our conclusions/recommendations. 

If requested, we will provide you with further feedback about how the submission from your patient group was used and its influence on decision-making. 
	2. How to complete this form


In the main sections of this form, you are asked to describe the challenges patients face living with the condition being studied, experiences of using health interventions that are currently available  for the same purpose as the one being assessed, expectations of and potential benefits/drawbacks from the intervention being assessed. 

Each question has a series of prompts in a box that are intended to assist you in providing the information that will be helpful to HTA reviewers and committees in understanding the impact of the condition and interventions that are currently available. Please address any of the prompts that your group feels is important and describe any other relevant issues that are not captured in the list of prompts.
In all parts of this form the term “patient” refers to anyone living with, or who has lived with, the condition for which the health intervention is indicated.

Please provide clear facts, information and summaries of experiences to give a concise, accurate and balanced overview of a range of patients’ and care-givers’ (carers’) perspectives/views. State the source of your information (e.g. web survey, helpline analysis, social networking, focus group, patients’ records, one-to-one conversations with those in clinical trials, patient stories, research studies).

There is no need to send us published scientific papers, as we already have access to those. However, if you have views about the interpretation of a paper about a particular study, we would be happy to hear them.

For any of the sections in the form, if there are groups that should have special consideration, please indicate the specific needs/issues of that group (e.g. children, women/men, ethnic groups, those living in a particular location, those with other disabilities, disease sub-types).

If you require help in understanding HTA related terms, please refer to the HTAi glossary for patients or visit the training resources on the HTAi website.   

If you have any questions when completing this form, please contact 

<NAME, PHONE, EMAIL – Contact person from HTA organisation>
3. Information about your group
Name of group:
Key contact name:
Role:
Email:
Phone:
Postal address:
Type of group (tick all that apply):

Registered charity
 FORMCHECKBOX 

Fellowship
 FORMCHECKBOX 

Informal self-help group
 FORMCHECKBOX 

Unincorporated organisation
 FORMCHECKBOX 

Other 

        Please state_______________________________________________________
Purposes of group (tick all that apply):
Advocacy
 FORMCHECKBOX 

Education
 FORMCHECKBOX 

Campaigning
 FORMCHECKBOX 

Service
 FORMCHECKBOX 

Research
 FORMCHECKBOX 

Other                              
        Please specify_____________________________________________________
Describe your membership (number and type of members, region that your group represents, demographics, etc)? 
In line with how we treat other stakeholders, we ask you to complete our declaration of interests.

Did anyone help you prepare this submission?                                   YES / NO

If yes – who helped you and in what way?

Are you willing for this submission to be shared on our website after removal of any financial information and personal information that could identify patients?    YES / NO
We may invite you to meetings where this HTA is to be discussed. Would a member of your group be willing to attend such meetings?                                             YES / NO
4. Impact of condition 
How does the condition or disease for which the health intervention is being assessed, affect patients’ quality of life?
	Issues to consider in your response
· Aspects of the condition that are most challenging (e.g. symptoms, difficulty in dressing, loss of ability to work/go to school, difficulty swallowing, social exclusion).

· Activities that patients find difficult or are unable to do.

· Aspects of the condition that are the most important to control (e.g. symptoms that limit activities).

· Support required for daily living.
· Types of patients that are most affected by the condition (e.g. men/women, children, ethnic groups).
· What patients would most like to see from the intervention being assessed (e.g. improved mobility, greater symptom control, easier use, less intrusive application).



How does the condition or disease affect carers/unpaid care-givers?
	Issues to consider in your response
· Challenges faced by family and friends who support a patient to manage the condition/access the service.  
· Pressures on carers/care-givers daily life (e.g. emotional/psychological effects, fatigue, stress, depression, physical challenges).



5. Experiences with other health interventions
How well are patients managing their condition with currently available health interventions? 
	Issues to consider in your response

· List main therapies currently used by patients for this condition.
· Extent to which currently available therapies control or reduce the most challenging aspects of the condition.
· The most important benefits of currently available therapies.
· The burden of currently available therapies on daily life (e.g. ease of use, need for recalibration, special clinic visits).
· Side effects associated with currently available therapies that are difficult to tolerate. 




6. Experiences with health intervention being assessed

For those with experience using this health intervention, what difference did it make to their lives?

	Issues to consider in your response

· Advantages and disadvantages of the health intervention being assessed compared with currently available therapies.
· Ease of use.

· Symptoms that were improved and impact on quality of life.

· Impact on the use of healthcare services (e.g. fewer visits to hospital).

· Financial implications to the patient (e.g. travelling costs, administration costs).

· Side effects that are difficult to tolerate.

· Extent to which it addresses patients’ needs.



For those without experience using the health intervention being assessed, but who are aware of studies about the intervention, what are the expectations/limitations of using it?

	Issues to consider in your response

· Perceived advantages and disadvantages.

· Whether the clinical studies have reported outcomes that are important to patients.

· Level of improvement patients would like to see.

· Impact on use of healthcare services (e.g. fewer visits to hospital).

· Financial implications to the patient (e.g. travelling costs, administration costs).

· Groups of patients who might particularly benefit or who might benefit less from the intervention being studied.
· Aspects of patients’ needs or expectations that it is hoped will be addressed. 



7. Additional information

Please include any additional information you believe would be helpful to the HTA reviewers and committee (e.g. ethical or social issues).
8. Key messages

Section will be moved to top of the application form when presented to HTA Committee
In up to five statements, please list the most important points in of your submission. 

	For example:

· The biggest challenges of living with this condition are…

· Current therapies are inadequate because…

· This intervention being assessed will be beneficial because….
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