Additional file 3: Interview and focus group guides

Process mapping focus group discussion guide (Objective 1)

Hello, my name is {Researcher Name}, I am a researcher at McGill University working on the hepatitis C point-of-care study. Thank you again for agreeing to participate in this focus group discussion. To remind you of the aim of the study, we are interested in understanding what the current processes are for hepatitis C point-of-care testing. We will also ask some questions around barriers and enablers of the current process. 

If it is okay with you, before we get started, I will start recording now. (START RECORDING) 

I want to first walk you through our understanding of the current point of care testing process using what we call a process map. A process map is basically a diagram that shows the steps required or taken to complete an activity like point-of-care testing. As I walk through this brief process map, please stop me at any point to add your thoughts and insights as to how point of care testing really happens at your {Location/site}. 

(Begin talking through the process map below) 
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Thank you for providing a detailed explanation of your current processes for hepatitis C point-of-care testing. Before we conclude, I would like to ask a few more questions to gather your perspectives on the existing processes.

The questions below will be tailored to fit each specific setting and will align with a 90 to 120-minute schedule. They will be selected based on initial insights gathered from the process map walk-through.

List of potential questions: 

	I. INTERVENTION CHARACTERISTICS
	 

	A
	Intervention Source
Perception of key stakeholders about whether the intervention is externally or internally developed.
	Why is point-of-care testing being implemented in your setting? Or would be implemented?

	B
	Evidence Strength & Quality
Stakeholders’ perceptions of the quality and validity of evidence supporting the belief that the intervention will have desired outcomes.
	What kind of supporting evidence or proof is needed about the effectiveness of point-of-care testing to get staff on board?

	C
	Relative Advantage 
Stakeholders' perception of the advantage of implementing the intervention versus an alternative solution.
	Is there another intervention that people would rather implement?

	D
	Adaptability
The degree to which an intervention can be adapted, tailored, refined, or reinvented to meet local needs
	What kinds of changes or alterations do you think you will need to make to point-of-care testing so it will work effectively in your setting?


	E
	Trialability
	Do you think it would be possible to pilot any changes to point-of-care testing before making it available to everyone?

	F
	Complexity 
Perceived difficulty of implementation, reflected by duration, scope, radicalness, disruptiveness, centrality, and intricacy and number of steps required to implement.
	How complicated is point-of-care testing?

	G
	Design Quality & Packaging
Perceived excellence in how the intervention is bundled, presented, and assembled.
	How have the available materials affected implementation in your setting?

	H.
	Cost 
Costs of the intervention and costs associated with implementing that intervention including investment, supply, and opportunity costs.
	What costs are incurred when implementing point-of-care testing?


	II. OUTER SETTING
	 

	A
	Patient Needs & Resources
The extent to which patient needs, as well as barriers and facilitators to meet those needs, are accurately known and prioritized by the organization.
	To what extent were the needs and preferences of the individuals served by your organization considered when deciding to implement point-of-care testing?


	B
	Cosmopolitanism 
The degree to which an organization is networked with other external organizations.
	What kind of information exchange do you have with others outside your setting, either related to point-of-care testing, or more generally about your profession?

	C
	Peer Pressure
Mimetic or competitive pressure to implement an intervention; typically, because most or other key peer or competing organizations have already implemented or are in a bid for a competitive edge.
	Can you tell me what you know about any other service providers that have implemented point-of-care testing or other similar models?


	D
	External Policies & Incentives 
A broad construct that includes external strategies to spread interventions including policy and regulations (governmental or other central entity), external mandates, recommendations and guidelines, pay-for-performance, collaboratives, and public or benchmark reporting.
	What kind of local, state, or national performance measures, policies, regulations, or guidelines influenced the decision to implement point-of-care testing?


	III. INNER SETTING
	 

	A
	Structural Characteristics
The social architecture, age, maturity, and size of an organization.
	What kinds of infrastructure changes are needed to accommodate point-of-care testing?

	B
	Networks & Communications 
The nature and quality of webs of social networks and the nature and quality of formal and informal communications within an organization.
	When you need to get something done or to solve a problem, who are your "go-to" people?

	C
	Culture
Norms, values, and basic assumptions of a given organization.
	How do you think your organization's culture (general beliefs, values, assumptions that people embrace) affect the implementation of point-of-care testing?

	D
	Implementation Climate
The absorptive capacity for change, shared receptivity of involved individuals to an intervention, and the extent to which use of that intervention will be rewarded, supported, and expected within their organization.
	What is the general level of receptivity in your organization to implementing point-of-care testing?


	1
	Tension for Change
The degree to which stakeholders perceive the current situation as intolerable or needing change.
	How do people feel about current programs/practices/process that are available related to point-of-care testing?

	2
	Compatibility
The degree of tangible fit between meaning and values attached to the intervention by involved individuals, how those align with individuals’ own norms, values, and perceived risks and needs, and how the intervention fits with existing workflows and systems.
	How well does point-of-care testing fit with existing work processes and practices in your setting?

	3
	Relative Priority
Individuals’ shared perception of the importance of the implementation within the organization.
	What kinds of high-priority initiatives or activities are already happening in your setting?

	4
	Organizational Incentives & Rewards
Extrinsic incentives such as goal-sharing awards, performance reviews, promotions, and raises in salary, and less tangible incentives such as increased stature or respect.
	What kinds of incentives are there to help ensure that the implementation of point-of-care testing is successful?


	5
	Goals and Feedback
The degree to which goals are clearly communicated, acted upon, and fed back to staff, and alignment of that feedback with goals.
	Have you/your unit/your organization set goals related to the implementation of point-of-care testing?


	6
	Learning Climate 
A climate in which: a) leaders express their own fallibility and need for team members’ assistance and input; b) team members feel that they are essential, valued, and knowledgeable partners in the change process; c) individuals feel psychologically safe to try new methods; and d) there is sufficient time and space for reflective thinking and evaluation.
	To what extent do you feel like you can try new things to improve your work processes?

	7
	Available Resources
The level of resources dedicated for implementation and on-going operations, including money, training, education, physical space, and time.
	41. Do you expect to have sufficient resources to implement and administer point-of-care testing?
42. How do you expect to procure necessary resources?

	8
	Access to Knowledge & Information
Ease of access to digestible information and knowledge about the intervention and how to incorporate it into work tasks.
	What kind of training is planned for you? For colleagues?


	IV. CHARACTERISTICS OF INDIVIDUALS
	 

	A
	Knowledge & Beliefs about the Intervention
Individuals’ attitudes toward and value placed on the intervention as well as familiarity with facts, truths, and principles related to the intervention.
	At what stage of implementation is point-of-care testing at in your organization?

	B
	Self-efficacy
Individual belief in their own capabilities to execute courses of action to achieve implementation goals
	How confident do you think your colleagues feel about implementing point-of-care testing?

	C
	Individual Stage of Change
Characterization of the phase an individual is in, as he or she progresses toward skilled, enthusiastic, and sustained use of the intervention.
	How prepared are you to use point-of-care testing?

	V. PROCESS
	 

	A
	Planning
The degree to which a scheme or method of behavior and tasks for implementing an intervention are developed in advance, and the quality of those schemes or methods.
	Can you describe the plan for implementing point-of-care testing?


	1
	Opinion Leaders
Individuals in an organization who have formal or informal influence on the attitudes and beliefs of their colleagues with respect to implementing the intervention.
	Who are the key influential individuals to get on board with this implementation?

	2
	Formally Appointed Internal Implementation Leaders
Individuals from within the organization who have been formally appointed with responsibility for implementing an intervention as coordinator, project manager, team leader, or other similar role.
	How did your organization become involved in implementing the point-of-care testing?
Who else is involved with leading the implementation?

	3
	Champions
“Individuals who dedicate themselves to supporting, marketing, and ‘driving through’ an [implementation]” [101] (p. 182), overcoming indifference or resistance that the intervention may provoke in an organization.
	Other than the formal implementation leader, are there people in your organization who are likely to champion (go above and beyond what might be expected) point-of-care testing?

	4
	External Change Agents
Individuals who are affiliated with an outside entity who formally influence or facilitate intervention decisions in a desirable direction.
	Does someone (or a team) outside your organization help you implement point-of-care testing?

	5
	Key Stakeholders
	What is your communication or education strategy (not including training, see Access to Knowledge and Information) for getting the word out about point-of-care testing?

	6.
	Intervention Participants 
	How will you or your colleagues communicate to the individuals that are served by your organization about point-of-care testing?

	C
	Executing
Carrying out or accomplishing the implementation according to plan.
	Has point-of-care testing been implemented according to the implementation plan or framework? What is your view of point-of-care testing?



	D.
	Relative Advantage 
Stakeholders’ perception of the advantage of implementing the intervention versus an alternative solution.
	How does point-of-care testing compare to other alternatives that may have been considered or that you know about?

	D
	Adaptability 
The degree to which an intervention can be adapted, tailored, refined, or reinvented to meet local needs

	What kinds of changes or alterations do you think you will need to make to point-of-care testing so it works effectively in your setting?


	E
	Reflecting & Evaluating 
Quantitative and qualitative feedback about the progress and quality of implementation accompanied with regular personal and team debriefing about progress and experience.
	Will you receive feedback reports about the implementation or point-of-care testing itself?






Interview guide for consumers (Objective 2)

Purpose 

The purpose of this interview is to explore your thoughts, experiences, and preferences regarding point-of-care testing (PoCT) for hepatitis C (HCV). We aim to better understand the factors that influence your decision to be tested, your experience with testing, and what could be done to improve testing services. Your insights will inform the development of more accessible and user-friendly testing services.

Introduction
· Thank you for agreeing to participate in this interview.
· The purpose of this interview is to better understand your perspective on hepatitis C (HCV) point-of-care testing, including your preferences and perceptions regarding this type of test.
· Your responses will help improve the way HCV testing and treatment are offered in various community settings.
· This interview is confidential, and your responses will remain anonymous. You may choose to skip any question or end the interview at any time.

Section 1: Background and Context
1. Can you tell me a little about yourself?
· Age, gender, and general background (if applicable).
· How would you describe your overall health and access to healthcare services?
2. Have you ever been tested for hepatitis C (HCV) before?
· When and where did this testing occur?
· How was the testing done (e.g., blood draw, point-of-care test, etc.)?
3. Have you heard of point-of-care testing (PoCT) for hepatitis C?
· If yes, what do you know about it?
· Have you ever been offered PoCT for HCV before?

Section 2: Acceptability of Point-of-Care Testing (TDF: Beliefs about Consequences, Beliefs about Capabilities, Emotions)
4. What do you think about the idea of being tested for hepatitis C using a rapid point-of-care test?
· How would you feel about receiving your results on the same day?
· Would you prefer to receive your results immediately, or would you rather wait for a lab-based result?
5. What do you see as the main benefits of using a rapid point-of-care test for hepatitis C?
· PROMPT: Convenience, speed of results, peace of mind, ability to act on results right away, etc.
6. What concerns, if any, do you have about using a point-of-care test for HCV?
· PROMPT: Accuracy of results, privacy, discomfort, fear of needles, anxiety about receiving immediate results, etc.
7. Have you had any positive or negative experiences with testing (for HCV or other conditions) that you’d like to share?
· PROMPT: Experiences with HIV testing, TB testing, STI testing, etc.
8. If you were to test positive for hepatitis C during a point-of-care test, how would you want to be supported or informed?
· Who would you want to deliver the result to you (e.g., nurse, doctor, peer worker)?
· What information or support would you need at that moment?

Section 3: Factors Influencing Testing Preferences (TDF: Social Influences, Environmental Context, and Resources)
9. Where would you feel most comfortable getting tested for hepatitis C?
· PROMPT: Community health center, doctor’s office, harm reduction site, mobile clinic, pharmacy, outreach van, etc.
· What factors make you feel comfortable in these settings?
10. Are there any places where you would feel uncomfortable or unsafe getting tested for hepatitis C?
· PROMPT: Reasons for discomfort (e.g., stigma, lack of privacy, fear of judgment, fear of authorities, etc.)
11. If you were to get tested for hepatitis C, would you prefer to test with a health worker, a peer worker, or self-test?
· Why would you prefer this option?
12. How important is privacy to you when it comes to being tested for hepatitis C?
· PROMPT: Private testing rooms, anonymous testing, no name reporting, etc.
13. Would you be willing to pay for a point-of-care hepatitis C test if it were not free?
· If yes, how much would you be willing to pay?
· If no, why not?

Section 4: Barriers and Facilitators to Point-of-Care Testing (TDF: Barriers, Skills, Knowledge, Environmental Context)
14. What are some reasons why people might not want to be tested for hepatitis C?
· PROMPT: Fear of results, stigma, lack of knowledge, access to testing, fear of needles, distrust of healthcare providers, etc.
15. What might make it easier for you or others to get tested for hepatitis C?
· PROMPT: Free testing, incentives (e.g., gift cards, food vouchers), mobile testing sites, outreach services, access in non-clinical settings, etc.
16. What do you think would motivate people to get tested for hepatitis C?
· PROMPT: Education, outreach, peer support, community champions, seeing others get tested, etc.
17. What, if anything, would stop you from getting tested for hepatitis C?
· PROMPT: Fear, stigma, access, cost, discomfort, wait times, etc.
18. If you had control over how hepatitis C testing is offered, what would you change?
· PROMPT: Location, timing, who does the testing, privacy, support available, speed of results, etc.

Section 5: Final Reflections and Recommendations
19. If you could design the perfect hepatitis C testing service, what would it look like?
· PROMPT: Where it’s offered, who delivers it, speed of results, level of support, cost, etc.
20. Is there anything we haven’t asked you that you’d like to add?
· Do you have any suggestions for how testing services could be improved for people like you?

Section 6: Sociodemographic questions
21. How do you identify your gender? (Select one)
· Man
· Woman
· Non-binary / gender diverse
· Prefer not to say
· Other (please specify)

Conclusion
· Thank you for sharing your time and experiences with us. Your insights will help improve hepatitis C testing services in the future.
· If you have any further thoughts, ideas, or suggestions after this interview, please don’t hesitate to contact us through [insert contact method].


Interview guide for providers and managers (Objective 2)

Purpose
The purpose of this interview is to gather insights from healthcare workers regarding the implementation of hepatitis C virus (HCV) point-of-care testing (PoCT) across diverse healthcare settings, such as community health clinics, harm reduction sites, drug treatment centers, correctional facilities, and mobile health services. The goal is to understand how the innovation is integrated into daily workflows, assess facilitators and barriers, and identify potential strategies to support and sustain HCV PoCT in these settings.

Introduction Questions
1. Can you tell me about your role and responsibilities in relation to HCV testing and care?
2. How long have you been working in this capacity?
3. Can you describe the type of healthcare setting you work in (e.g., community health clinic, drug treatment centre, correctional facility, mobile health service, etc.)?
4. What are your main responsibilities related to HCV testing?
5. What testing strategies for HCV are currently being implemented at your site (e.g., opt-out testing, reception testing, on-demand testing, outreach testing, etc.)?
6. How familiar are you with point-of-care testing for HCV?
7. Do you have any hands-on experience with point-of-care testing for HCV? If so, for how long have you been involved in this testing process?

A. CFIR INNOVATION DOMAIN
A1. Evidence Base for the Innovation
8. To your knowledge, how strong is the evidence that HCV PoCT is effective in your setting (e.g., community health, harm reduction, correctional facilities, etc.)?
· What do you see as the population-level health benefits of HCV PoCT?
· Are there any perceived downsides or negative impacts of HCV PoCT at the population level?
· What type of evidence do you rely on to assess the benefits of HCV PoCT (e.g., peer-reviewed studies, guidelines, policies, community feedback)?

A2. Relative Advantage of HCV PoCT
9. How does HCV PoCT compare to alternative approaches for HCV testing, such as traditional venipuncture testing for HCV antibodies or RNA?
10. In your opinion, how much of an advantage does PoCT have over these traditional methods in terms of:
· Reducing time-to-diagnosis?
· Simplifying workflow?
· Reducing patient drop-off/loss to follow-up?

A3. Complexity of HCV PoCT
11. In your experience, how complex is HCV PoCT compared to other clinical workflows?
· Are there any challenges with integrating PoCT into daily workflows?
· Do the multiple testing steps (e.g., antibody test followed by RNA test) affect complexity?

A4. Design Quality and Packaging
12. How well designed do you think HCV PoCT devices (e.g., GeneXpert) are in terms of usability, materials, and clarity of instructions?
13. Are there any design-related challenges or improvements that you think should be addressed (e.g., ease of use, speed of results, technical issues)?

B. CFIR INDIVIDUALS DOMAIN
B1. Role of Key Leaders and Champions
14. Who are the key leaders, managers, or clinical champions supporting HCV PoCT in your organization?
15. How do these leaders influence the implementation of PoCT at your site?

B2. Competence, Motivation, and Capability
16. To what extent do you feel you have the interpersonal competence, knowledge, and skills to fulfill your role regarding HCV PoCT?
17. To what extent do you feel you have the availability, scope, and power to fulfill your role regarding HCV PoCT?
18. How motivated and enthusiastic are you to implement or support HCV PoCT in your daily work?

C. CFIR INNER SETTING
C1. Structural Characteristics and Compatibility
19. How do staffing levels at your site affect the implementation and delivery of HCV PoCT?
20. How do the organization of tasks and responsibilities at your site (e.g., delegation of roles) affect HCV PoCT implementation?
21. How does HCV PoCT fit with existing workflows at your site? What changes (if any) were made to workflows to accommodate PoCT?

C2. Relational Connections and Communications
22. To what extent do healthcare workers communicate and work together as a team to support HCV PoCT?
23. How is HCV PoCT perceived by key stakeholders, such as:
· Healthcare workers (e.g., nurses, community workers, peer workers)?
· Patients/clients?

C3. Culture and Values
24. To what extent does your organization's culture (shared values, beliefs, and norms) influence the implementation of HCV PoCT?
25. How well do you think your site prioritizes the needs of patients (e.g., people who use drugs, Indigenous communities, homeless populations) in the design of healthcare services and processes?

C4. Tension for Change and Priority
26. How urgent is the need for change to implement HCV PoCT at your site?
27. How would you rate the priority of HCV PoCT compared to other health initiatives currently underway at your site?

C5. Incentives and Rewards
28. Do you think financial incentives for clients (e.g., gift cards, cash, etc.) could increase HCV testing and treatment uptake?
29. Do you think financial or non-financial incentives for staff (e.g., training, recognition, stipends) could support PoCT implementation?

C6. Available Resources
30. Are sufficient space, materials, and equipment available to deliver HCV PoCT at your site?
31. What types of training, resources, or guidance are available to support HCV PoCT implementation?
· PROMPTS: Peer-to-peer training, nurse-to-nurse training, mentorship, or training from external agencies.

D. CFIR IMPLEMENTATION PROCESS
D1. Teaming, Planning, and Strategy Development
32. How is an implementation plan for HCV PoCT being developed at your site?
· To what extent are roles and responsibilities being identified?
· Have specific steps, actions, and timelines been outlined?

D2. Adapting and Sustaining PoCT
33. Has the implementation process for HCV PoCT changed over time? If so, how?
34. Were there any key lessons learned that led to modifications or improvements?
35. How likely do you think it is that PoCT will be sustained as a part of your standard clinical care?

E. SCALING-UP HCV TESTING AND TREATMENT
36. What promising interventions could increase HCV testing and treatment at your site?
37. Are other colleagues involved in HCV testing and treatment? How can their engagement be increased?
38. What do you think is needed to scale up HCV PoCT across health clinics, harm reduction programs, or correctional facilities across Canada?
39. What are the biggest challenges for retaining patients in HCV care after their test result? What solutions could improve patient follow-up after testing and treatment?
· PROMPTS: Peer support, financial incentives, patient navigators, discharge planning, etc.

F. BROADER REFLECTIONS
41. From your experience, what has been the biggest success in implementing PoCT for HCV?
42. How can lessons learned from other testing programs (HIV, TB, etc.) be applied to improve HCV PoCT implementation?
43. If you had one recommendation to improve HCV PoCT, what would it be?

Conclusion
· Thank you for taking the time to share your insights.
· Your responses will be used to inform strategies for the successful implementation and sustainability of HCV PoCT across Canada.
· If you have any final comments or suggestions, please feel free to share them now. If not, you can reach out to our research team at any time.


Interview guide for decision-makers (Objective 2)

Purpose
We want to understand the implementation of point-of-care testing for hepatitis C virus (HCV), which includes both antibody text to assess exposure and RNA testing to confirm active infection. Our focus includes various settings such as drug treatment clinics, needle syringe programs, community health services, and correctional facilities. Throughout the interview, we will ask for your input on these contexts.

Introduction Questions
· Can you tell me about your role and title? How long have you been in this role?
· In which province/territory do you primarily work?
· How long have you been working in this sector?

Scene-setting
· Could you please describe how HCV point-of-care testing is currently (or has been) implemented in your city/province/jurisdiction?

A. POLICY FORMULATION – KINGDON’S MULTIPLE STREAMS FRAMEWORK***
***Questions to be asked if the participant is a policy-maker

Problem Stream
1. As a policymaker, how do you perceive the issue of HCV in key settings (e.g., drug treatment clinics, needle syringe programs, community health services, and correctional facilities)? What factors have led to its recognition as a significant public health issue?

2. How do regional disparities (e.g., between rural, urban, and Indigenous communities) influence how the problem is perceived and prioritized?

3. How is the urgency to address HCV influenced by health equity considerations, including Indigenous health, substance use, and housing insecurity?

Policy Stream 
4. Can you explain how legislation, guidelines, or protocols for hepatitis C care and testing are developed and evaluated in your province/territory or at the national level?
· PROMPT: Who are the key stakeholders involved in the development of these policies and guidelines? How do these stakeholders collaborate?

5. Can you identify areas where Health Canada, provincial health authorities, and community health organizations could better align their policies to support PoCT implementation?

6. What policies or solutions have been considered to address HCV?

Politics Stream
7. What sources of information are used to inform decision-making regarding HCV point-of-care testing at the provincial, regional, and national levels?
· PROMPT: Public opinion, interest groups, government priorities, etc.
· PROMPT: How is this information communicated (e.g., updates to guidelines)?
· PROMPT: How can information/decision-making pathways be improved/streamlined?

8. How does political will and leadership (at different levels) influence the allocation of resources and support for HCV PoCT?

Policy Windows
9. What are the opportunities to advance HCV PoCT initiatives in these settings? How do policymakers capitalize on these windows of opportunity?

B. CFIR OUTER SETTING

Local Conditions (Economic, environmental, political, and technological conditions that support implementation and/or delivery of HCV testing) 
10. Are there any technological disparities or limitations that need to be addressed to ensure equitable access to HCV PoCT across different settings?

11. How do the availability of testing kits, trained personnel, and infrastructure affect PoCT delivery in different settings (e.g., harm reduction sites vs. health clinics) in your jurisdiction?

External Pressure (External pressures such as societal, market, and performance pressures) 
12. What are the metrics used (nationally, provincially, regionally) to measure the success of the HCV response?
· PROMPT: How are service providers (e.g., clinics, community health organizations) monitored and assessed in relation to HCV testing and treatment performance? 
· PROMPT: What actions or consequences are in place when sites underperform in relation to testing and treatment targets?
· PROMPT: Were these approaches to "underperformance" successful?

Local Attitudes (Sociocultural values and beliefs that support implementation and/or delivery of HCV testing) 
13. Who are the key actors (organizations, individuals) involved in HCV care implementation in the community, clinical, and correctional settings? What is their role?

14. Are key actors aligned in if/how HCV PoCT should be implemented?
· PROMPT: How are differing attitudes and perspectives addressed or reconciled in the decision-making process?
· PROMPT: What strategies are in place to address any potential resistance or barriers to HCV PoCT at the local level?

Partnerships & Connections (Networking of organizations with external entities, referral networks, and professional organization networks)
15. Which relationships between organizations are most important to support the implementation of HCV PoCT? 
· PROMPT: Are there any partnerships or connections that need to be developed or strengthened to enhance the effectiveness of HCV PoCT?

Policies & Laws (Legislation, regulations, guidelines, or accreditation standards that support HCV testing)
16. What are the legal/policy barriers that impact the delivery of HCV PoCT programs? (Provide examples of regulations, guidelines, or accreditation standards as prompts)
· PROMPT: How do these barriers affect decision-making processes and the implementation of HCV testing strategies?
· PROMPT: Are there any potential policy or legislative changes that could facilitate more effective HCV PoCT programs?

Financing (Funding from external entities such as grants or reimbursement) 
17. Are there any current financial challenges or constraints that hinder the implementation of HCV PoCT strategies?

18. How could financing mechanisms provide flexibility at the jurisdictional level to support HCV PoCT programs?
· PROMPT: What strategies or approaches can be adopted to ensure sustainable and adequate financing for HCV PoCT programs?

Critical Incidents (Unanticipated events that disrupt implementation and/or delivery of HCV testing)
19. What is the biggest threat to HCV PoCT programs delivered in various settings (e.g., community health services, correctional facilities)?

20. What lessons were learned from COVID-19, and how have they shaped current policies and decision-making processes regarding HCV PoCT?

BROAD SCOPE QUESTIONS
19. What are some priority actions to improve HCV PoCT strategies?

Conclusion
· Thank you for taking the time to share your insights.
· Your responses will help shape recommendations and strategies to ensure the successful implementation and sustainability of PoC HCV testing.
· If you have any final comments or suggestions, we would be happy to hear them now. If not, please feel free to reach out to the research team later with any additional thoughts.



Interview guide for laboratory and quality assurance stakeholders (Objective 2)

Purpose
The purpose of this interview is to gather insights from stakeholders on the technical, operational, and regulatory aspects of implementing point-of-care (PoC) testing for hepatitis C (HCV). The discussion will focus on laboratory infrastructure, testing workflows, quality assurance (QA) procedures, and regulatory compliance. Additionally, we aim to identify system-level facilitators and barriers that could influence the uptake and sustainability of PoC testing.

Introduction
· Thank you for taking the time to participate in this interview.
· Our goal is to understand the processes and challenges involved in the implementation of HCV PoC testing, with a particular focus on laboratory infrastructure, testing workflows, and quality assurance procedures.
· We will discuss the technical and regulatory aspects of testing, as well as factors that may facilitate or hinder successful implementation.
· The interview will take approximately 45-60 minutes.

Part 1: Background and Role
1. Can you tell us about your role and responsibilities in relation to HCV testing?
2. How long have you been working in this capacity?
3. Can you briefly describe the types of HCV testing methods currently used in your laboratory or organization?

Part 2: Technical Aspects of PoC HCV Testing
Infrastructure & Equipment 
4. What laboratory infrastructure is required to support HCV PoC testing?
· PROMPT: Equipment, space, storage, utilities, etc.
5. Are there any differences in the required infrastructure for PoC HCV antibody vs. RNA testing? If so, please elaborate.
6. What about POCT for other infectious diseases?
7. What steps are necessary to integrate PoC tests with existing laboratory workflows?
· PROMPT: Integration with LIS (Laboratory Information Systems) and patient record systems.
8. What specific reagents, consumables, or materials are required for PoC testing?
9. Are there any supply chain issues that affect the availability of required materials for PoC testing?

Part 3: Quality Assurance and Quality Control (QA/QC) Processes
QA/QC Procedures 
10. What QA procedures are currently in place for existing HCV testing processes?
· PROMPT: External quality assurance (EQA) schemes, proficiency testing, internal QC measures.
· How would QA procedures need to be adapted or enhanced to ensure the accuracy and reliability of PoC HCV testing?
12. Are there specific standards or certifications required for PoC testing devices or procedures?

Error Detection & Mitigation 
13. How are errors or deviations in test results currently detected and addressed?
14.  What processes are in place to document and learn from testing errors?

Training & Competency
15. What training and certification are required for staff performing PoC HCV testing?
16. How often is re-certification or ongoing competency assessment conducted for laboratory staff?

Part 4: Regulatory Compliance
Regulatory Requirements
17. What regulatory requirements or standards must be met to implement PoC HCV testing?
18. Are there any licensing, accreditation, or approval processes required for new PoC testing devices?
19. there any foreseeable regulatory barriers that could hinder the implementation of PoC testing?

Reporting & Documentation
20. What are the reporting obligations for PoC HCV test results (e.g., to public health authorities)?
21. How are laboratory records and testing data stored, shared, and protected in compliance with regulatory standards?

Part 5: System-Level Facilitators and Barriers
22. What factors at the system level (e.g., policies, funding, partnerships) could support the implementation and uptake of PoC testing?
23. How can existing partnerships with health organizations, public health agencies, or regulatory bodies facilitate the roll-out of PoC testing?
24. What are the key barriers to implementing and sustaining PoC testing?
· PROMPT: Funding, staffing, training, supply chain issues, regulatory challenges, etc.
25. Have any steps been taken to address these barriers? If so, what has been successful?

Part 6: Broader Reflections and Recommendations
26. In your experience, what has been the most significant success in implementing PoC testing for other diseases (e.g., HIV, TB)?
27. How can lessons learned from other testing programs (HIV, TB) be applied to improve the implementation of HCV PoC testing?
28. If you had one recommendation to improve HCV PoC testing, what would it be?

Conclusion
· Thank you for taking the time to share your insights.
· Your responses will help shape recommendations and strategies to ensure the successful implementation and sustainability of PoC HCV testing.
· If you have any final comments or suggestions, we would be happy to hear them now. If not, please feel free to reach out to the research team later with any additional thoughts.
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