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	Version
	Date
	Description of changes

	1.0
	01.05.2014
	N/A

	1.1
	26.07.2016
	Corrected typographical errors, included treatment indication and removed option to not be listed as a contributor


Record of Updates
Please Note: This document may be updated periodically, therefore please refer to the NCPE website to obtain the most recent version

Patient Interest Groups Submissions
1. Timelines

NCPE completes the entire HTA review process within tight targeted time frames. The total review — from the time a full HTA submission is received by NCPE to the time the reimbursement recommendation is released — is 90 days.  The steps in the HTA process and targeted time frames for each new medicine under review can be found in the submission process section of the NCPE website. [http://www.ncpe.ie/submission-process/process-flochart/].  The patient interest group template is intended to be completed by patient interest groups and submitted within 3 months of the full HTA start date (the submission start dates are recorded under each individual drug on the website).  
2. Submission length and format 
Patient group input should be clear and concise, and kept to a maximum 6 pages of typed pages.  We suggest that you delete the questions and examples under each heading for more space when completing each section of the template. 
Electronic submissions should be submitted as a Word document, to facilitate   incorporation into the NCPE reviewers’ reports if needed.  The NCPE does not accept submissions from individual patients.  Information should come from patient organisations which represent patients, carers and families. 
Further information may be requested by the NCPE if necessary. Please send the completed form by email to info@ncpe.ie.

3. How to use this template

This template has been developed to support the consistent and uniform submission of information by Patient Interest Groups.  It suggests areas of information that Patient Interest Groups should consider when presenting evidence to the NCPE regarding the introduction of a new medicine in Ireland.  
The template consists of a cover sheet and four sections:-

	Section: 1
	Information on the submitting organisation.


	Section: 2
	Information on the experience of patients, carers and their families.


	Section: 3
	Views of patients, carers and their families on the difference the new medicine might make to them.



	Section: 3
	Additional information to assist NCPE.



It is suggested that Patient Interest Groups should adopt a two-stage approach to the completion of the template.  
Stage 1: Sections 1 & 2 
These sections of the template can be prepared without any timescale for the consideration of a new medicine by NCPE and can be kept up to date when changes take place.  

Stage 2: Sections 3 & 4
 If sections 1 & 2 have been previously completed, it is only sections 3 & 4 of the template that will require attention when consideration of a new medication is notified by the NCPE.
It is compulsory to provide the information requested about the submitting organisation. Groups are asked to complete as much of the rest of the template as possible.  

Patient organisations will need to have a good general knowledge of the views of patients, carers and their families on the range of medicines currently prescribed.  This will assist them to identify which existing medicines will be relevant to the indication for the new medicine under consideration.  
Guidance on specific questions 

Guidance on specific questions is included under each question. Word limits are suggested word limits for some questions this is to encourage your organisation to focus on the richness of information provided, as this may have more impact on the reviewer. 
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Please Note: This document may be updated periodically, therefore please refer to the NCPE website to obtain the most recent version

	Section 1: Submitting Patient Organisation




	Question 1: Name  of Organisation



	Please give the full name of your organisation as it appears in your governing document.



	Question 2: Alternative/Previous Names of Organisation



	Please advise of any alternative names by which your organisation is known.



	Question 3: Date of Change


	


	Question 4: Organisation’s main or registered address



	If you are using this template for the first time, please submit a copy of your governing document e.g. Memorandum of Articles or Articles of Association.  Unincorporated organisations must still provide a written governing document to demonstrate that they operate under a set of rules.



	Question 5: Type of Organisation (please tick as appropriate)


	Type A – (see Note:1)
Type B – (see Note:2)
Type C – (see Note:3)
Other

Further information on organisation type is available on www.governance.ie  (additional information is provided at the end of this document)



	Question 6: Please provide details if you have ticked ‘Other’


	


	Question 7: Please provide a short description of the nature and purpose of your organisation


	


	Question 8: If you are a membership-based organisation, please indicate the number of members and geographical spread



	


	Question 9: Please list any pharmaceutical companies that are corporate members of your organisation



	


	Question 10: Please provide FULL details of any funding received from pharmaceutical companies within the last TWO years



	Please note that hyperlinks to other documents or websites will not be acceptable

Pharmaceutical Company

Amount of funding provided

Purpose of funding




	Question 11: Please provide details of any individuals who have  had a  significant  role in drawing up your submission and have interests to declare



	Name

Role in Submission

P

O

Description of Interest


Please tick either P, to indicate a personal interest or O to indicate an interest related to the organisation of which they are part.  The description should include details of:

· whether the individual is a shareholder or director of the pharmaceutical company who manufacture the medicine 

· cash/kind received by person or organisation from the manufacturing company, 

· whether the interest relates to the specific medicine under consideration,

· whether it relates to clinical trial work for the medicine under consideration. 




	Section 2: Experience of patients, carers and their families




	Question 12: Please can you provide details of how you have gathered information about the experience of patients, carers and their families 



	e.g. helpline, focus groups, published or unpublished research, user-perspective literature (e.g. personal stories), one to one discussions



	Question 13:  Please provide information about how this condition affects the day-to-day lives of patients, carers and their families



	In describing the impact of the health problem on the lives of patients, carers and their families, you should include information about-

· symptoms,

· problems that patients experience carrying out every day activities or tasks where  patients  require assistance and support, 

· the impact on personal /family relationships

· ability to work

· social life.




	Question 14: Which aspects of living with this condition, NOT MET by current treatments, do patients need most help with?



	


	Section:3  Views of the patients, carers and their families on the difference the new medicine may make



	Question 15:  Please provide details of your sources of information about the new medicine



	Gather your members views through focus group, an online or telephone survey or talking to members who have experiences/participated in a clinical trial of the new medicine



	Question 16: Please advise us of the views of patients, carers and their families on what the advantages or disadvantages of the new medicine might be compared to existing treatments



	Existing Treatment

Advantages of new medicine
Disadvantages of new medicine
It is advisable NOT to cut and paste large pieces of information provided e.g. published evidence by Pharmaceutical companies as NCPE have access to this information already.  NCPE want to know YOUR views on the difference the new medication would make. For example-  

· side effects,
· administration ( liquid form easier to swallow, once a week injection better that daily injection, tablet form better than injection etc)
· better compliance (stick to treatment regimens and take medication as directed) 
· less reliance on health care professionals or carers

· fewer visits to  hospital

· shorter recovery times and able to return work

Please list each medicine separately.




	Question 17: To what extent will this new medication help to address the unmet needs you have previously highlighted in Q14? 



	Unmet needs or gaps in treatment choices available to patients or people affected by the condition.

Does the new medicine;
· Fill any of those gaps?
· How does it full those gaps?
· Will it make a real difference?
· How strongly do you support this medication?



	Section 4: Additional Information




	Question 18: In no more than 5 points please summarise the key aspects of your submission that you feel are most important



	Key messages you would like the decision maker to consider



	Question 19: Please provide any additional information which you believe would be helpful to the decision maker


	


Thank you for your submission of evidence
	Notes: Organisation Type (www.governance .ie)



Note: 1 Checklist for Type A

This group is run by volunteers and do not employ staff. The members of the board are therefore responsible for:
1. Overseeing the work of the organisation (governance);

2. Organising the daily work (management), and;
3. Carrying out the work of the organisation (operations).

Many such groups operate on less than €10,000 a year although some may have a larger income. They may or may not have a CHY number. Type A groups are may be incorporated but some may be required to do so by funders.

Note: 2 Checklist for Type B

These organisations usually employ a small number of staff and many may have a single member of staff. While the most senior (or only) member of staff may have a title such as manager, coordinator or administrator, the people who sit on the board will still have some management and operations responsibilities as well as their governance/oversight role.

Annual income may vary considerably from one organisation to the next in this category and many organisations may receive grants from statutory bodies and/or trusts and foundations. A 'Type B' organisation may tend to be incorporated, and may have a CHY number.

Note: 3 Checklist for Type C

The main characteristics of these organisations are that the people who sit on the board focus solely on their governance/oversight role, delegating management and operational duties to the staff. There is a clear division between the governance role of the board and the management role of staff.

These organisations tend to employ more than ten members of staff and may often have hundreds of staff which in turn, may require a structure based on functional or geographic departments. It is most likely that 'Type C' organisations will be incorporated and may have a CHY number, but this is not always the case.
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Date of Submission to NCPE: _______________








