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	Country 
	Type

	1
	England
	Former public payer

	2
	England
	Former public payer

	3
	England
	Former public payer

	4
	England
	Former public payer

	5
	England
	Former public payer

	6
	England
	Therapeutic Area Expert

	7
	England
	Health economics and HTA expert

	8
	England
	Therapeutic Area Expert

	9
	Canada
	Health economics and HTA expert

	10
	Canada
	Former public payer

	11
	Canada
	Former public payer

	12
	Canada
	Health economics and HTA expert

	13
	Canada
	Former public payer

	14
	Canada
	Therapeutic Area Expert

	15
	Canada
	Therapeutic Area Expert

	16
	New Zealand
	Former public payer

	17
	New Zealand
	Former public payer

	18
	Australia
	Health economics and HTA expert

	19
	Australia
	Therapeutic Area Expert

	20
	Australia
	Health economics and HTA experts






Appendix C: Expert interview guide  
Research plan
This discussion guide is designed for interviews with payers, policymakers and patient groups in Australia, Canada, England, Ireland, New Zealand
Interviews will be scheduled for up to one hour and will be led by a member of the project team. The outcomes of this interview will be reported only in an anonymous form.
Introduction for participants
The purpose of this interview is to support an analysis of the challenges in conducting value assessment for broad molecular profiling and broad panel gene testing. 
The discussion, which will last around 60 minutes, is structured around four broad topics:
1. The benefits of broad molecular profiling and broad panel gene testing
2. Current process for value assessment and funding of diagnostics in your country and the associated challenges 
3. Your perceptions of future policy changes and impact in your country
This analysis is part of a project that Charles River Associates have been commissioned to complete on behalf of a pharmaceutical company. Your input into this project will be used to inform the eventual outcomes of the analysis, but we will not report your comments directly or in any attributable form. 
This document is intended only as a guide to the discussion and we may structure the discussion differently, leave questions out or go into more detail in some areas, depending on your response. The flow of the discussion may change throughout the course of the research as the project team reviews outcomes of the interviews and reflects on the insights gained.
Before we begin, we would like your permission to record the discussion for analysis purposes; this data will be used only by CRA for note-taking and will not be shared with any third parties. 
Section 1: Understanding the benefits of broad molecular profiling and broad panel gene testing
1. To begin with, could you give a quick overview of your role and your experience related to diagnostics?
a. Have you been involved in the assessment or funding process for diagnostics in the past?
2. What do you understand to be the main differences in benefits across more targeted diagnostics tests, compared to broad molecular profiling? What are the key differences between:
a. Diagnostics associated with a particular product (companion diagnostics)?
b. Diagnostics associated with a class of products (complementary diagnostics)?
c. Diagnostic tests associated with a set of genes (small panel testing through NGS)?
d. Broader molecular profiling through broad panel gene testing?
3. How would you characterise the clinical impact of broad molecular profiling on patient: 
Probe: 
· More treatment options for patients? 
· Faster diagnosis and getting patients on the best treatment more quickly?
· Help prescriber guide decision-making? Shifting treatment away from trial-and-error prescribing?
· Direct patients to better-suited therapies and reduce adverse events?  
4. How would you characterise the impact of broad molecular profiling on care delivery and healthcare system? 
a. Is there any clinical utility to be gained from the value of ‘knowing,’ to help support patient’s decisions and lead to spill-over effects? 
5. How would you characterise the broader societal impact of broad molecular profiling? 
a. To what extent do you think it is valuable (as a payer) that broad panel gene testing can facilitate clinical trial enrolment and supports future research and development?  
6. To what extent do you feel that these benefits are accounted for from a payer perspective? 
Section 2: Current process for funding of diagnostics and conducting value assessment 
In your experience, is access to broad molecular testing and broad panel gene testing a challenge in your market?
a. What is the reason for this access challenge? (e.g. lack of awareness, lack of funding, lack of regulatory approval)
How are other diagnostics services funded? 
b. Other diagnostics tools such magnetic resonance imaging (MRI) and how the cost of these are allocated and share if they are used in diagnosis
c. The cost of specialists (e.g. pathologists and geneticists) 
7. What are the current funding mechanisms in place for broad molecular profiling compared to companion diagnostics?  
When considering the impact of broad molecular profiling on care delivery, how are decisions made in your country regarding which patients would receive this diagnostic intervention?
Who should pay for broad panel genomics testing, and how do HTA bodies take into this into account in value assessment over time?  
How can specific patients be targeted to use broad molecular proofing who are most likely to benefit from its application? 
What are the current differences in the value assessment process between different types of diagnostics?
a. Diagnostics associated with a particular product (companion diagnostics)?
b. Diagnostics associated with a class of products (complementary diagnostics)?
c. Diagnostic tests associated with a set of genes (small panel testing through NGS)?
d. Broader molecular profiling and broad panel gene testing?
To what extent is broad panel gene testing integrated with the assessment of associated therapies or assessed individually
e. If there is a co-dependent HTA system in the valuation of a drug and diagnostic test? What happens when the diagnostic is not linked to a specific drug?
f. Do you see the approach of “one test, one patient, one drug” as sustainable going forward? 
g. How do you address the emergence of tumour-agnostic label, i.e. moving away from a one test per one drug situation? 
What are the evidence requirements for assessing broad molecular profiling? 
h. Does this need to include the full testing cost in evaluations. 
What do you see as the main challenges in assessing the value broad molecular profiling? How do you expect that these challenges will be dealt with? 
i. Does the use of cost-effectiveness analysis represent a challenge? 
j. How do you deal with follow on drugs that use the same biomarker, and which will not have the test included in the cost/benefit analysis? 
Are there any learnings from the value assessment and funding mechanisms for other high cost diagnostic techniques that could support future access? 
i. Probe on current assessment and funding mechanisms for MRI machines  
Section 3: Your perceptions of future policy changes and impact in your country
How do you see the genomics landscape evolving in your country? 
8. Is there a need for a strategy of focusing on the use of companion diagnostics, narrow panels to broad testing?
Thinking broadly about your country and the adoption of novel diagnostics, would you say that your country is a leader in diagnostics adoption, about the same as most other markets, or lagging behind other countries?
What are the most significant barriers to accessing broad molecular profiling in your country?
Leave respondent answer unaided and then probe on those specific points:
· Ability to pay for / affordability - Price? lack of funding?
· Infrastructure – availability of technologies and testing systems
· Lack of adoption (i.e. majority of physicians do not consider it relevant / needed),
· Challenging interpretation of the results (i.e. high amount of information, lack of comprehensive database for “variants of uncertain significance”), 
· Reliability (absence of standard operating procedures, end-to-end sample tracking)
· Absence of clear guidelines (i.e. which test to use and at what stage of the disease?)
· Capacity (i.e. limited number of diagnostic centres)
· Others?
What, for you, are critical success factors or the most important drivers of uptake of broad molecular profiling and broad panel gene testing in your country in the future? 
Leave respondent answer unaided and then probe on those specific points:
· Infrastructure (e.g. availability of testing platforms, quality of available tests, shared services across hospitals, public / private laboratories, data platforms)?
· Policy and guidelines (such as national plans to promote NGS)?
· Funding (reimbursement) for diagnostic tests? 
· Greater stakeholder awareness of the importance of broad panel gene testing? 
· Better regulatory pathways and approval?
Are there specific changes to policy impacting broad molecular profiling that are underway or under consideration in your country?
a. In terms of priority/guidelines?
b. In terms of assessment/evaluation?
c. In terms of funding/access?
d. What is stopping deciding on this strategy? 
Before we finish the interview, is there anything else that you would like to raise in relation to anything that we have discussed today? 
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