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[bookmark: _Toc216648010]Introduction of the organisation
As a global leader in medical technology, LivaNova produces devices designed to improve the quality of life for those living with heart and brain conditions. LivaNova, as we know it today, was formed through the merger of Italy’s Sorin Group and the U.S. based Cyberonics in 2015 (LivaNova, 2024). Headquartered in London, LivaNova has operations in over 100 countries worldwide. LivaNova offers a variety of products which fall into three primary categories; cardiopulmonary (supporting both the heart and lungs), neuromodulation (treating disorders related to the brain and nerves) and advanced circulatory support (providing assistance to patients suffering from severe heart or lung failure) (Reuters, 2024).
LivaNova is known for its focus on research, innovation, and delivering high-quality health care solutions to both patients and health care providers. Heart surgery systems, oxygenators and vagus nerve stimulation devices used to treat epilepsy and depression are just some examples of LivaNova’s many products (LivaNova, 2024). 
LivaNova’s dedication to enhancing patient results, while providing reliable technology to health care professionals is what sets them apart from other companies in this industry. More recently, LivaNova has started to enter the digital health market, by creating more intelligent, connected medical devices which will allow for health data to be collected and analyzed in real-time. Their most recent project includes creating a wearable health device that can track an individual’s heart rate, oxygen levels, and sleep patterns. This new product is designed to empower people to better understand their health, and to enable them to take preventive measures to avoid serious illness.
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	Objective
	Specific
	Measurable
	Achievable
	Relevant
	Time-bound

	Launch the new wearable health device successfully
	Develop and produce a wearable device that tracks heart rate, oxygen levels, and sleep patterns.
	Track project milestones, prototype testing outcomes, and final launch readiness.
	Use existing R&D, marketing, and regulatory teams to manage each phase.
	Expanding into digital health aligns with LivaNova’s mission to improve patient well-being.
	Complete development and launch within 6 months.

	Build strong healthcare partnerships
	Partner with hospitals and healthcare organizations for product testing and validation.
	Sign at least 5 partnership agreements for pilot programs.
	Utilize existing professional relationships with clinical institutions.
	Collaboration ensures credibility and compliance with health standards.
	Secure all partnerships by month 4 of the project.

	Achieve initial sales targets
	Introduce the wearable device across online and retail channels.
	Achieve 10,000 unit sales within the first 3 months post-launch.
	Support sales with a digital marketing campaign and promotional offers.
	Growing sales validates product-market fit and attracts investor confidence.
	Reach target by month 9 (3 months post-launch).

	Maintain high stakeholder satisfaction
	Develop a feedback system for employees, investors, and consumers.
	Conduct quarterly surveys with a goal of 85%+ satisfaction rate.
	Assign project managers and communication leads for stakeholder updates.
	Engagement ensures smooth collaboration and project success.
	Review feedback every quarter during the 6-month project.

	Obtain full regulatory approval
	Complete all documentation and compliance testing for FDA and CE certification.
	Regulatory sign-off obtained before production phase.
	Managed by LivaNova’s experienced regulatory affairs team.
	Certification ensures legal compliance and consumer trust.
	Achieve approval 1 month before launch.
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	Stakeholder Type
	Stakeholder Group
	Roles and Responsibilities
I need to separate this two

	Internal
	Employees
	Execute daily operations, contribute to innovation, ensure efficiency, uphold standards.

	
	Management
	Develop and implement strategy, oversee operations, maintain governance.

	
	Board of Directors
	Set strategic direction, provide oversight, ensure accountability.

	
	Shareholders
	Provide capital, vote on decisions, hold management accountable.

	External
	Customers
	Purchase services, provide feedback, influence brand perception.

	
	Suppliers
	Provide materials, maintain quality, ensure timely delivery.

	
	Regulatory Bodies
	Ensure compliance with laws and standards

	
	NGOs
	Advocate for ethical practices and sustainability.

	
	Communities
	Engage with CSR, impacted by environmental/social practices.
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• Internal stakeholders ensure operational continuity, strategic direction, and financial stability.
• External stakeholders influence market success, regulatory compliance, reputation, and sustainability.

Benefits:
- Improved communication and accountability
- Greater alignment with organisational goals
- Stronger customer and community relationships
Challenges:
- Conflicting priorities between stakeholder groups
- Balancing cost, quality, and compliance
- Managing expectations and maintaining transparency

	Stakeholder Group
	Type
	Benefits
	Challenges

	Employees
	Internal
	They help get the day‑to‑day work done, give feedback, and keep things moving.
	Sometimes stressed, might resist changes, or need extra training.

	Management
	Internal
	They guide the whole project, sort resources, and keep everyone on track.
	Busy schedules, slow decisions, and juggling too many priorities.

	Board of Directors
	Internal
	They offer direction, approve budgets, and help with long‑term strategy.
	Not involved daily, approvals can take time.

	Shareholders
	Internal
	Provide funding and show confidence in the project.
	Want fast results and may pressure for lower costs.

	Customers
	External
	Give real feedback, boost sales, and help improve the product.
	High expectations and negative reviews can be damaging.

	Suppliers
	External
	Deliver parts and materials and support technical needs.
	Delays, quality issues, and price changes can disrupt progress.

	Regulators
	External
	Make sure the product is safe and trusted by the public.
	Compliance takes time, can slow the launch.

	NGOs
	External
	Support ethical and sustainable practices.
	May criticise if standards aren’t met.

	Communities
	External
	Help build the brand image and provide local support.
	May have environmental or social concerns.
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	Task
	Responsible
	Accountable
	Consulted
	Informed

	Daily Operations
	E
	M 
	SP
	SH

	Strategic Planning
	M 
	BD
	SH
	E

	Compliance Oversight
	M 
	BD
	RB
	C

	CSR Initiatives
	M 
	BD
	NGOs
	C



	Stakeholders
	abbreviation

	Management
	M

	Board of Directors
	BD

	Suppliers
	SP

	Shareholders
	SH

	Regulatory Bodies
	RB

	NGOs
	NGOs

	Communities
	C

	Employees
	E
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	Power/Interest Level
	High Interest
	Low Interest

	High Power
	Board of Directors
Management
	Regulatory Bodies

	Low Power
	Employees
Customers
	Suppliers
Communities
NGOs



INTEREST
POWER
Low[image: ]
High
High
NGOs
Communities
Customers
Employees
Management
Board of Directors
Regulatory Bodies
Suppliers
Monitor
Keep Informed
Manage Closely
Keep Satisfied
Stakeholder Mapping

















Explanation: This stakeholder map shows how different groups affect and are affected by Inditex. Management and the Board of Directors fall under Manage Closely because they have the most power and interest in the company’s decisions. Regulatory bodies and suppliers are in Keep Satisfied, as they hold high power over compliance and the supply chain but are less involved in daily operations. Communities and NGOs sit in Keep Informed since they care a lot about Inditex’s social and environmental impact, but don’t directly influence decisions. Employees and customers are in the Monitor zone because they have lower power, yet their satisfaction is still important for performance and brand reputation. This layout helps Inditex decide who needs the most attention and communication.
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	Stakeholder
	Power
	Interest
	Influence on Project
	Current Attitude
	Engagement Strategy

	Executive Leadership
	High
	High
	Sets direction and budget
	Supportive
	Keep fully involved

	Project Manager
	High
	High
	Direct control over the project
	Supportive
	Active communication

	R&D Team
	Medium
	High
	Develops and tests the device
	Supportive
	Consult closely

	Regulatory Team
	High
	Medium
	Approves or delays release
	Cautious
	Regular compliance updates

	Marketing & Sales
	Medium
	Medium
	Drives launch success
	Supportive
	Keep informed

	IT & Data Security
	Medium
	High
	Responsible for cybersecurity
	Neutral
	Frequent coordination

	Suppliers
	High
	Low
	Affects production timing
	Neutral
	Keep satisfied

	Healthcare Partners
	Medium
	High
	Provide clinical validation
	Supportive
	Consult regularly

	Patients / End Users
	Low
	High
	Impact usability and adoption
	Mixed
	Collect feedback

	Investors
	High
	Low
	Expect financial returns
	Demanding
	Keep satisfied

	Media & Public
	Low
	Medium
	Influence reputation
	Neutral
	Monitor communication

	Local Communities
	Low
	Low
	Minimal impact
	Neutral
	Monitor lightly
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The LivaNova Wearable Health Device Project has both positive and negative influences on all of the stakeholders identified through this Stakeholder Assessment Matrix. The degree that each group will be positively or negatively influenced by the LivaNova Wearable Health Device Project is also reflected in this matrix. Executive Leadership, and the Project Manager are high-power/High-Interest, and therefore need to be engaged early and often due to their decision-making authority, and ability to direct the project's overall strategy (Freeman, 2010). Suppliers, and Investors are also high-power; however, their level of interest in the project is low, and therefore, only minimal engagement is required to maintain stability and minimize disruption. End Users, and Healthcare Partners have high levels of interest in the project; however, their level of power is relatively low. As a result, these groups are critical in assisting to define the usability of the wearable health device, and its clinical performance; and, as such, are consistent with best practices for stakeholder engagement as outlined in the AA1000 Stakeholder Standard (AccountAbility, 2015). Groups such as Local Communities, and General Media have low levels of both interest and influence, and as such, only limited monitoring is required. In total, this matrix will assist LivaNova to determine the appropriate communication approach, prioritize stakeholder needs, and appropriately assign engagement efforts.
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	Stakeholder
	Communication Objective
	Channel
	Frequency
	Responsible

	Executive Leadership
	Ensure alignment with strategic goals and major decisions
	Meetings, reports
	Bi-weekly
	Project Manager

	Project Manager
	Coordinate teams and track progress
	Email, project dashboard, meetings
	Daily
	Project Manager

	R&D Team
	Share technical updates and resolve issues
	Scrum meetings, Teams
	Twice weekly
	Project Manager

	Regulatory Team
	Review compliance requirements and approval updates
	Email, compliance reports
	Weekly
	Regulatory Lead

	Marketing & Sales
	Prepare launch campaigns and customer messaging
	Workshops, email updates
	Weekly
	Marketing Manager

	IT & Data Security
	Monitor cybersecurity needs and system readiness
	Technical reports, meetings
	Weekly
	IT Lead

	Suppliers
	Confirm production schedules and material availability
	Email, calls
	As needed
	Supply Chain Manager

	Healthcare Partners
	Coordinate clinical feedback and testing needs
	Meetings, shared documents
	Bi-weekly
	Clinical Liaison

	Patients / End Users
	Gather usability feedback and product experience
	Surveys, user testing sessions
	Per testing phase
	UX Researcher

	Investors
	Update on financial progress and milestones
	Reports, presentations
	Monthly
	Executive Team

	Media & Public
	Share accurate project updates and maintain reputation
	Press releases, website updates
	As needed
	Communications Team

	Local Communities
	Maintain awareness of company activities
	Website, newsletters
	Quarterly
	CSR Manager
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This communication plan outlines how LivaNova intends to communicate with all of its various stakeholder groups over the course of the wearable device project. It is intended to ensure that all stakeholder communications are clear, consistent, and timely, meeting the expectations of each group. Executive management and the regulatory team are provided with high frequency updates, since their decisions ultimately direct the path of the project and affect the timing of approvals. As per Freeman’s stakeholder theory, which emphasizes the need for organizations to prioritize the most important stakeholders in terms of organizational communications (Freeman, 2010), this provides a framework for these types of stakeholders.
Regularly scheduled and structured communications with operational teams including R&D, IT, and Marketing is also required to maintain coordination between project activities and to prevent delays. Communications with external stakeholders such as our healthcare partners and end users is targeted towards providing necessary feedback for the purpose of improving the product and ensuring it meets the needs of real-world consumers. These guidelines reflect those outlined by the AA1000 Stakeholder Engagement Standard, which encourage inclusive and meaningful stakeholder engagement practices (AccountAbility, 2015).
The less directly impacted stakeholders including the community and the media have their communications provided at a lower frequency, primarily to promote transparency and credibility within the organization. In total, the communication plan is designed to deliver the right amount of information to the right stakeholders, at the right time, to support a seamless and successful launch of the wearable device project.
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	Stakeholder
	Current Engagement Level
	Desired Engagement Level
	Action Required

	Executive Leadership
	Supportive
	Leading
	Involve in strategic decisions

	Project Manager
	Leading
	Leading
	Maintain leadership role

	R&D Team
	Neutral
	Supportive
	Increase involvement and communication

	Regulatory Team
	Neutral
	Supportive
	Engage early on compliance matters

	Marketing & Sales
	Supportive
	Supportive
	Continue collaboration

	IT & Data Security
	Neutral
	Supportive
	Clarify technical expectations

	Suppliers
	Neutral
	Supportive
	Strengthen relationships

	Healthcare Partners
	Supportive
	Leading
	Involve in testing and feedback

	Patients / End Users
	Unaware
	Supportive
	Raise awareness through testing

	Investors
	Supportive
	Supportive
	Provide progress updates

	Media & Public
	Unaware
	Neutral
	Share accurate information

	Local Communities
	Unaware
	Neutral
	Maintain transparency



A stakeholder engagement level matrix is useful to determine how engaged each of your stakeholders currently is in your LivaNova wearable health device project, and what you would like them to be for the project to succeed. Stakeholder engagement levels typically vary from unaware and neutral to supportive and leading; identifying these variations allow the project team to direct efforts where they will have the greatest impact. There are some stakeholders that already demonstrate high levels of support for the project, and there are others that require more communication and involvement in order to progress to a higher and more proactive engagement level.
Currently, executive leadership demonstrates support for the project, however, the desired level of engagement from them is to lead. Executive leadership controls the overall direction of the organization, funding for the project, and makes major project-related decisions. The greater their level of engagement, the higher the probability of project success. Through increased participation by the executive leadership team in milestone reviews and decision-making processes, the project will benefit from faster approval times and improved organizational alignment. The approach taken to engage executive leadership also supports stakeholder management theory which places an emphasis on engaging those stakeholders that possess power and the ability to significantly affect project outcome (PMI, 2021).
Marketing and Sales Teams are supportive of the wearable health device project because the success of the wearable health device will positively impact their job performance. As long as the marketing and sales teams continue to collaborate with the wearable health device project, both the technical development of the device and the message communicated to the marketplace will be aligned.
Healthcare Partners for the wearable health device project transition from being supportive to leading as they provide critical clinical input and validation to build credibility and user trust. By actively engaging with healthcare partners throughout the testing and feedback process, LivaNova can ensure that the wearable health device meets the true healthcare needs of end-users.
Overall, the stakeholder engagement level matrix will assist in providing a clear picture of which stakeholder relationships need improvement and guide the project team in structuring its communication and involvement to achieve the greatest possible results.
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	Stakeholder
	Risk
	Impact on Project
	Mitigation Strategy

	Regulatory Team
	Late compliance input
	Delays or failed approval
	Early engagement and regular compliance reviews

	Suppliers
	Supply chain disruption
	Production delays and cost increases
	Maintain strong relationships and backup suppliers

	Investors
	Pressure for quick returns
	Compromised quality or safety
	Transparent progress and financial reporting

	Patients / Users
	Low engagement or poor feedback
	Low adoption and usability issues
	Early testing and feedback sessions


This table highlights the main stakeholder-related risks associated with LivaNova’s wearable health device project. Early identification of these risks allows the project team to apply mitigation strategies that reduce delays, maintain quality, and protect stakeholder relationships (PMI, 2021).
Key points:
- Regulatory delays can significantly affect launch timelines.
- Supplier reliability is critical for production continuity.
- End-user engagement reduces usability and adoption risks.
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	Stakeholder Group
	Monitoring Method
	Frequency
	Success Indicator

	Executive Leadership
	Progress reports
	Monthly
	Continued support and approvals

	R&D Team
	Sprint reviews
	Weekly
	Tasks completed on time

	Healthcare Partners
	Feedback sessions
	Bi-weekly
	Quality clinical feedback

	End Users
	Surveys and testing
	Per testing phase
	Positive usability feedback


Monitoring stakeholder engagement ensures that communication strategies remain effective and that stakeholders continue to support the project. Regular evaluation helps identify disengagement early and allows corrective actions to be taken (AccountAbility, 2015).
Key points:
- Regular feedback helps detect early engagement issues.
- Different stakeholders require different monitoring methods.

Failure to identify and mitigate early stakeholder-related risks may negatively impact the achievement of LivaNova's goal with its wearable health device project. There is one significant risk from internal stakeholders; namely, the regulatory and R&D teams. Internal stakeholders have the ability to delay or misalign product development and subsequent approvals which would result in a longer time to market. As there are many stringent regulations that apply to the use of medical devices, failure to engage with regulatory stakeholders prior to the completion of the development phase may result in compliance problems, rework, or delayed product launches. In order to mitigate this risk, LivaNova will be required to include regulatory experts in its project team from an early stage in the project and continue to conduct compliance assessments during all phases of the development process.

Another key risk associated with stakeholders is related to external stakeholders, i.e., suppliers and manufacturers. A disruption to the supply chain (i.e., component shortages or quality issues) may cause delays in the production timeline and create additional costs for the company. The risk of disruptions to the supply chain can be reduced by developing long-term relationships with suppliers, defining and communicating clearly what is expected, and obtaining and maintaining agreements with secondary suppliers where appropriate.

There is also a risk from investors who may expect a quicker return on investment than the company has estimated. This may conflict with the need to provide adequate testing and ensure patient safety. The risk of conflicting expectations between investors and the company can be reduced by providing open and honest communication and by presenting accurate reports of progress, cost estimates, and timelines.

A different type of risk exists with regard to patients and end-users. If their requirements and expectations are not well understood, it may be difficult for the company to develop a wearable health device that both meets technical specifications and is acceptable to the end-user. A way to minimize the risk of a device being developed that does not meet user requirements is to communicate with users at an early stage in the development cycle by conducting testing, collecting data via surveys, and soliciting feedback from users. In doing so, the company will have a better understanding of user requirements and the final product will reflect user needs in a practical manner. In summary, identifying the stakeholder risks and implementing specific measures to mitigate them will assist the company to deliver the project successfully and follow best practices in managing stakeholders (PMI, 2021).


Monitoring stakeholder engagement is essential to ensure that communication and involvement strategies remain effective throughout the project. For LivaNova, this means regularly checking whether stakeholders are informed, supportive, and actively contributing where required. Engagement can be monitored through progress meetings, feedback surveys, performance reviews, and informal check-ins with key internal teams. These methods help identify early signs of disengagement, resistance, or misunderstanding.


High-power stakeholders such as executive leadership and investors require regular performance and milestone updates to maintain confidence and support. If engagement drops at this level, it could lead to delayed decisions or reduced commitment. Operational teams such as R&D, IT, and marketing should be monitored through delivery performance, collaboration levels, and responsiveness to issues. Consistent participation in meetings and timely completion of tasks are useful indicators of healthy engagement.

External stakeholders such as healthcare partners and end users can be evaluated through the quality of feedback provided, participation in testing activities, and willingness to continue involvement. Monitoring engagement in this way allows LivaNova to adapt its communication approach when needed, ensuring stakeholders remain aligned with project goals. Continuous monitoring also reflects the principles of inclusive and responsive engagement promoted by the AA1000 Stakeholder Engagement Standard (AccountAbility, 2015).
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	Stakeholder Type
	Main Issue
	Handling Approach
	Expected Outcome

	Internal Teams
	Resistance to change
	Early involvement and clear communication
	Increased support

	Executive Leadership
	Conflicting priorities
	Structured decision-making meetings
	Faster approvals

	Healthcare Partners
	Ethical and data concerns
	Transparent and ethical engagement
	Trust and credibility

	Suppliers
	Cost and delivery issues
	Clear contracts and regular communication
	Stable supply chain


Effective stakeholder handling focuses on managing expectations, addressing concerns early, and building trust. Tailoring engagement approaches to different stakeholder groups improves collaboration and reduces conflict (Freeman, 2010).
Key points:
- Early involvement reduces resistance.
- Transparency builds long-term trust.
- Clear roles reduce conflict between teams.

Internally, for LivaNova, clarity and reliability are key. Clear definitions of roles, responsibilities and decision making authority will minimize confusion and conflict among teams. In cases where there are disputes, the project manager serves as an intermediary in discussions, and ensures all decisions are aligned with the ultimate goals of the project.

LivaNova also encounters resistance to change, which often occurs due to introduction of new technologies and/or processes. LivaNova can mitigate this issue by getting stakeholders involved at the outset of the project, outlining the benefits of the project, and creating an environment where stakeholders can voice their concerns openly. For example, including both R&D and IT departments in discussions regarding planning, will allow them to have a sense of ownership and foster commitment to the project. Acknowledging their input and providing transparent solutions will continue to build the relationship.

Externally, the strategy for LivaNova is slightly different. Partnerships with healthcare organizations and patients require sensitivity, openness, and ethics as they relate to health related data, and the use of testing. The best practices for communicating with external stakeholders include open and honest communications, obtaining consent from patients prior to sharing of any health data, and responding to comments and concerns from patients and other stakeholders. Suppliers and investors need to be communicated with in a professional manner, consistently, and within the bounds of what can be reasonably expected of the project. Using these customized approaches to manage its various stakeholders, LivaNova can create a positive stakeholder relationship and facilitate project success in a controlled and ethically responsible fashion (Freeman, 2010).

Recommendations
	Recommendation Area
	Recommended Action
	Reason
	Expected Benefit

	Leadership Engagement
	Keep senior leadership actively involved in key decisions and milestones
	Leadership has high power and influence over project success
	Faster approvals and better strategic alignment

	Regulatory Management
	Engage regulatory teams early and maintain regular compliance reviews
	Healthcare devices face strict regulations
	Reduced risk of delays and non-compliance

	User & Patient Engagement
	Increase end-user testing and feedback sessions
	Users influence adoption and usability
	Improved product acceptance and user satisfaction

	Communication Strategy
	Maintain clear and consistent communication with all stakeholders
	Poor communication leads to resistance and confusion
	Stronger trust and reduced conflict

	Monitoring Engagement
	Regularly review stakeholder engagement levels and feedback
	Engagement can change during the project lifecycle
	Early identification of risks and disengagement

	Supplier Management
	Strengthen supplier relationships and develop backup plans
	Supply chain disruptions can delay production
	More reliable production timelines



I would recommend that LivaNova continue to prioritise early and ongoing stakeholder engagement throughout the wearable device project. Senior leadership should remain actively involved in key decision points to ensure strategic alignment and timely approvals. Regulatory stakeholders should be engaged from the early stages of development to minimise compliance risks and avoid delays to market entry.
LivaNova should also strengthen engagement with end users and healthcare partners by expanding testing, feedback sessions, and pilot programmes. This will help ensure the device meets real-world needs and improves user acceptance. Regular monitoring of stakeholder engagement levels is recommended to identify signs of disengagement or resistance early and allow corrective actions to be taken.
Finally, clear and transparent communication should remain a priority, particularly when managing expectations around timelines, costs, and performance. By applying consistent stakeholder handling strategies and adapting engagement approaches as the project evolves, LivaNova can build trust, reduce conflict, and increase the likelihood of a successful and sustainable product launch.

[bookmark: _Toc216648025]Conclusion
This report demonstrates stakeholder engagement in the successful launch of LivaNova's wearable health technology. The identification of internal and external stakeholders; an examination of each group's relative "power", "interest" and "influence"; and application of structured tools (stakeholder assessment matrix, engagement level matrix, communications plan, etc.), and, stakeholder mapping, demonstrate how stakeholder management can affect the success of projects. In healthcare, where the main areas of concern include regulation, patient safety, and data protection, it is essential to manage stakeholder relationships ethically and in a structured manner.
The report indicates that regulatory bodies, executive leadership, and healthcare partners are key stakeholders who hold significant levels of influence on decisions regarding compliance and credibility. While the groups identified as patients/end-users are low-power, they hold high levels of interest and significantly influence the acceptability/usefulness of products. The study found that stakeholder engagement is not a one-off exercise, rather it is a process that continues through-out the project lifecycle and therefore, it is necessary to continue monitoring, communicating, and adapting to the needs of stakeholders. Overall, the utilization of stakeholder management tools will enable LivaNova to reduce risk, improve cooperation, and ensure that the project objectives of LivaNova are aligned with the expectations of its stakeholders.
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