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 Section 1 — General Information

	Name of the drug CADTH is reviewing and indication(s) of interest
	

	Name of patient group
	

	Name of primary contact for this submission:
	

	Position or title with patient group
	

	Email
	

	Telephone number(s)
	

	Name of author (if different)
	

	Patient group’s contact information:
	

	Email
	

	Telephone
	

	Address
	

	Website
	



CADTH may use the preceding information to contact individuals if comments require clarification. 
 
Information about the Common Drug Review (CDR) program and the Canadian Drug Expert Committee (CDEC) may be found in the CDR section of the CADTH website. For information regarding patient input to CDR and CDEC, please see the Patient Input section, particularly the Guide for Patient Group Input to the Common Drug Review at CADTH. 

Should you have any questions about completing this form, please contact CADTH, 
Central Intake, by telephone at 613-226-2553 or email requests@cadth.ca. 

· This template form should be used by patient groups to submit patient group input.
· Individual patients should contact a patient group that is representative of their condition to have their input added to that of the patient group.
· Please ensure that the input is in English, and that it is succinct and clear. Please use a minimum 11-point font and do not exceed six (6) typed pages (approximately 3,500 words). You may delete the instructions and examples under each heading for more space. 
· Electronic submissions should be provided as a Word document.
· The patient group input for this drug must be submitted by the deadline date posted on the Patient Input page of the CADTH website to be used in the CDR process. 
· Due to the tight time frames for providing patient input, using the “Submit” link in the table on the Patient Input page is the recommended submission method. Alternatively, the completed template may be faxed to CADTH, Central Intake, at 613-226-5392.
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· Privacy: The information provided in submissions to CADTH will be shared with CDEC, the publicly funded drug plans that participate in CDR to use in their decision-making, and may be included in publicly available documents. Personal information will not be publicly available. 
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1.1	Submitting Organization

Please provide an overview of the organization that is making the submission, including the purpose or aims of the organization and an outline of the type of membership. 



1.2	Conflict of Interest Declarations 

CADTH requires that all participants in the CDR process disclose any conflicts of interest to ensure that the objectivity and credibility of the CDR process is maintained. Patient groups must declare any potential conflicts of interest that may influence or have the appearance of influencing the information submitted. This information is requested for transparency — a declaration of conflict of interest does not negate or preclude the use of the patient input. 
(Examples of conflicts of interest include, but are not limited to, financial support from the pharmaceutical industry [e.g., educational or research grants, honoraria, gifts, and salary], as well as affiliations or personal or commercial relationships with drug manufacturers or other interest groups.) The names of all manufacturers providing funding should be listed, not just the manufacturer of the drug under review.

a)	We have the following declaration(s) of conflict of interest in respect of corporate members 	and joint working, sponsorship, or funding arrangements:



b)	We have the following declaration(s) of conflict of interest in respect of those playing a 	significant role in compiling this submission:



 Section 2 — Condition and Current Therapy Information

In each of the following sections, guidance or examples are provided to help identify the type of information that CADTH, CDEC, and participating drug plans will find most helpful in understanding the needs and preferences of the majority of patients. Objective, experiential information that is representative of the majority of the patient group is preferred. There is no need for patient groups to submit published information, as CADTH’s CDR review team and CDEC have access to current scientific literature through the manufacturer’s submission and a rigorous, independent literature search. However, relevant unpublished studies may be submitted in addition to the completed template.

2.1 Information Gathering

Please briefly identify how the information to complete Section 2 was obtained. Was it obtained, for example, through personal experience, focus groups, one-to-one conversations with a number of patients using current therapy, printed sources, etc.?
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2.2 Impact of Condition on Patients

What are the condition-related symptoms and problems that impact the patients’ day-to-day life and quality of life? Examples of the type of information that could be included are: 
· What aspects of this condition are more important to control than others? 
· How does this condition affect day-to-day life? 
· Are there activities that the patients are not able to do as a result of the condition?



2.3 Patients’ Experiences With Current Therapy

How well are patients managing their condition with currently available treatments? 
Examples of the types of information that might be included are: 
· What is the therapy that patients are using for this condition?
· How effective is the current therapy in controlling the common aspects of this condition?
· Are there adverse effects that are more difficult to tolerate than others?
· Are there hardships in accessing current therapy?
· Are there needs, experienced by some or many patients, which are not being met by current therapy? What are these needs?  



2.4 Impact on Caregivers

What challenges do caregivers face in caring for patients with this condition? How do treatments impact on the caregivers’ daily routine or lifestyle? Are there challenges in dealing with adverse effects related to the current therapy?



 Section 3 — Information about the Drug Being Reviewed

In this section, guidance or examples are provided to help identify the type of information that CDR, CDEC, and participating drug plans will find most helpful in understanding the needs and preferences of the majority of patients. Objective, experiential information that is representative of most in the patient group is preferred. There is no need for patient groups to submit published information, as CDR and CDEC have access to current scientific literature through the manufacturer’s submission and a rigorous, independent literature search. However, relevant unpublished studies may be submitted in addition to the completed template.

3.1 Information Gathering

Please briefly identify how the information to complete Section 3 was obtained. Was it obtained, for example, through personal experience, focus groups, one-to-one conversations with a number of patients using current therapy, printed sources, etc.?



3.2	What Are the Expectations 	for the New Drug or What Experiences Have Patients Had to Date With the New Drug? 

a)	Based on no experience using the drug:
· Is it expected that the lives of patients will be improved by this new drug, and how? 
· Is there a particular gap or unmet patient need in current therapy that this drug will help alleviate?
· Would patients be willing to experience serious adverse effects with the new therapy if they experienced other benefits from the drug? 
· How much improvement in the condition would be considered adequate? What other benefits might this drug have — for example, fewer hospital visits or less time off work?



b)	Based on patients’ experiences with the new drug as part of a clinical trial or through a 	manufacturer’s compassionate supply:
· What positive and negative effects does the new drug have on the condition? 
· Which symptoms does the new drug manage better than the existing therapy and which ones does it manage less effectively? 
· Does the new drug cause adverse effects? 
· Which adverse effects are acceptable and which ones are not? 
· Is the new drug easier to use? 
· How is the new drug expected to change a patient’s long-term health and well-being? 



 Section 4 — Additional Information

Please provide any additional information that would be helpful to CADTH, CDEC, and participating drug plans. This could include suggestions for improving the patient input process, indicating whether the questions are clear, etc.
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