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[bookmark: _Toc227403685]1.0 Introduction to the Chosen Organisation
Owen Mumford Limited is a British medical devices manufacturer that took its place as one of the leading companies in 1952; it has its headquarters in Woodstock, Oxfordshire, United Kingdom. Owen Mumford has more than 70 years of experience in healthcare technology innovation, being a designer, developer, and manufacturer of drug delivery systems, diagnostics, and patient-centred healthcare products. The organisation has about 1,000 employees worldwide and markets its products to healthcare providers and patients in over 70 countries all over the world (Owen Mumford, 2024).The company operates as one of the most diversified medical device manufacturers in the United Kingdom because it offers the most extensive range of products, which includes auto-injectors, pen needles, needle-free injection systems, blood-sampling lancets, and wearable drug delivery systems.
Owen Mumford has developed numerous relationships with the pharmaceutical companies of the world, national health services, and patient advocacy organisations, establishing it as an ally that is trustworthy and respected as an entity in the global medical device community. The organisation has recently made a promise to fast-track its digital health, as it has recognised the revolutionary nature of connected health technologies in enhancing patient outcomes and operational efficiency.
This report is devoted to the introduction of the next-generation smart auto-injector with Bluetooth-enabled patient-monitoring functionality, called ConnectSense 1000, and a companion mobile app. ConnectSense™ can help patients with chronic conditions like Type 1 and Type 2 diabetes to track their doses in real-time, monitor adherence, and communicate with their healthcare professionals by providing support and monitoring. The clinical and commercial strengths of this product are strong, as there are about 4.9 million diabetes patients in the United Kingdom (Diabetes UK, 2023).
The project will roll out over six months in a number of chosen NHS Trusts in England, with subsequent international expansion into regulated markets, such as the European Union and North America. The Project Manager role includes, as an area of responsibility, the identification and engagement of key stakeholders, the compliance with MHRA regulations, cross-functional team coordination, and successful adoption. This report critically analyses the stakeholder environment, employs the applicable engagement frameworks and analytical instruments, and assesses the effects of stakeholder engagement on business performance, backed up by scholarly theory and industry data.
[bookmark: _Toc227403686]2.0 SMART Objectives of the Project
The SMART objectives listed below are to be used in the successful implementation of the ConnectSense™ project. Specific, Measurable, Achievable, Relevant, and Time-bound SMART objectives help to keep project goals well-defined and monitor progress (Doran, 1981; Kerzner, 2017).
	Objective
	Specific
	Measurable
	Achievable
	Relevant
	Time-Bound

	Regulatory Approval
	Obtain MHRA Class IIb device certification for ConnectSense™
	100% regulatory compliance at submission
	Feasible with dedicated Regulatory Affairs team
	Essential for UK market entry
	Within 3 months

	Stakeholder Engagement
	Engage all 8 key stakeholder groups in structured activities
	Min. 85% satisfaction in stakeholder surveys
	Achievable through structured engagement plan
	Critical for project alignment
	By end of Month 4

	Clinical Pilot
	Complete pilot testing in 3 NHS Trusts across England
	≥80% improvement in patient medication adherence
	Feasible with existing NHS partnerships
	Demonstrates clinical effectiveness
	Within Month 5

	Market Launch
	Successfully launch ConnectSense™ in UK market
	Onboard minimum 500 patients in first post-launch quarter
	Achievable given existing distribution network
	Drives revenue growth and brand recognition
	Month 6

	International Readiness
	Prepare regulatory submissions for EU MDR and FDA 510(k)
	Submissions filed in 2 international markets
	Feasible with external regulatory consultants
	Supports global expansion strategy
	Within 6 months


Table 1: SMART Objectives for the ConnectSense™ Project (adapted from Doran, 1981)
[bookmark: _Toc227403687]3.0 Identifying Key Stakeholders
[bookmark: _Toc227403688]3.1 Identification of Stakeholders
A stakeholder according to Freeman (1984, p. 46) exists as every group or individual who possesses the ability to impact organizational objectives or who experiences effects from organizational success. The ConnectSense ™ project identifies stakeholders from both internal and external groups because each stakeholder possesses distinct interests and levels of power which determine their connection to project success (Mitchell, Agle, and Wood, 1997). The table below shows the stakeholders identified as key, which are aligned with the internal and external categorisation framework shown in Week 3 Slides 36 and 37 of the modules:
	Stakeholder
	Category
	Role in ConnectSense™ Project
	Responsibility

	Senior Leadership / Board
	Internal
	Provide strategic direction, executive sponsorship, and resource authorisation
	Evaluate performance and approve major project decisions

	Product Development Team
	Internal
	Design, develop, and test the ConnectSense™ device and companion app
	Ensure product meets technical specifications and quality standards

	Clinical Affairs Team
	Internal
	Oversee clinical trials, safety evidence, and evidence-based design
	Maintain clinical safety standards and generate clinical evidence

	Regulatory Affairs Team
	Internal
	Manage MHRA submission processes and certification
	Maintain data integrity and ensure regulatory compliance throughout

	IT / Digital Health Team
	Internal
	Manage technical integration of wearable data with hospital systems
	Maintain data integrity, storage, and accessibility (Week 3, Slide 36)

	Marketing and Sales
	Internal
	Position product in market; manage pricing and go-to-market strategy
	Manage budgets and evaluate market performance outcomes

	Patients / End Users
	External
	Primary users of the ConnectSense™ device (Week 3, Slide 37)
	Review own health data and comply with monitoring instructions

	Healthcare Professionals (Physicians / Nurses)
	External
	Interpret device data to support diagnosis and treatment recommendations
	Communicate clinical insights to patients ethically and clearly

	NHS Trusts / Hospital Trusts
	External
	Provide the infrastructure and patient base for the clinical pilot programme
	Facilitate patient access and evaluate clinical and operational outcomes

	MHRA (Regulatory Authority)
	External
	Approve, certify, and monitor medical devices and data practices (Week 3, Slide 37)
	Oversee post-market surveillance and compliance obligations

	Investors / Funding Partners
	External
	Provide financial backing for product development and healthcare integration
	Monitor outcomes, return on investment (ROI), and scalability


Table 2: Key Internal and External Stakeholders - ConnectSense™ Project (adapted from Week 3, Slides 36-37; Freeman, 1984)
[bookmark: _Toc227403689]3.2 Benefits and Challenges of Key Stakeholders
The involvement of the stakeholders in medical device projects creates both considerable opportunities and considerable challenges. The quality and depth of the stakeholder relationships are what define the long-term sustainability of any new service or product launch, as Ashcroft (2017) makes it sound, the relational lens framework. Eskerod and Jepsen (2013) characterise the paradox concerning stakeholder engagement: they state that broad stakeholder engagement is a key to project success; however, the variety of interests leads to tensions that need to be managed with special attention to the strategic plan. The following table summarises the main advantages and issues of the stakeholder groups:
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Table 3: Benefits and Challenges of Stakeholder Engagement (adapted from Ashcroft, 2017; Eskerod and Jepsen, 2013)
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3.3.1 SWOT Analysis
SWOT analysis will give a methodical analysis of the internal strengths of Owen Mumford and the external environmental conditions concerning the project of ConnectSense™ (Helms and Nixon, 2010). By comprehending these dimensions, the project manager can capitalise on organisational strengths, overcome weaknesses, ride the emerging opportunities, and counter potential threats:
	STRENGTHS (Internal)
	WEAKNESSES (Internal)

	· 70+ years of medical device design and manufacturing expertise 
· Established MHRA-certified manufacturing processes and quality management systems 
· Strong existing relationships with NHS Trusts and global pharmaceutical manufacturers 
· Proven track record in auto-injector and drug delivery innovation 
· Distribution network spanning 70+ countries enabling scalable rollout
	· Limited in-house digital health and app development expertise 
· Relatively smaller operational scale compared to global MedTech competitors (e.g., BD, Becton Dickinson) 
· Resource constraints when managing simultaneous UK and international regulatory submissions 
· Dependency on third-party software development partners for companion app

	OPPORTUNITIES (External)
	THREATS (External)

	· Rapidly growing UK digital health and connected device market, with NHS commitment to digital transformation (NHS England, 2019) 
· Approximately 4.9 million people in the UK diagnosed with diabetes, creating substantial patient demand (Diabetes UK, 2023) 
· MHRA ambition to position UK as a global centre of excellence for medical device innovation 
· Increasing patient demand for remote monitoring and self-management tools post-COVID-19
	· Regulatory complexity and divergence post-Brexit between MHRA and EU MDR frameworks 
· Increasing competition from technology-enabled device manufacturers and health tech start-ups 
· Data security and cybersecurity risks associated with connected medical devices 
· Data privacy obligations under UK GDPR and potential patient concerns regarding health data usage (MHRA, 2022)


Table 4: SWOT Analysis -Owen Mumford ConnectSense™ Project (adapted from Helms and Nixon, 2010)
3.3.2 Mendelow’s Power/Interest Matrix
The Power/Interest Matrix by Mendelow (1991) is a stakeholder mapping tool that is extensively used to classify stakeholders based on their power and interest in a project so that the project manager can identify the right engagement strategy to employ in a group. This presented tool, Week 5, Slide 13, comes in especially handy when dealing with a complex, multi-stakeholder project like that of ConnectSense™, in which resource distribution to engage the various stakeholders should be carefully prioritised.
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Figure 1: Mendelow’s Power/Interest Matrix applied to ConnectSense™ Project (adapted from Mendelow, 1991; Week 5, Slide 13)
This mapping has important strategic implications. The MHRA has immense regulatory authority, but is mainly focused on protecting the health of the population, not the commercial interests of Owen Mumford. The tactic is to ensure they are contented by active compliance and open communications. Senior Leadership and NHS Trusts are in the Manage Closely quadrant and need frequent collaborative work, shared governance, and frequent performance reporting. The Keep Informed quadrant places patients and Healthcare Professionals in a situation where regular, readily available, and clinically meaningful communication is required to maintain engagement and earn the trust required to be adopted. Like Christopher, Payne and Ballantyne (2013) argue, with regard to relationship marketing, value-based communication that proves to show real benefit is the best tool to establish long-term stakeholder commitment.
[bookmark: _Toc227403691]4.0 Roles of the Manager in Engaging Stakeholders
[bookmark: _Toc227403692]4.1 Communication Plan
Communication serves as the fundamental element which enables stakeholders to successfully engage with each other according to PMI 2021. The most effective engagement strategies which exist will fail to establish trust and project alignment because they need dedicated communication which targets their goals. The communication plan which follows this document will use Week 6 Slide 11 as its base to show how the organization will communicate with each stakeholder group through defined channels at specific times:
	Stakeholder
	Key Message
	Channel
	Frequency
	Responsible Party
	Purpose

	Senior Leadership
	Project status, KPIs, risk updates, financial performance
	Board reports, steering committee meetings
	Monthly
	Project Manager
	Strategic alignment and decision authorisation

	Product Development Team
	Technical specifications, sprint progress, design changes
	Agile sprints, MS Teams, weekly standups
	Weekly / Daily
	Product Manager
	Delivery on time and specification

	Clinical Affairs Team
	Trial protocols, safety updates, regulatory evidence
	Clinical review meetings, documented reports
	Bi-weekly
	Clinical Director
	Clinical integrity and patient safety assurance

	MHRA
	Regulatory submission status, safety reports, compliance updates
	Formal correspondence, pre-submission meetings
	As required
	Regulatory Affairs Lead
	Regulatory approval and ongoing compliance

	NHS Trusts
	Pilot programme updates, integration progress, outcomes data
	Quarterly partnership reviews, co-design workshops
	Quarterly
	Project Manager
	Maintain NHS partnership and clinical access

	Patients / End Users
	Device training, app updates, adherence benefits
	Patient portal, newsletters, helpline support
	Monthly
	Marketing Team
	Drive adoption, adherence, and patient satisfaction

	Healthcare Professionals
	Clinical evidence, prescribing guidance, device efficacy data
	Webinars, medical conferences, published evidence
	Monthly
	Medical Affairs
	Secure prescriber endorsement and clinical advocacy

	Investors / Shareholders
	Financial performance, market progress, ROI milestones
	Investor reports, AGM, executive presentations
	Quarterly
	CEO / Finance Director
	Maintain investor confidence and financial backing


Table 5: Stakeholder Communication Plan (adapted from PMI, 2021; Week 6, Slide 11)
[bookmark: _Toc227403693]4.2 Level of Engagement
The International Association of Public Participation (IAP2) Spectrum of Public Participation, used in Week 5, Slide 11, offers a progressive tool for identifying the level of engagement that should be used with each group of stakeholders. The five levels Inform, Consult, Involve, Collaborate, and Empower indicate the rising levels of stakeholder involvement and decision-making (IAP2, 2018). Engagement maturity cannot be attained by the same strategy for all stakeholders, but by establishing the level of engagement depending on the stakeholder position, interest, and ability to contribute to the project's success (Bourne 2015).
	Engagement Level
	Definition
	Stakeholder Group
	Application to ConnectSense™ Project

	INFORM
	Provide balanced, objective information to enable stakeholders to understand the project
	MHRA, General Public, Media
	Regulatory submissions, press releases, public health communications and announcements

	CONSULT
	Obtain stakeholder feedback and input to ensure concerns are understood and considered
	Healthcare Professionals, Patients, NHS Trusts
	User experience testing, clinical feasibility consultations, advisory panels

	INVOLVE
	Work directly with stakeholders throughout the project to incorporate their perspectives
	Clinical Affairs Team, IT / Digital Health Team, Marketing
	Co-design of clinical protocols, integration architecture reviews, brand co-creation workshops

	COLLABORATE
	Partner with stakeholders in each aspect of the decision-making process, including developing alternatives
	Product Development, Regulatory Affairs, NHS Trust Clinical Leads
	Joint project governance, shared risk registers, co-authored regulatory evidence packages

	EMPOWER
	Final decision-making is delegated to the stakeholder group, with commitment to implement their decision
	Senior Leadership / Board
	Strategic direction, major capital investment decisions, project go/no-go gate approvals


Table 6: Level of Engagement Framework (adapted from IAP2, 2018; Week 5, Slide 11; Bourne, 2015)
[bookmark: _Toc227403694]4.3 RACI Matrix
RACI Matrix (Responsible, Accountable, Consulted, Informed) is a project management governance model that establishes the roles and responsibilities of each of the stakeholder groups in the most important project activities (Kerzner, 2017). Role assignment provides clarity that avoids duplication of efforts and eradicates the role ambiguity that Turner (2014) lists as one of the primary reasons behind failure in multi-stakeholder complex projects. The following matrix corresponds to the framework in Week 6, Slide 15:
	Project Activity
	Project Manager
	Senior Leadership
	Product Dev.
	Clinical Affairs
	Regulatory Affairs
	IT / Digital Team
	Marketing
	NHS Trusts

	Project Planning & Governance
	A
	C
	C
	C
	C
	C
	I
	I

	Product Design & Development
	C
	I
	R/A
	C
	C
	R
	C
	I

	MHRA Regulatory Submission
	C
	I
	C
	C
	R/A
	C
	I
	I

	NHS Clinical Pilot Programme
	R
	I
	C
	R
	C
	C
	I
	C

	IT Integration & App Development
	C
	I
	C
	I
	I
	R/A
	I
	C

	Marketing & Commercial Launch
	C
	A
	I
	I
	I
	I
	R/A
	C

	Patient Training & Onboarding
	R
	I
	I
	C
	I
	C
	A
	R

	Post-Market Surveillance
	C
	I
	C
	R
	R/A
	C
	I
	C

	Key: R = Responsible | A = Accountable | C = Consulted | I = Informed | R/A = Responsible and Accountable


Table 7: RACI Matrix – ConnectSense™ Project (adapted from Kerzner, 2017; Week 6, Slide 15)
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[bookmark: _Toc227403696]5.1 Justification of Stakeholder Engagement
Stakeholder engagement is not just a managerial role but a strategic necessity of any project that is being conducted in a multi-interest and complex environment. The classic stakeholder theory developed by Freeman (1984) assumes that organisations should take into account and reconcile the interests of all parties that may influence or be influenced by their actions. The application of this principle in the context of the ConnectSense™ project is especially relevant since the introduction of a connected medical device touches the areas of clinical, regulatory, commercial, and patient welfare at the same time.
The Stakeholder Salience Model by Mitchell, Agle, and Wood (1997) is an extension of the stakeholder theory that classifies stakeholders based on three key characteristics: power (the capacity to exert will on a given organisation), legitimacy (the perceived validity of claims on the organisation), and urgency (the time-sensitiveness of demands). The MHRA can be seen as the ultimate source of power and authority in the context of the ConnectSense™; NHS Trusts and patients are desperate due to healthcare demand, and investors are a combination of authority and legitimacy. By recognising and ranking these attributes, the project manager can deploy engagement resources strategically and can be sure that the most important relationships with stakeholders are given an equal amount of attention and investment.
The Relational Lens Framework, as described by Ashcroft (2017), explains that a sustainable relationship between stakeholders is established on the foundation of trust, transparency, and value creation. This is especially important in the case of medical equipment introductions, when effects of not being engaged can lead to regulatory delays, patient safety accidents, or NHS purchasing decisions, the outcomes of which could be disastrous to the operations and reputation of Owen Mumford. The relational approach entails that the project manager should go beyond the transactional and unidirectional relationships to the establishment of long-term partnerships that advance shared value, a concept that Christopher et al., (2013) further expound through their Relationship Marketing framework, which states that sustainability in commercial success resides in the quality of organisational relationships as opposed to the efficiency of individual transactions.
The stakeholder engagement model of 4Cs Communication, Collaboration, Consultation, and Commitment offers a pragmatic and theoretically-supported operational framework of the approach the project manager can use to engage the stakeholders:
Communication entails the creation of direct, specific and consistent communication channels that are specific to each group of stakeholders. In the case of ConnectSense, this involves monthly patient newsletters, healthcare professional clinical webinars, and official regulatory communication with MHRA. According to the Project Management Institute (PMI, 2021), poor communication is the most crucial factor that leads to project failure, with most risks associated with project failures being a result of failures in information channels between the stakeholders. An audience-based, systematic communication strategy is thus essential.
Collaboration mandates that the project manager develop environments in which stakeholders jointly develop solutions, share project risks, and jointly manage results. In the case of the ConnectSense™, it is operationalised by shared clinical working groups with NHS Trust teams, shared governance steering committees and joint development sprints with Product Development and IT teams. Donaldson and Preston (1995) opine that joint stakeholder involvement produces higher quality decisions and organisational legitimacy than an authoritative, top-down management style.
Consultation allows the stakeholder views to be actively consulted and sewn into the major decision processes prior to finalisation of commitments. Co-designing workshops with patients, healthcare professional advisory boards, and pre-submission regulatory meetings with MHRA are all formal consultative tools that minimise false expectations and develop the legitimacy to support long-term adoption. According to Eskerod and Jepsen (2013), consultation should be authentic and provably effective; tokenistic consultation brings about a lack of engagement and undermines trust.
This is done through commitment when the stakeholders feel that they are truly appreciated and change their position from mere spectators to project champions. Bourne (2015) suggests that commitment is achieved gradually over time by delivering on promises, communicating effectively on issues, and acknowledging stakeholders with significance. In the case of the ConnectSense™ project, NHS Trust partners and Healthcare Professionals will play a crucial role in commitment because their agreement to the project will dictate the rate of patient adoption and the extent of the same.
A complex multi-stakeholder project is an unavoidable aspect of conflict management. In the ConnectSense project, there can be a conflict between investors wanting to enter the market as quickly as possible and Clinical Affairs and evidence generation will require more time, or between Regulatory Affairs and Marketing that want to launch the product sooner. Thomas-Kilmann Conflict Mode Instrument (Thomas and Kilmann, 1974) recognises five conflict-handling styles: competing, collaborating, compromising, avoiding and accommodating. In this project, the collaborating strategy is the most suitable since it aims at achieving some mutually advantageous results that would not harm relationships, maintain momentum, and keep stakeholders' interests together due to shared project objectives. Organising structured negotiation meetings, keeping open risk registers and ensuring that all the concerns of the stakeholders are properly documented and addressed are key duties of conflict resolution as the Project Manager.
[bookmark: _Toc227403697]5.2 Impact of Sustainable Stakeholder Engagement on Organisational Performance
Effective stakeholder engagement has many dimensions of influence on business performance, including quality of project delivery, regulatory compliance, clinical adoption, patient outcomes, and long-term financial performance. Clarkson (1995) illustrates that those organisations that are able to continue to generate value to their major stakeholders perform better in the long run both financially and operationally as compared to organisations that focus on the selfish interest of the shareholders. The table below critically evaluates the key performance impacts for Owen Mumford's ConnectSense™ project:
	Performance Dimension
	Impact of Effective Stakeholder Engagement
	Supporting Evidence

	Project Delivery Success
	Improved schedule adherence, reduced scope creep, higher quality project outputs and milestones achieved on time
	PMI (2021): Projects with active stakeholder engagement are significantly more likely to meet their original objectives and budgets

	Regulatory Compliance
	Proactive MHRA engagement reduces approval delays and ensures first-time certification, protecting commercial timelines
	MHRA (2022): Early regulatory engagement and transparent communication are explicitly recommended to streamline device approval pathways

	Clinical Adoption Rate
	NHS Trust and HCP endorsement drives faster clinical integration, increased prescribing rates, and greater patient referrals
	NHS England (2019): Clinician co-design and early involvement significantly increases adoption rates of digital health technologies

	Patient Outcomes & Adherence
	Engaged patient communities demonstrate improved medication adherence, health literacy, and device compliance rates
	Diabetes UK (2023): Connected health devices have demonstrated measurable improvements in patient self-management and adherence outcomes

	Financial Performance & ROI
	Investor confidence is maintained, project risk is reduced, and successful market penetration drives sustainable revenue growth
	Christopher et al. (2013): Relationship investment yields superior long-term revenue growth and customer lifetime value compared to transactional approaches

	Brand Reputation & Trust
	Positive, collaborative stakeholder relationships enhance brand credibility and competitive differentiation in the medical device market
	Ashcroft (2017): Relational value creation constitutes a sustainable and defensible competitive advantage that transactional competitors cannot easily replicate

	Organisational Innovation
	Collaborative stakeholder networks generate continuous improvement insights, co-innovation opportunities, and market intelligence
	Freeman et al. (2010): Stakeholder-inclusive organisations consistently demonstrate higher rates of product innovation and market responsiveness


Table 8: Impact of Stakeholder Engagement on Organisational Performance (adapted from Clarkson, 1995; PMI, 2021; Ashcroft, 2017)
The above evidence shows clearly that stakeholder engagement is a key driver of organisational performance and not a marginal administrative activity. To Owen Mumford, the inability to engage key stakeholders in an effective manner would not only compromise the timeline of the current project, which is the ConnectSense™, but would also compromise the regulatory status, clinical credibility and long-term market presence of the organisation in the competitive connected health industry.
[bookmark: _Toc227403698]6.0 Recommendations

	#
	Recommendation
	Rationale & Supporting Theory
	Priority
	Timeline
	Expected Outcome

	1
	Establish a Multi-Stakeholder Governance Board comprising NHS Trust leads, Patient Advocates, Clinical Advisors, and Regulatory Experts for ConnectSense™ oversight
	Formalises multi-stakeholder governance, improves decision quality, and builds institutional trust (Ashcroft, 2017)
	HIGH
	Month 1
	Aligned strategic direction and shared accountability

	2
	Implement a Patient Partnership Programme, co-designing ConnectSense™ app features and interfaces directly with diabetes patient communities
	Ensures product-market fit, reduces post-launch usability issues, and builds brand loyalty (Christopher et al., 2013)
	HIGH
	Month 2
	Improved adoption rates and patient satisfaction

	3
	Deploy a Digital Stakeholder Portal providing real-time project dashboards, milestone progress, and two-way feedback mechanisms for all stakeholder groups
	Enhances transparency, reduces information asymmetry, and improves engagement satisfaction (PMI, 2021)
	MEDIUM
	Month 3
	Reduced stakeholder disengagement and improved trust

	4
	Conduct Quarterly Stakeholder Satisfaction Surveys measuring engagement quality, communication effectiveness, and trust levels across all groups
	Provides evidence-based insights to continuously improve engagement strategies and demonstrate accountability (Bourne, 2015)
	MEDIUM
	From Month 3 – Quarterly
	Continuous improvement in engagement quality

	5
	Develop a Cultural Adaptation Strategy for international market expansion, accounting for healthcare system differences and regulatory expectations in EU and US markets
	Prevents cultural misalignment and supports successful international market entry (Freeman et al., 2010)
	HIGH
	Month 4
	Smoother international rollout and regulatory approvals

	6
	Invest in Stakeholder Engagement Training for all senior managers and project leads, embedding relationship management principles into Owen Mumford's organisational culture
	Builds long-term organisational engagement capability and reduces conflict incidence (Eskerod and Jepsen, 2013)
	MEDIUM
	Months 2–3
	Enhanced managerial competence in stakeholder management

	7
	Establish a Post-Market Surveillance Stakeholder Network engaging NHS Trusts, patients, and HCPs in ongoing safety monitoring and product improvement after launch
	Ensures ongoing MHRA regulatory compliance, builds a continuous improvement culture, and extends the ConnectSense™ product lifecycle (MHRA, 2022)
	HIGH
	Month 6 onwards
	Sustained regulatory compliance and patient safety culture


Table 9: Strategic Recommendations for Enhanced Stakeholder Engagement at Owen Mumford
[bookmark: _Toc227403699]Conclusion
This report has critically analysed the stakeholder environment of the ConnectSense™ project, a smart connected auto-injector gadget, which is the brainchild of Owen Mumford, and is meant to revolutionise the handling of chronic illnesses like diabetes by patients. Using the main theories of stakeholder engagement, such as Stakeholder Theory, Salience Model, and Relational Lens Framework as developed by Freeman (1984), Mitchell, Agle and Wood (1997) and Ashcroft (2017), respectively, the report has shown that effective, systematic and value-based stakeholder engagement is a strategic and operational necessity in the successful execution of complex medical device projects in a dynamic regulatory
The identification and classification of internal and external stakeholders with the help of the Power/Interest Matrix of Mendelow (1991) have made it possible to gain a subtle and analytically rigorous insight into the various interests and influence dynamics that are involved in the project of ConnectSense. The RACI Matrix, Communication Plan, and IAP2 Level of Engagement Framework allow Owen Mumford to have an organised and consistent method of dealing with those relationships in the entire project lifecycle process, including planning and regulatory submission, to clinical piloting and commercial introduction.
The 4Cs model of Communication, Collaboration, Consultation, and commitment also offers the project manager a realistic model of how to maintain the relationship with stakeholders, conflict management and resolution in positive ways, and how to maintain the strategic focus of all stakeholder groups. The analyses of the stakeholder engagement reveal strong and direct connections between the quality of engagement and the success of project delivery, the rates of clinical adoption, regulatory compliance, patient outcomes, and financial performance.
The proposed strategic recommendations, such as the creation of a multi-stakeholder Governance Board, a Patient Partnership Programme, a Cultural Adaptation Strategy of the international markets, and an effective Post-Market Surveillance Network will give Owen Mumford a clear and practical roadmap to not only implement the successful delivery of the ConnectSense™ project, but also to establish enduring relationships with the stakeholders that will help to maintain the competitive advantage By investing in authentic, long-term, and value-based relationships with stakeholders, organisations have a greater likelihood of navigating complexity, driving innovation faster, and making durable organisational performance, as it has been repeatedly shown by Clarkson (1995) and Christopher et al. (2013).
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Stakeholder  Key Benefits to Project  Potential Challenges  

Senior Leadership  Strategic direction, resource  allocation, executive  sponsorship  Risk aversion; short - term profit  focus may conflict with long - term investment requirements  

Product  Development  Technical expertise, innovation  capabilities, quality assurance  Scope creep, technical  complexity, timeline and  resource pressures  

Clinical Affairs  Clinical credibility, patient  safety assurance, evidence  generation  Lengthy trial periods, ethical  approvals, data collection  complexity  

Regulatory Affairs  Compliance expertise, risk  mitigation, market access  facilitation  Regulatory uncertainty post - Brexit; evolving MHRA  guidelines and requirements  

Patients / End  Users  User insights, usability  feedback, adoption advocacy  and community building  Digital literacy barriers, privacy  concerns, resistance to new  technology  

Healthcare  Professionals  Clinical buy - in, prescribing  recommendations, peer  credibility and influence  Time constraints, scepticism  toward new devices, training  burden and change fatigue  

NHS Trusts  Large - scale patient base,  institutional infrastructure, NHS  credibility  Lengthy procurement processes,  budget constraints, competing  institutional priorities  

MHRA  Regulatory legitimacy, public  confidence, market authorisation  Extended approval timelines,  stringent documentation and  compliance requirements  


