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Understanding and Engaging Stakeholders Draft 



This report focuses on Siemens Healthineers UK, a division of Siemens, which is developing a unique wearable health device designed to monitor oxygen saturation, sleep patterns, and heart rate. The initiative indicates Siemens’s continued commitment to innovation in digital healthcare and personalised medicine. The projected product launch is within the next six months. Supporting Siemens’ strategic vision of integrating technology, data analytics, and patient-focused care to improve health outcomes and overall quality of life.

Siemens is a well-established global leader in the field of medical technology, recognised for its strong research capabilities, advanced engineering expertise, and a trusted reputation for quality and compliance with the UK Medical Device Regulations (MDR) and data protection laws (GDPR). This project presents a valuable opportunity to enhance Siemens’ presence in the consumer and preventative healthcare markets.

Additionally, this project requires robust cross-functional collaboration, meticulous planning, and the strategic engagement of both internal and external stakeholders to guarantee that the device advances from concept to market readiness within a six-month timeframe. Therefore, effective engagement with stakeholders is pivotal to the successful launch of the wearable device, aligning with Freeman's (Freeman’s, 1984) foundational viewpoint that organisations generate value by comprehending and addressing the requirements of all stakeholders.


[bookmark: _Hlk215697827]Considering the rapid six-month timeframe for the launch,  it is essential for the project to balance quality, time, and cost  (Atkinson, 1999), while also ensuring market acceptance by effectively engaging stakeholders in accordance with Rogers’ (Rogers, 2003) principles of innovation diffusion. The stakeholder models presented in this report are based on Freeman’s (1984) Stakeholder Theory, Kotter’s (1996) and Müller’s (2009) governance principles, which provide clarity, structure, and accountability
SWOT
Strengths:
Siemens Healthineers offers numerous advantages, including its status as a globally recognised brand with specialised expertise and advanced research and development capabilities. Engineers and researchers worldwide actively contribute to its ongoing legacy of innovation. Since its establishment, it has maintained strong financial stability and a rich history of medical technological progress. Its well-established reputation in medical devices and diagnostics not only boosts consumer trust but also streamlines regulatory approval processes. The organisation’s integrated digital platforms, combined with its artificial intelligence capabilities, give it a competitive edge in data analytics and health monitoring. Furthermore, Siemens' extensive experience with strict regulatory frameworks, namely the UK’s MDR and GDPR, ensures product compliance and protects patient data security and ethical standards (Appendix J).
Weakness:
As a major multinational corporation, Siemens faces challenges related to bureaucracy and lengthy decision-making processes, which may reduce its agility compared to more agile start-ups. Additionally, its complex organisational structure could hinder collaboration across departments and slow down innovation. Furthermore, venturing into the consumer wearable market is a relatively untested area for Siemens, where its brand recognition is weaker compared to lifestyle technology competitors like Apple or Fitbit. 
Opportunities:
The demand for remote health monitoring, digital self-care, and preventive medicine tools is increasing rapidly across the United Kingdom. Siemens has the potential to leverage collaborations with the NHS, private healthcare providers, and insurers to incorporate its wearable device into patient monitoring initiatives. Additionally, the company can benefit from the growing public focus on wellness, chronic condition management, and insights into personal health data. Advancements in technologies such as 5G connectivity and cloud computing present opportunities for continuous product enhancement and scalability.
Threats:
Siemens faces significant competition from international technology leaders, rapid technological advancements, and the potential for cybersecurity vulnerabilities. Furthermore, regulatory delays or modifications in medical device standards following Brexit could affect product launch schedules. Additionally, market saturation in wearable technology and consumer distrust regarding data privacy pose further difficulties.

The integrated SWOT and SOSTAC (Appendix 1) appraisal highlights Siemens Healthineers' strong technical and financial foundations, balanced by the challenge of adapting to a faster, consumer-focused market. By leveraging its medical expertise, advanced analytics, and well-established healthcare links, Siemens can differentiate itself from competitors. Siemens's success relies on effective stakeholder collaboration, agile project management, and clear communication strategies to deliver both commercial and clinical results in the growing digital health sector in the United Kingdom.
External environment factors influencing stakeholders engagement were assessed using PESTLE analysis (Appendix A)
(Appendix B. Internal & External Stakeholders)
 
The successful launch of Siemens Healthineers' wearable health device depends on the collaborative efforts of various stakeholders, each bringing distinct expertise, expectations, and limitations. With insight into the roles, responsibilities, advantages, and challenges associated with each stakeholder group, the project manager can formulate engagement strategies that foster unity, reduce resistance, and improve project outcomes.
Internal Stakeholders
Senior Leadership Team:
Roles and Responsibilities: The senior leader establishes the strategic direction, approves financial allocations, authorises project schedules, and guarantees alignment with Siemens' corporate objectives. They make essential decisions concerning market positioning, product characteristics, and collaborations.
Advantages: They offer credibility, financial resources, structural assistance, and strategic guidance. Support from leadership enhances interdepartmental cooperation and diminishes organisational barriers.
Challenges: Conflicting priorities among various business units could hinder timely decision-making. Leaders may experience pressure from shareholders, resulting in a conflict between the pace of innovation and the need for financial prudence.
The Project Management Officers:
R and R: The PMO determines governance structures, monitors progress, oversees risks, and guarantees compliance through PMI (PMI, 2021) and Siemens project methodologies. The project manager coordinates all stakeholders, addresses issues, and ensures that deliverables meet quality standards.
Benefits: Maintaining project structure, accountability, and communication flow. Their oversight prevents scope creep and supports efficient resource utilisation.
Challenges: Navigating conflicting interests, communication failures, and postponements in decision-making can generate stress. Additionally, project managers face difficulties in balancing innovation with regulatory limitations.
Product Development Team: 
R and R: Engineers, software developers, and designers develop the wearable device, ensuring sensor precision and stability. Data scientists incorporate AI and analytics to provide health-related insights.
Benefits: Enables the creation of a sophisticated, medically credible device. Ensuring the product meets Siemens’ high-performance standards.
Challenges: Technical complications, rapid technological changes, and limited timeframes can create pressure. Balancing innovation with cost-effectiveness and user usability.
Marketing and Communications:
R and R: They develop branding, marketing campaigns, user guides, and digital subject. They conduct market research and shape customer messaging.
Benefits: Transform technical features into customer value, increase awareness, and steer demand.
Challenges: Competition in the wearable market, commanding a strong variation. 
Quality Assurance and Regulatory Affairs: 
R and R: Manage compliance with medical device regulations, organise risk assessments, oversee marking, and confirm data protection within GDPR and ICO guidelines.
Benefits: Protects Siemens from legal issues, ensures patient safety, and improves consumer trust.
Challenges: Regulations changing, causing delays or requiring reforms. High documentation requirements and lengthy authorisation processes can slow down the development.
Sales and Distribution Teams:
R and R: Sales teams negotiate with hospitals, retailers, and corporate wellness clients. Distribution manages logistics, inventory, and supply chain coordination.
Benefits: Support market intelligence and revenue creation. Resourceful logistics ensure availability at launch.
Challenges: Supply chain disruptions, fluctuating component prices, and demand uncertainty may hinder performance. Additionally, resistance from clinical buyers is associated with established competitors.
Customer Assistance and aftercare Service: 
R and R: Deliver technical support, resolve issues, and foster enduring customer satisfaction.
Benefits: Customer support cultivates loyalty, enhances reputation, and provides essential user feedback for product improvement.
Challenges: Elevated service demand during the launch phase may strain resources. Unresolved issues have the potential to undermine Siemens’ brand credibility.
External Stakeholders
Regulatory Authorities:
R and R: Providing certification, overseeing compliance, and ensuring ethical deployment. 
Benefits: Their endorsement ensures patient safety and validates the device. 
Challenges: Backlogs or changes in regulations may delay approvals and interfere with timelines.
Purchasers:
R and R: They offer insights, embrace technology, and utilise the data for self-regulation. 
Benefits: User insights contribute to product enhancement and sustained relevance. 
Challenges: Include low digital literacy, concerns regarding privacy, and affordability issues that may hinder adoption.
Investors and Shareholders:
R and R: They supply capital, assess financial performance, and shape risk tolerance. 
Benefits: Their investments facilitate technological advancement and market growth. 
Challenges: Market fluctuations or delays in product launches can impact investor confidence and create financial strain.
Healthcare Providers (NHS, private clinics, GP’s) 
R and R: They assist in clinical trials, ensure the accuracy of products, and incorporate the device into patient care pathways. 
Benefits: Their support enhances trust and accelerates the adoption process, especially in the context of monitoring chronic conditions. 
Challenges: Issues related to data privacy, the need for staff training, and challenges in system integration could hinder the pace of adoption.
Technology Collaborators and Suppliers:
R and R: They provide components, cloud services, and manufacturing assistance. 
Benefits: They offer innovation, efficiency, and specialised knowledge. 
Challenges: Disruptions in the supply chain or technical malfunctions may affect product quality and availability.
Insurance Firms and Corporate Wellness Organisations 
R and R: They incorporate wearable technology into wellness or preventive health initiatives. 
Benefits: They enhance distribution channels and generate additional revenue streams. 
Challenges: Issues regarding accuracy, data-sharing agreements, or financial risks could hinder engagement.

Effective management of stakeholders is crucial for the successful execution of complex healthcare projects, especially in contexts where organisational objectives, regulatory requirements, and patient outcomes converge (OCM Solution, 2024). This analysis presents four distinct frameworks: the RACI matrix, Agile stakeholder mapping, the Agile Onion model, and traditional project management methodologies, WBS, CPM, and PERT. Each framework has been chosen for its unique strengths in addressing various features of stakeholder engagement and project implementation.
The RACI matrix plays a crucial role in establishing accountability and clarifying responsibilities within complex healthcare teams, thereby reducing role confusion and improving decision-making efficiency. Meanwhile, agile stakeholder mapping and the Agile Onion model emphasise flexible engagement, acknowledging that the influence, interests, and priorities of stakeholders can change over time. These agile methodologies facilitate ongoing reassessment, ensuring that communication and participation remain pertinent and effective.
CPM and PERT provide visibility into task durations, dependencies, and resource allocation, crucial to ensuring timely project delivery and mitigating risks (Kerzner, 2022; PMI, 2021). By merging structured methodologies with Agile practices, this approach achieves a balance between strategic oversight and operational execution, while also fostering adaptive engagement. This integration demonstrates how frameworks can synergise to improve organisational performance, enhance risk management, and promote sustainable project success.

Power–Interest Matrix 
The Power–Interest Matrix serves as a framework to categorise stakeholders based on their level of interest and influence, facilitating prioritisation of engagement strategies (OCM Solution, 2024). Stakeholders who possess both high interest and high power require careful management to harness their support and address potential risks effectively. In contrast, for those with low power but high interest, it is essential to keep them informed to sustain their engagement. Meanwhile, stakeholders with high power but low interest require ongoing monitoring, and those categorised as low power and low interest can be engaged with minimal effort. (Diagram in Appendix C)

This framework was selected for its capacity to visually represent stakeholder priorities strategically, thereby enhancing resource allocation. Importantly, it works in conjunction with Agile stakeholder mapping and the Agile Onion model, facilitating ongoing reassessment as stakeholder dynamics change (Bhasi, 2025). Additionally, the matrix supports the RACI framework, ensuring that accountability is aligned with stakeholder influence and interest. Evaluation demonstrates that combining these frameworks ensures proactive engagement, mitigates resistance, and supports sustainable collaboration, improving both project efficiency and organisational performance. 

Stakeholder Engagement & Communication Strategy 
Effective engagement and communication with stakeholders are crucial for project success, particularly in the healthcare sector, where various interests converge (OCM Solution, 2024). Engagement entails the identification, analysis, and prioritisation of stakeholders, followed by the creation of meaningful interactions (Freeman, 1984). The Power–Interest Matrix and the Agile Onion model facilitate this prioritisation by assessing stakeholders based on their influence and interest levels. Additionally, an iterative approach to engagement ensures flexibility and responsiveness to the evolving project dynamics (Bhasi, 2025).
The Communication Strategy outlines the methods, timing, and responsible parties for disseminating information (Kerzner, 2022). By promoting transparency, trust, and satisfaction among stakeholders, especially those with significant power or interest, strategic communication plays a crucial role. Evaluative studies indicate that consistent engagement and communication approaches enhance decision-making, mitigate resistance, and ensure that stakeholder contributions align with the overall project objectives (PMI, 2021). 
Effective communication within a project encompasses various types and levels to facilitate robust stakeholder engagement. The communication methods employed can be categorised as formal, such as reports and governance meetings, or informal, including emails and briefings, with the choice depending on the stakeholders' influence and their specific information requirements. Additionally, communication levels can be informative, consultative, or collaborative, corresponding to the different stages of stakeholder engagement. By integrating these communication levels with frameworks such as the Power–Interest Matrix, RACI, and Agile methodologies, the project can ensure that communication remains targeted, proportionate, and adaptable throughout its lifecycle (PMI, 2021; Kerzner, 2022)(Diagram in Appendix L).

This integrated strategy was chosen because structured tools (RACI and Power–Interest Matrix) enhance clarity and accountability, while Agile methodologies facilitate flexible participation. This combination ensures that stakeholders are not only kept informed but also play an active role in shaping project outcomes, thereby promoting sustainable engagement and aligning efforts with key project milestones (OCM Solution, 2024).
Impact of Sustainable Stakeholder Engagement 
Sustainable engagement with stakeholders enhances organisational performance by building trust, promoting collaboration, and ensuring accountability (OCM Solution, 2024). By integrating ongoing engagement strategies, minimising resistance, facilitating better-informed decision-making, and encouraging innovation through inclusion of varied perspectives.
This strategy was selected for its ability to shift stakeholder engagement from a transactional nature to a strategic one, fostering shared ownership throughout the various phases of a project. Agile methodologies enhance this process by facilitating iterative feedback loops and allowing recalibration of engagement strategies as needed. Additionally, structured frameworks such as RACI and CPM/PERT play a crucial role in ensuring that engagement initiatives align with defined responsibilities and project milestones.
Evaluation reveals that this integrated strategy enhances operational efficiency, reduces risks, and strengthens organisational credibility. By incorporating sustainability principles, organisations achieve long-term advantages, including better resource management, timely project execution, increased stakeholder satisfaction, and greater resilience in healthcare settings. (Diagrams in Appendix I, K, M and N)

Agile Onion Model 
The Agile Onion model (Bhasi, 2025) Categorises stakeholders into concentric layers based on their influence, interest, and required engagement. Core stakeholders, like sponsors and regulatory bodies, necessitate close collaboration, while those on the periphery require only occasional updates. 
This model was selected for its detailed perspective on stakeholder influence, facilitating adaptive engagement strategies that align with the evolving dynamics of projects. When integrated with Agile stakeholder mapping and the Power–Interest Matrix, it prioritises stakeholders based on their strategic impact and allows for ongoing reassessment. Additionally, incorporating the RACI matrix clarifies roles and responsibilities within each layer, fostering a cohesive relationship between influence, accountability, and communication. Evaluation of this layered approach indicates that it optimises resource utilisation, reduces engagement risks, and improves responsiveness in complex healthcare initiatives. (Diagram in Appendix D)

CPM & PERT 
The Critical Path Method (CPM) is instrumental in identifying the sequence of duties that dictate the overall duration of a project, emphasising the critical activities that require concentrated attention (Kerzner, 2022). Complementing this, the Program Evaluation and Review Technique (PERT) addresses uncertainties in task durations by employing probabilistic estimates, thereby enhancing risk management and facilitating more realistic scheduling (PMI, 2021). 
These methodologies were selected for their ability to provide comprehensive planning, monitoring, and control, effectively aligning stakeholder responsibilities with project timelines. When combined with the RACI framework, CPM, and PERT, it clarifies accountability, while Agile engagement ensures adaptive engagement from stakeholders. This integrated approach has been shown to strike a balance between operational accuracy and flexibility, minimising delays and improving reliability, especially in projects characterised by complex interdependencies and fluctuating resources. (Diagram in Appendix G)

RACI Matrix 
The RACI matrix organises stakeholders into four categories: Responsible, Accountable, Consulted, and Informed, thereby enhancing clarity and accountability in task management. This framework was selected to eliminate role confusion, facilitate efficient decision-making, and ensure that stakeholder responsibilities align with the project's goals. Evaluations indicate that when integrated with Agile methodologies and the Power–Interest framework, the RACI matrix significantly improves governance, stakeholder collaboration, and overall project outcomes. 
This mapping ensures accountability for critical activities identified through CPM/PERT and aligns communication intensity with stakeholder influence. Integrating the RACI with the power interest matrix and Agile stakeholder models ensures role clarity, reduces duplication, and supports effective governance throughout the project lifecycle ( Kerzner, 2022) (PMI, 2021)
(Diagram in Appendix E)


Successfully managing stakeholder conflict is crucial in complex healthcare technology projects, particularly in the development of an advanced, next-generation wearable monitoring device. This endeavour occupies a pivotal position at the intersection of medical regulation, innovation, patient safety, commercial strategy, and digital transformation. The project manager's responsibilities extend beyond merely recognising conflict; they must also methodically diagnose and resolve it through the 4Cs Conflict Management Model: Communication, Coordination, Cooperation, Collaboration. This organised methodology provides a pragmatic hierarchy of actions that guarantees conflict serves as a driver for improvement rather than a hindrance to progression. 

(Kotter's, 1996) The Eight-step Change Model also supports my strategy for stakeholder engagement by emphasising the structured behaviours necessary to address resistance and sustain momentum. In this project, steps 1-4 (create urgency, motivate action, highlight the need for change, assemble a coalition, drive initiative, develop a vision, and communicate it) enhance the 4Cs, particularly in terms of communication, while steps 5-8 (empowering actions, generating wins, and consolidating efforts across multi-functional teams) further contribute to this process. A comprehensive mapping of Kotter's model for Siemens Healthineers is included in the Appendix, illustrating how each step corresponds to the engagement needs of stakeholders for the wearable device project.
To support the 4Cs framework (Communication, Coordination, Cooperation, Collaboration) discussed in this section, a Work Breakdown Structure (WBS) is included in Appendix C, which demonstrates the organised breakdown of deliverables.

Communication 
For project managers, effective communication serves as the foremost tool for mitigating and resolving conflicts. When implementing a communication strategy grounded in evidence and structured across multiple levels: 
• Purposeful channels & cadences:
Daily standups for core engineering/QA, weekly integrated sprint reviews that include regulatory representation, clinical advisory sessions twice a month, and monthly executive steering updates. This approach guarantees that each stakeholder receives the appropriate level of detail at the correct frequency (PMI, 2021).
• Standardised artefacts: 
Centralised dashboards (roadmap, risk register, test pass rates), design history files, user-test reports, and regulatory evidence packs. It requires that all contentious decisions be supported by data (usability metrics, verification results, ISO/IEC test logs) to ensure that discussions are based on facts rather than speculation. 
• Active listening & framing:
When stakeholders express concerns (for instance, clinicians requesting additional sensors), Project Managers can employ structured questioning and restatement techniques to uncover underlying needs, such as safety and diagnostic value, before negotiating scope or sequencing.
• Transparent escalation policy: 
A clearly documented pathway (team lead - project manager - programme board - compliance sponsor) with service level agreements (SLAs) for response times minimises frustration and prevents unstructured bilateral escalations.
Measured outcomes:
The percentage of actions completed within SLA, stakeholder satisfaction ratings following each steering meeting, and the ratio of “information-based” to “opinion-based” issues during sprint reviews.
Coordination
Coordination mitigates conflicts that arise from misaligned schedules, redundant efforts, or incompatible interfaces: 
• Integrated master schedule: 
The Project manager will maintain an up-to-date Gantt/Jira roadmap. Outlining the engineering cycle, clinical trials, regulatory submission timelines, and marketing milestones. The visibility of interdependencies helps prevent scenarios such as marketing launching pre-release messaging before completion of clinical validation. 
• Dependency management & handover protocols: 
Formalisation and Handoff Checklists hardware- firmware - cloud integration - app. Ensure that quality standards are upheld. Each handover includes a brief coordination meeting with representatives and a signed Handoff.
• Resource coordination: 
Conduction of weekly resource clinics to resolve contention for test labs, clinical sites, or specialised engineers. When conflicts occur, trade-off decisions are made based on quantified impacts: delay days × risk = score. 
• Change control: 
[bookmark: _Hlk215244385]Any alteration in scope will trigger an impact analysis, time, cost, regulatory, and updates to the RACI. A decision recorded in the change register. This process helps to prevent unexpected scope creep and the conflicts it can cause (Kerzner, 2017).
Measured outcomes:
The number of missed handoffs, the percentage of sprints with outstanding dependencies, and the average time taken to resolve dependency blockers.

Cooperation 
Cooperation mitigates adversarial attitudes by aligning incentives and establishing shared short-term victories: 
• multi-functional working groups: 
Project manager to lead brief, outcome-driven teams, for example, the sensor accuracy team that integrates representatives from engineering, clinical, and regulatory sectors to address specific challenges. Their scope is limited in time and focused on outcomes, giving immediate solutions or testing strategies. 
• Shared KPIs:
Establish common success metrics. For instance, sensor accuracy goals, thresholds for false alarms, and timeframes for certification — that compel teams to pursue balanced solutions instead of adopting a "win at all costs" position. (Appendix O)
• Small-win delivery:
Agree on phased releases; delivering a minimum viable product that satisfies essential clinical criteria alleviates engineering pressure and provides marketing with a credible narrative for launch.
• Incentivised cooperation: 
Acknowledge cross-team efforts before release evaluations and redirect budget savings to collaborative innovation funds, adopting generosity. 
Measured outcomes:
The number of multi-functional teams established, the percentage of cooperative KPIs (Appendix O) achieved, and the frequency of phased deliveries completed.

Collaboration
Collaboration is used in scenarios where decisions require integrated expertise and outcomes that are collectively owned: 
• Co-design with clinicians and consumers: 
Project manager facilitates iterative co-design alongside NHS partners and patient groups to confirm ergonomics, alerting thresholds, and reporting formats. This approach prioritises clinical acceptance and minimises subsequent rework. 
• Regulatory engineering partnerships: 
Incorporate regulatory subject matter experts (SMEs) into sprint planning to ensure that the generation of regulatory evidence is incremental. Continuous verification/validation, rather than a burden at the final stage
• Formal governance for trade-offs:
Establish a capable Change Control Board, including technical, clinical, regulatory, and commercial members. To quickly and transparently make binding trade-off decisions. Votes and their rationales are documented to maintain audit trails.
• Post-decision follow-through: after decisions, chair implementation reviews to ensure commitments are translated into requirements, test cases, and a timeline. updates.
• Post-decision follow-through: 
Following decisions, lead implementation reviews to ensure commitments are effectively translated into requirements, test cases, and updates to timelines.
Measured outcomes: 
Duration from decision to implementation, frequency of rework following co-design, and completeness of regulatory submissions on the first attempt.


Effective engagement with stakeholders is among the most vital factors influencing a project manager's effectiveness and the overall success of intricate innovation projects, such as the Siemens Healthineers wearable health-monitoring device. The development of wearable medical technology relies significantly on ongoing collaboration among clinical specialists, engineers, regulatory bodies, marketing teams, patients, and external collaborators. Consequently, vigorous stakeholder engagement plays an essential role in influencing decision-making processes, mitigating project risks, enhancing stakeholder buy-in, and expediting project delivery. The project manager's ability to engage stakeholders strategically serves as a direct indicator of business performance.

Impact on Project Manager Performance
Stakeholder engagement significantly boosts a project manager's performance by enhancing clarity, alignment, and coordination throughout the project lifecycle. When key stakeholders, including biomedical engineers, UX designers, clinicians, data privacy specialists, and regulatory advisors, are involved early, the project manager obtains precise information, realistic constraints, and predictable timelines. This reduces rework, prevents scope creep, and supports more reliable scheduling — all essential elements of effective project management. 
For example, early collaboration with clinicians ensures that the sensors and monitoring capabilities of the wearable device meet actual medical requirements, thus preventing costly redesigns later. Similarly, ongoing interaction with data protection officers guarantees compliance with GDPR, thereby minimising the risk of legal and reputational damage. These examples highlight the project manager’s ability to manage risks proactively and uphold Siemens Healthineers’ standards for quality and compliance. 
Engagement enhances team cohesion and morale, which is crucial for leading multi-disciplinary agile teams. When stakeholders feel acknowledged and valued, their contributions become effective, leading to a decrease in conflict and an increase in collaboration. This directly translates to improved sprint outcomes, expedited decision-making, and heightened productivity.
Impact on Business and Project Outcomes
Effective stakeholder engagement significantly enhances the overall business performance of Siemens Healthineers in various critical aspects: 
1. Accelerated Time-to-Market:
Ongoing collaboration with regulators, suppliers, and engineering teams facilitates the identification of issues earlier, allowing quicker approval cycles and testing procedures. This expedites the market introduction of the wearable device. 
2. Enhanced Product Quality:
Stakeholders' feedback, particularly clinicians and consumers, ensures that the device is clinically safe, user-friendly, and effective for a wide range of patient demographics. This not only improves patient outcomes but also bolsters Siemens’ brand reputation.
3. Decreased Project Uncertainty:
Regular engagement enables the organisation to foresee risks, manage expectations, and diminish the chances of project overruns. In medical-device innovation, uncertainty can have financial, safety, and legal repercussions, but robust engagement helps alleviate all three.
4. Augmented Innovation Capacity: 
Collaboration with multi-functional experts fosters the generation of new ideas and solutions that a project manager might not independently discover. This aligns with Siemens long-term strategic objectives of expanding digital health technologies and remote diagnostics.

Evaluation: Consequences of Poor Engagement
When stakeholder engagement is inadequate, the project manager encounters  performance challenges: 
Misalignment between technical specifications and clinical requirements.
Increased risk of regulatory non-compliance.
Heightened conflicts and delays. 
Inadequate user acceptance of the device. 
Diminished organisational trust in the project manager. 
Possible clinical safety risks or violation of data protection. 

In the context of medical devices, these repercussions can result in commercial failure, damage to reputation, financial losses, or harm to patients. This stresses the necessity of stakeholder engagement. A PERT/CPM network diagram is included in the Appendix, supporting the project's critical path and demonstrating how stakeholder engagement accelerates or delays key dependencies. It is an essential driver of performance.


Recommendations for Future Projects
1. Implement an Agile-Focused Stakeholder Engagement Framework:
Utilise iterative feedback cycles from stakeholders, sprint reviews, and co-creation workshops to maintain ongoing alignment. 
2. Systematise Stakeholder Mapping and Prioritisation: 
Employ Mendelow’s Matrix, Agile Onion Model, and RACI charts to discern power dynamics, interests, influence, and responsibilities. 
3. Enhance Clinical and Patient Participation: 
Involve clinicians and patient groups at earlier stages of design and testing to encourage usability and foster trust.
4. Reinforce Data-Governance Collaboration: 
Ensure consistent engagement with GDPR, cybersecurity, and legal teams from the start.
5. Integrate the 4Cs approach (Communication, Coordination, Cooperation, Collaboration): 
Apply the framework to reduce conflict, enhance transparency, and sustain trust.
6. Leverage Digital Engagement Tools:
Tools such as Jira, Confluence, Teams, and digital prototyping applications to enhance visibility, mitigate miscommunication, and accelerate decision-making.
7. Ongoing Training for Stakeholder Management: 
Project managers should engage in continuous training focused on negotiation, conflict resolution, and clinical compliance to align with Siemens’ industry standards.


The development and introduction of the Siemens Healthineers wearable health-monitoring device highlight the essential role of structured stakeholder involvement in achieving successful project outcomes. During the project development, stakeholders, research and development teams, clinical experts, regulatory agencies, marketing divisions, supply chain collaborators, and consumers offer vital insights that influence product functionality, safety, user experience, and market viability. Their contributions not only improve decision-making processes but also enhance the alignment between technical feasibility, regulatory adherence, and market demands. 
For the project manager, effective engagement has a direct impact on business performance by enhancing schedule reliability, controlling costs, and mitigating risks. High-quality collaboration minimises rework, speeds up problem-solving, and fosters cross-departmental cohesion, enabling Siemens Healthineers to sustain a competitive edge in the swiftly growing digital health and remote monitoring industry. Similarly, early and ongoing engagement boosts stakeholder confidence, facilitates regulatory approval, and fortifies customer trust, all of which are vital for product adoption in both clinical and consumer markets.
Looking ahead, Siemens should implement more integrated, iterative strategies, such as Agile stakeholder mapping, real-time communication dashboards, and continuous user-testing cycles, to enhance collaboration and minimise delays caused by late-stage feedback. Future projects would also benefit from structured conflict-resolution processes and improved knowledge sharing among global teams, ensuring that challenges are addressed promptly and transparently.
Stakeholder engagement is not merely an ancillary task but a strategic asset that significantly improves innovation quality, operational excellence, and long-term organisational performance. By emphasising meaningful, consistent, and well-organised engagement, Siemens Healthineers can continue to deliver transformative health technologies that address clinical needs and enhance patient outcomes globally.
Comprehensive project management artefacts included in the Appendix further validate the project planning, scheduling, and governance strategies employed during the development of the wearable device, including the Work Breakdown Structure (WBS) and the Critical Path Method/Program Evaluation Review Technique (CPM/PERT) diagrams. This underscores the methodical approach necessary for a prompt product launch.
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Appendix

Appendix 1: 
SOSTAC

Situation:
Siemens Healthineers currently maintains a robust position in the Business-to-Business market, yet it has minimal presence in the consumer wearables sector. The organisation's strengths are surrounded by its credibility within healthcare and its technological advancements, whereas its weaknesses pertain to a lack of brand awareness among the public. Current market trends show a notable transition towards self-monitoring and interconnected health ecosystems, suggesting substantial growth opportunities.
Objectives:
· Introduce an innovative Siemens wearable health device aimed at tracking oxygen saturation, sleep patterns, and heart rate within six months in the UK market.	
· Achieve a 5% share of the market in the UK healthcare wearables sector during the initial year.
· Formulate a minimum of three strategic partnerships with healthcare organisations or insurance providers within a 12-month timeframe.
· Guarantee complete regulatory compliance while obtaining CE marking and 
ensuring adherence to GDPR.
Strategy:
Siemens plans to adopt a differentiation approach, emphasising medical precision, data reliability, and clinical integration as an alternative to lifestyle appeal. Siemens intends to promote the device as a trustworthy medical-grade wearable that links consumer health with clinical diagnostics.
Tactics: 
Tactics encompass focused marketing initiatives through healthcare avenues, collaborations with healthcare professionals and wellness programs, as well as educational outreach to enhance awareness. Siemens will leverage digital platforms, collaborate with influencers in health communities, and engage on social media to foster consumer trust.
Action: 
Multi-functional teams will be structured using agile project management methodologies, facilitating cooperation among the research and development, regulatory, marketing, and sales divisions. Before the complete release, pilot testing will be conducted with selected healthcare partners.
Control: 
Performance will be evaluated through key performance indicators (KPIs) such as stakeholder satisfaction, user adoption rates, sales growth, and device reliability feedback. Post-launch reviews and consumer data analytics will consistently guide ongoing enhancements to both the products and marketing strategies.

Appendix A: PESTEL Analysis – Siemens Healthineers Wearable Device Project

Political
· The regulatory expectations in the UK regarding medical devices (MHRA, UKCA marking) could influence the timelines for approval.
· The procurement priorities of the NHS significantly affect the feasibility of adoption.

Economic
· The increasing need for remote monitoring technologies is propelled by the redesign of services following the pandemic.

· The rise in inflation and shortages of components could lead to higher costs in both development and production.

Social
· Heightened public engagement in preventive health measures and the monitoring of personal health information
· An expanding ageing demographic heightens the demand for ongoing monitoring solutions.

Technological
· Significant progress has been made in the fields of biosensors, artificial intelligence-based diagnostics, and wireless connectivity.
· The requirements for cybersecurity are increasingly complex and expensive.

Environmental
· Expectations regarding sustainability for batteries, packaging, and disposal.
· Manufacturing processes are required to adhere to standards that promote energy efficiency and minimise waste.

Legal
· Regulations governing medical devices (UK MDR), legislation concerning data protection (GDPR), and the stipulations regarding patient consent.
· The protection of intellectual property and patents is essential for safeguarding proprietary sensor technology.

Referenced in Section 2 (SWOT).


Appendix B: Internal and external stakeholders involved in the project 

The effective delivery of Siemens Healthineers' innovative wearable health device relies on successful collaboration among a wide array of diverse internal and external stakeholders. Recognising these stakeholders is crucial for understanding their interests,  level of influence, and the influence they bring to the project. This section delineates the primary groups whose participation will profoundly impact the introduction, development, and sustained adoption of the product.

Internal Stakeholders

Senior Leadership Team: 
The executive board, along with senior management, possesses the authority to make strategic decisions. They allocate resources, establish organisational priorities, and sanction budgets, product features, and market positioning strategies. 
The Project Management Officers:
The PMO is responsible for governance, monitoring timelines, managing risks, and ensuring compliance with Siemens' internal project management frameworks. The project manager serves as the primary coordinator, aligning the activities of all stakeholders.
Product Development Team: 
This team comprises engineers, designers, software developers, data scientists, and AI specialists. Accountable for the technical development of the wearable device. They ensure the precision of sensors, the design of the user interface, and the capabilities for data processing.
Marketing and Communications:
The Marketing and communication team are responsible for developing branding strategies, executing promotional campaigns, conducting market research, creating user education materials, and planning product launches. Their efforts have a direct impact on public perception and the rate of adoption.
Quality Assurance and Regulatory Affairs:
These teams are responsible for ensuring that the product meets the regulatory standards, incorporates compliance with medical device regulations, CE marking, and data protection requirements. Their involvement is vital in conducting risk assessments and validating safety.
Sales and Distribution Teams: 
Internal sales teams collaborate with hospitals, clinics, corporate wellness providers, and retailers. Distribution teams oversee supply chain operations, logistics, and inventory.
Customer Assistance and aftercare Service:
This group ensures user satisfaction by providing technical assistance, resolving issues, and fostering enduring customer relationships.

External Stakeholders 

Regulatory Authorities: 
The authorised entities in the United Kingdom include the Medicines and Healthcare products Regulatory Agency (MHRA), the General Data Protection Regulation (GDPR), the Office for Product Safety and Standards (OPSS), the National Institute for Health and Care Excellence (NICE), and the Information Commissioner's Office (ICO). These organisations are responsible for ensuring the ethical, safety, and legal implementation of wearable devices. They oversee product certification, compliance with data protection regulations, and the frameworks for clinical testing.
Purchasers: 
The intended audience includes individuals interested in health monitoring, those managing chronic illnesses, and caregivers supporting vulnerable people. Their insights shape and improve product development, ensuring market success. 
Investors and Shareholders:
These stakeholders provide financial supervision and pursue long-term investment returns. Their expectations shape risk tolerance, budget allocations, and business strategy. 
Healthcare Providers (NHS, private clinics, GPs):
Healthcare organisations provide clinical insights, engage in trial participation, and establish long-term monitoring partnerships. Their support encourages credibility and facilitates greater adoption.
Technology Collaborators and Suppliers:
Manufacturers of chips, providers of cloud services, and suppliers of packaging play a crucial role in supporting production and facilitating digital integration. The dependability of these entities has a significant impact on delivery schedules and the functionality of products.
Insurance Firms and Corporate Wellness Organisations:
These stakeholders might integrate the wearable device into preventative health initiatives, providing discounts or incentives to users.


Appendix C: Mendelow’s Stakeholder Matrix (Power/Interest Grid)

This matrix arranges stakeholders based on their influence over the project and their interest in its results (OCM Solution, 2024). Those positioned in the high-power, high-interest category necessitate active engagement to secure their support and address potential risks. Stakeholders with low power but high interest should be kept informed to ensure they remain aware of developments. High-power, low-interest stakeholders require monitoring to assess any shifts in their influence. Equally, low-power, low-interest stakeholders are engaged minimally to optimise resource allocation.
Critical Notes:

· Supports prioritisation of engagement and communication resources.
· Provides a foundation for iterative reassessment using Agile frameworks.
· Directly informs RACI responsibilities, ensuring accountability aligns with influence and interest.


Reference:
OCM Solution. (2024). Stakeholder Engagement Frameworks in Project Management.

[image: Mendelow(1991) Four Box Matrix for Stakeholder Strategy]
Appendix D: Agile Onion Model – Stakeholder Engagement Layers
Stakeholders are categorised into concentric layers reflecting influence and engagement needs (Bhasi, 2025). Core stakeholders demand intensive collaboration, while peripheral stakeholders require periodic updates.

Critical Notes:
· Provides a structured, layered approach to engagement.
· Enables iterative reassessment, supporting Agile flexibility.
· Integrates with Power–Interest Matrix and RACI for holistic stakeholder management.

[image: A diagram of a agile framework
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Reference:
Bhasi, M. (2025). Agile Onion Stakeholder Model.

Appendix E: RACI Matrix – Siemens Wearable Device Development
The RACI matrix appoints stakeholders to categories: R = Responsible, A = Accountable, C = Consulted, and I = Informed, across all project tasks (Kerzner, 2022). This clarifies roles, reduces ambiguity, and enhances accountability.

This appendix presents the RACI Matrix encompassing all recognised stakeholders, which include Product Development, Regulatory Affairs, Sales & Distribution, Customer Assistance, Aftercare, Quality Assurance, Marketing, Programme Management, Senior Management, and NHS Partner Stakeholders. The matrix delineates role boundaries and facilitates effective governance throughout the project lifecycle.
Critical Notes:

· Prevents overlap and conflict between stakeholder responsibilities.
· Integrates with Agile and Power–Interest frameworks for dynamic reassessment.
· Supports structured decision-making while accommodating iterative stakeholder input.

	REGULATORY 
	Senior Leadership
	Project Manager
	Product Development Team
	Marketing Department
	Clinical & Regulatory Team
	Sales & Distribution
	Customer Assistance and aftercare Service

	Project – Initiation & Planning
	A
	R
	R
	I
	C
	I
	I

	Technical Development
	R
	A/R
	C
	C
	C
	C
	C

	Clinical Test
	R
	A/R
	C
	C
	C/R
	C
	C

	Regulatory Approval
	A
	C
	C
	C
	C
	C
	C

	Deployment Planning
	R
	A/R
	A
	C
	C
	C
	C

	Market Analysis
	R
	C
	C
	C
	C
	C
	C

	Market Campaign
	R
	C
	C
	C
	C
	C
	C

	Commercial Launch
	A
	A/R
	C
	C
	C
	C
	C

	Data Management & Cybersecurity
	R
	A/R
	A
	C
	C
	C
	A/R

	Software Development
	I
	I
	C
	I
	I
	C
	C

	Monitoring after launch
	R
	A/R
	C
	C
	C
	C
	C


Reference:
Kerzner, H. (2022). Project Management: A Systems Approach to Planning, Scheduling, and Controlling.

Appendix F: Work Breakdown Structure (WBS)
This figure depicts the hierarchical Work Breakdown Structure (WBS) for the Siemens Healthineers wearable device initiative. It breaks down the complete 6-month development cycle into manageable work packages that encompass requirements engineering, hardware and software development, clinical validation, regulatory preparation, market readiness, and aftercare. The WBS facilitates clarity in scope definition, resource distribution, and the assignment of responsibilities among both technical and commercial teams.
(WBS) Wearable Device Launch







2.0 
Design & Prototyping (HW + Form Factor)
2.1 Industrial design concepts
2.2 Hardware component selection
2.3 Initial prototype build
2.4 Prototype review & refinement

3.0 
Hardware Procurement & Supplier Setup
3.1 Supplier identification
3.2 Supplier qualification & NDA
3.3 Procurement of components
3.4 Manufacturing setup
4.0 
Firmware & Software Development
4.1 Mobile app development
4.2 Backend & cloud integration
4.3 Firmware programming
4.4 Cybersecurity & data protection features
4.5 Internal code testing

1.0 Requirements & Specification
1.1 Stakeholder requirement gathering
1.2 Clinical & regulatory requirements definition
1.3 Technical specifications document
1.4 Approval of requirement baseline























(WBS) Wearable Device Launch







9.0 
Customer Assistance & Aftercare Setup
9.1 Support team training
9.2 Technical knowledge base
9.3 Aftercare service workflow
9.4 Feedback loop setup

8.0
Marketing, GTM & Channel Preparation
8.1 Branding & value proposition
8.2 Sales training material
8.3 Distribution channel preparation
8.4 Marketing campaign planning

7.0 Regulatory Submission & Approvals
7.1 Regulatory documentation preparation
7.2 Risk management documentation (ISO 14971)
7.3 Submission to regulatory bodies
7.4 Response to regulatory queries
7.5 Final approval

6.0
Clinical Validation & Usability Trials
6.1 Trial planning
6.2 Ethical approval process
6.3 Pilot trials
6.4 Data collection & analysis
6.5 Final clinical validation

5.0 
Integration & System Testing
5.1 Hardware–software integration
5.2 Functional testing
5.3 Reliability & stress testing
5.4 Bug fixing & refinement



















Level 1 = Project
Level 2 = Major Deliverables
Level 3 = Work Packages

Appendix G: CPM / PERT Network Diagram
This diagram illustrates the CPM/PERT (Critical Path Method / Program Evaluation Review Technique) network model, which is a series of tasks that anticipate the overall duration of activities and pinpoint the critical path. Activities that possess no float are emphasised, showcasing the time-sensitive sequence necessary for achieving product readiness within a six-month timeframe. This method facilitates the project manager to evaluate scheduling risks, simulate delays, and enhance resource allocation.
Critical Notes:
· Align tasks with stakeholder roles and project timelines to ensure coherence. 
· Implement tools for risk evaluation and proactive management of schedules. 
· Utilise RACI to define accountability for essential tasks, thereby improving performance reliability.

Text-Based PERT/CPM Diagram 

ID    		Activity   		 Duration (example)      Depends On

A     Requirements & Specification 		 3 weeks  		   –
B     Design & Prototyping   			 4 weeks	              A
C     Procurement & Supplier Setup 		 3 weeks  	                B
D     Firmware & Software Development       5 weeks                        B
E     Integration & System Testing 		 4 weeks                     C, D
F     Clinical Validation   		              6 weeks                        E
G     Regulatory Submission   		   5 weeks 	                F
H     Marketing & GTM Prep    		   3 weeks                       E
I     Aftercare Setup  				 2 weeks                       E




         A (Requirements)
|
V
               B (Design & Prototyping)
|
+-------------------------------+
|                               |
v                              v
C (Purchasing)                    D (Firmware/Software)
|                                           |
+---------------+---------------+
|
v
E (Integration & Testing)
|
+---------------+---------------+
|                               |
v                               v
F (Clinical Validation)            H (Marketing Prep)
|
v
G (Regulatory Submission)
|
v
I (Aftercare Setup)   <- (runs parallel to H but starts after E)



Critical Path (CPM)

Calculate by summing durations along each route.

Critical Path Route:
A → B → D → E → F → G
= 3 + 4 + 5 + 4 + 6 + 5
= 27 weeks (critical path)

Non-critical paths include:
A → B → C → E → H
A → B → C → E → I
Slack exists on these paths.

[image: A diagram of a diagram of a system]
References:

Kerzner, H. (2022). Project Management: A Systems Approach to Planning, Scheduling, and Controlling.
PMI. (2021). A Guide to the Project Management Body of Knowledge (PMBOK Guide), 7th Edition.

Appendix I: Interest–Influence and Engagement Strategy Table
This framework categorises stakeholders based on their interest and influence levels, linking each category to a suitable engagement strategy. It facilitates prioritised communication, ensuring that stakeholders with significant influence receive active management, while those with lesser influence are kept adequately informed. By combining interest-influence analysis with targeted engagement strategies, the approach optimises the use of communication resources and aligns with project goals. Regular reassessment of stakeholder positions supports flexible engagement, adhering to Agile methodologies


	Stakeholder Group     Influence  Interest  Engagement Strategy  Related Model

	

	Senior Leadership          High      Medium    Keep Satisfied            Mendelow

	Regulatory Affairs       High        High       Manage Closely                    RACI

	Product Development   High        High   Daily collaboration    Agile ceremonies     								                           Agile Onion

	NHS Clinical Partners   High      Medium     Formal consultations    SOSTAC

	Marketing & Sales         Medium       High        Frequent updates              RACI

	Aftercare Team            Medium     High     Training + feedback loops     Agile

	Customers / End Users   Low          High        Feedback testing    Agile Onion


Reference:
OCM Solution (2024). Stakeholder Engagement Frameworks in Project Management.

Appendix J: Ethical and Governance Considerations 
The ethical and governance factors essential for effective stakeholder engagement focus on aspects such as transparency, inclusivity, data protection, accountability, and informed decision-making. Upholding ethical governance fosters stakeholder trust, ensures compliance with regulatory requirements, and promotes responsible management of power dynamics. By integrating ethical principles, organisations can enhance their legitimacy and contribute to sustainable project outcomes.

Includes:
· Data governance structure
· Compliance checks (GDPR, cyber-security)
· Ethical design for patient monitoring
· Transparency principles for AI use

Referenced in Sections 2 and 6 (SWOT and conflict management and communication values).
References:
PMI (2021). PMBOK® Guide (7th ed.).
UK Corporate Governance Code (2018).

Appendix L:
Communication Plan 
These tables summarise the communication plan, specifying stakeholder groups, frequency, method, and responsible party (Kerzner, 2022; PMI, 2021). They include:

· Communication channels (meetings, emails, reports)
· Frequency of updates (weekly, monthly, milestone-based)
· Stakeholder responsibility (aligned with RACI)
Critical Notes:
· Supports transparency and trust-building.
· Ensures high-power/high-interest stakeholders receive adequate attention.
Aligns with Agile iterative feedback loops for adaptive engagement.
	Stakeholder  Engagement Level  Communication Method  Frequency   Owner

	

	Senior Managers  Manage Closely Progress reviews, dashboards  Bi-weekly   Project Manager

	Regulatory Affairs Manage Closely Compliance reports, formal meetings Monthly     PM / RA Lead

	Product Development Collaborate Agile sprints, daily stand-ups  Daily PM / Dev Lead

	Marketing   Consult     Email updates, planning workshops   Monthly     PM

	Aftercare Team  Consult  Training briefs, beta updates                Monthly   PM

	End Users   Inform/Consult    Testing sessions, surveys     Milestones  PM / UX Team


(Table 2)
References:
Kerzner, H. (2022). Project Management: A Systems Approach to Planning, Scheduling, and Controlling.
PMI. (2021). A Guide to the Project Management Body of Knowledge (PMBOK Guide), 7th Edition.

Appendix M:
Impact of Sustainable Stakeholder Engagement on Organisational Performance
This table illustrates the impact of sustainable stakeholder engagement on organisational performance by fostering trust, collaboration, risk mitigation, and enhanced decision-making. Ongoing engagement not only strengthens stakeholder commitment and minimises resistance to change but also promotes innovation through the integration of varied viewpoints. The framework effectively connects the outcomes of stakeholder engagement with performance metrics, highlighting the long-term strategic benefits of engagement that extend beyond immediate project results.

	Stakeholder Group
	Type of Engagement Required
	Sustainable Engagement Activities
	Impact on Organisational Performance

	Internal Stakeholders (Project Manager, Product Development, Regulatory Affairs, Sales & Marketing, Aftercare)    
	High engagement – continuous
	Regular briefings, Agile stand-ups, cross-department workshops, RACI clarity, shared dashboards.
	Improves project delivery speed, reduces errors, increases innovation and product quality. Enhances coordination and reduces rework.


	Senior Management
	Medium–high
	Strategic reviews, milestone reporting, risk updates.
	Strengthens strategic alignment, ensures timely resource allocation, supports quicker decision-making, enhances governance.


	External Stakeholders (Suppliers, Manufacturers, Distributors)
	Medium
	Continuous collaboration, quality checks, shared timelines, joint problem-solving.
	Improves supply-chain reliability, reduces delays, strengthens product consistency and regulatory compliance.

	Regulators (MHRA, ISO bodies
	High, compliance-driven
	Evidence submission, documentation updates, audits, compliance meetings.
	Ensures market approval, reduces compliance risks, protects brand reputation, accelerates product launch.

	End Users / Patients
	Medium
	User testing, co-design insights, feedback loops, prototype trials.
	Improves device usability, increases adoption and satisfaction, reduces product complaints and returns.

	Healthcare Partners/ NHS Trusts
	Medium
	Clinical validation, pilot trials, and training support.
	Enhances credibility, increases market penetration, supports long-term adoption pathways.

	Investors / Funding Bodies
	Low–medium
	Financial reporting, roadmap updates.
	Improves investor confidence, supports long-term funding stability, and increases organisational resilience.


(Table 4)
References:
Freeman, R.E. (1984). Strategic Management: A Stakeholder Approach. Pitman.
OCM Solution (2024). Stakeholder Engagement Frameworks in Project Management.

Appendix N: Stakeholder Engagement Level Matrix 
The stakeholder engagement level matrix categorises stakeholders based on their existing and desired engagement levels, such as unaware, resistant, neutral, supportive, and leading. This framework supports conducting gap analyses, allowing targeted strategies to elevate stakeholders' support. When combined with communication and Agile engagement approaches, the matrix enhances the proactive management of resistance and fosters enduring alignment among stakeholders.

	Stakeholder Group
	Current Engagement Level
	Desired Engagement Level      
	Gap Identified    
	PM Strategy to Close the Gap

	Project Sponsor (Siemens Healthineers Executive Lead) 
	Supportive  
	Leading     
	Moderate    
	Increase visibility, provide frequent dashboard reports, and strategic reviews

	Regulatory Affairs Team      
	Neutral
	Supportive
	Moderate
	Early involvement in design decisions; regulatory roadmap workshops

	Product Development Team
	Supportive
	Leading
	Small
	Daily stand-ups, Agile sprint reviews, shared decision authority.


	R&D & Engineering
	Aware
	Supportive
	Moderate
	Technical integration sessions; risk-mitigation collaboration.


	Sales & Distribution
	Resistant
	Supportive
	High
	Product training, incentive alignment, customer-value demonstrations.


	Marketing & communication
	Neutral
	Supportive
	Moderate
	Early messaging workshops, prototype testing involvement

	Customer Support & Aftercare Team
	Aware
	Supportive
	Moderate
	Training on device function, support scripts; involvement in UX feedback.


	Data Security & IT Compliance
	Supportive
	Leading
	Small
	Joint data-privacy reviews; cyber-risk mitigation sessions.


	Clinical Partners / NHS Trial Sites
	Aware
	Supportive
	Moderate
	Trial-readiness briefings, feedback loops, clinical workflow mapping.


	Patients/customers
	Aware
	Supportive
	Moderate
	Usability testing, prototype feedback, and user-experience surveys.




Engagement Level Key:
Resistant – Opposes project direction
Neutral – No active support; unaware or unconcerned
Aware – Understands the concept but is not involved
Supportive – Positively engaged and contributes
Leading – Actively drives project success
Reference:
PMI (2021). A Guide to the PMBOK® Guide (7th ed.). Project Management Institute.

Appendix O:  Key Performance Indicators (KPIs) for Stakeholder Engagement

This table presents key performance indicators (KPIs) that assess the effectiveness of stakeholder engagement, such as the frequency of communication, stakeholder satisfaction levels, the time taken to resolve issues, and the degree of stakeholder participation. These KPIs facilitate an objective analysis of engagement strategies, ensuring they align with project milestones. By measuring engagement performance, organisations can foster continuous improvement and maintain accountability throughout the project lifecycle.

	KPI
	Measurement Method
	Target
	Purpose

	Stakeholder Meeting Attendance      
	Attendance logs
	90% attendance across all key groups
	Indicates engagement consistency

	Response Time to Key Decisions
	Time from request → confirmation
	< 5 working days
	Ensures project momentum

	Issue Resolution Rate
	Number of issues resolved vs raised
	85% resolution each sprint/month
	Tracks collaboration effectiveness

	Satisfaction Score      
	Stakeholder survey
	≥ 4/5 average score
	Measures perceived project alignment

	Deliverable Approval Timeliness
	Delays in approvals
	0 critical delays 
	Ensures the project remains on schedule

	Cross-functional Collaboration
	Qualitative evaluation per sprint
	Demonstrated cooperation      
	Ensures integration across teams


References:
Kerzner, H. (2022). Project Management: A Systems Approach to Planning, Scheduling, and Controlling. Wiley.
PMI (2021). PMBOK® Guide (7th ed.).

Appendix P: Kotter’s 8-Step Change Model 
Kotter’s 8-Step Change Model provides a systematic framework for navigating organisational change, beginning with the creation of urgency and culminating in the integration of change into the organisational culture. This model was utilised to facilitate stakeholder engagement and promote behavioural shifts throughout the project. Aligning with stakeholder engagement strategies, it ensures that communication, leadership, and participation are effectively coordinated during the transformation process.

	Steps
	Application

	Create urgency
	Use market data & health-tech trends to show why rapid development is critical.


	Form a guiding coalition
	Build cross-department leadership, including engineering, regulatory, marketing and clinical advisors.

	Create a vision for change
	Define the shared goal: launch a safe, compliant, patient-benefiting device within 6 months.

	Communicate the vision
	Continuous communication through dashboards, sprint reviews, and leadership updates.


	Remove obstacles
	Address resource shortages, clarify responsibilities (RACI), and streamline decision-making.

	
	

	Create short-term wins
	Celebrate milestones: prototype completion, regulatory pre-checks, supplier approvals.


	Build on the change
	Use early wins to improve stakeholder motivation and collaboration.


	Anchor the change
	Integrate lessons learned into Siemens Healthineers’ future product workflows.



Reference:
Kotter, J.P. (1996). Leading Change. Harvard Business School Press.

Appendix Q: SMART Objectives for Project Stakeholder Engagement
This table outlines SMART (Specific, Measurable, Achievable, Relevant, Time-bound) objectives designed for stakeholder engagement. By establishing clear and quantifiable goals, SMART objectives facilitate the assessment of performance and ensure that engagement efforts are aligned with the overarching strategic goals. When integrated with key performance indicators (KPIs) and communication strategies, these objectives enhance accountability and promote ongoing evaluation of the effectiveness of stakeholder engagement initiatives.

	SMART Element
	Stakeholder Engagement Objective

	Specific    
	Engage all internal and external stakeholders required to deliver the wearable device.

	Measurable
	Achieve 90% participation in scheduled meetings and timely approval of deliverables.

	Achievable
	Use structured tools such as RACI, a communication plan, and Agile ceremonies.

	Relevant
	Ensures successful on-time launch and regulatory compliance.

	Time
	  Achieve full engagement milestones within the 6-month development window.



Reference:
Doran, G.T. (1981). There’s a S.M.A.R.T. Way to Write Management’s Goals and Objectives. Management Review, 70(11), pp.35–36.
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