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1.0 Introduction to the Owen Mumford Health Organisation


Owen Mumford is a UK-based health device company headquartered in Oxford, recognised for its long-standing contribution to patient-centred medical technologies, particularly in areas such as drug delivery and self-injection solutions. Within the UK health technology landscape, the organisation operates in a context shaped by rising demand for community-based care, increasing expectations of safety and usability, and a growing requirement for demonstrable clinical and economic value. The challenge for modern health device companies is not simply to produce technically competent products but to deliver solutions that integrate effectively into real-world clinical environments and support the lived experience of patients who use these devices independently beyond hospital settings.


Stakeholder engagement is therefore an essential organisational capability rather than a peripheral managerial activity. In the health device sector, stakeholders influence not only the commercial success of new products but also the ethical and safety outcomes associated with adoption and long-term use. Unlike many other industries, medical device innovation is constrained and enabled simultaneously by regulatory systems, clinical governance, evidence standards, and complex procurement pathways. A device that is well engineered may still fail to achieve meaningful adoption if it does not align with the everyday needs of clinicians, the usability requirements of diverse patient groups, or the value-for-money expectations of service providers such as the NHS.

To address these realities, this report applies a structured stakeholder engagement approach to Owen Mumford using a single coherent project case, ensuring alignment across all analytical tools required by the module. The selected project is the development and UK launch of a next-generation connected auto-injector platform for home use, designed to improve adherence, patient confidence, and clinician monitoring. This extends stakeholder engagement beyond traditional device engineering concerns into a wider system of responsibility that must be managed carefully to protect both patient outcomes and organisational credibility. visibility for long-term therapy pathways. The inclusion of connected features strengthens the strategic relevance of the case because it introduces additional stakeholder expectations around digital safety, data governance, cybersecurity, and post-market
The report begins with a situational analysis using a SWOT framework and translates these findings into SMART objectives that establish measurable priorities for the project. It then identifies and analyses key internal and external stakeholders, clarifying roles and accountability using a RACI matrix. Stakeholder prioritisation is supported by a Mendelow power-interest map, followed by a structured communication plan and an engagement plan that outlines how stakeholders can be moved from current to desired levels of support. The report also critically examines the project manager’s role in managing and reducing conflict across highly interdependent functions and partner organisations. Finally, it evaluates the impact of effective, sustainable stakeholder engagement on organisational performance through outcomes such as compliance readiness, adoption success, operational resilience, and long-term brand credibility.

Project Scope within Owen Mumford
Specified Project:
Development and UK launch of a next-generation connected auto-injector platform for home use, designed to improve adherence, patient confidence, and clinician visibility in long-term therapy pathways.

This project is strategically credible for Owen Mumford for four reasons:
Growing homecare emphasis: Patients are increasingly encouraged to self-administer therapies where clinically appropriate, reducing reliance on acute services.
Complex therapies and adherence: Many long-term conditions require consistent dosing; adherence variability creates downstream clinical and economic costs.
Digital expectations: Connected features and data-enabled insights are increasingly valued by healthcare systems when they demonstrate measurable patient benefit.
4. Competitive landscape: Differentiation is more likely when device performance is paired with usability and data-driven support.

The combination of a physical safety-critical device and digital connectivity creates a wider set of risks and responsibilities, making this an ideal project to examine stakeholder engagement, governance, and conflict management.




2.0 Objectives of the Project (SMART)
SMART objectives provide a measurable roadmap that directly flows from the situational analysis and ensures stakeholder engagement is purposeful rather than symbolic. The sample shows a clearly structured SMART table with explicit measurement and periods; the same format is applied here.

Table 1: SMART objectives for the connected auto-injector project

	Objective
	Specific
	Measurable
	Achievable
	Relevant
	Time-bound

	Deliver pilot-ready product
	Complete design freeze and produce pilot batches of the connected device for UK evaluation
	Design freeze achieved; verification plan completed; ≥200 pilot units available
	Builds on Owen Mumford’s existing expertise in drug delivery design and human factors
	Aligns with market shift to home-based care and strengthens competitive positioning
	By end of Q4 2026

	Strengthen regulatory readiness
	Create a combined device-software regulatory strategy and ensure documentation completeness
	Approved regulatory plan; internal audit readiness; risk file updated including cyber-risk
	Achievable with targeted cross-functional governance and expert input
	Reduces risk of delays and builds market trust
	By end of Q2 2026

	Demonstrate value to NHS/homecare
	Deliver a structured pilot demonstrating adherence, usability, and workflow feasibility
	≥10% adherence improvement vs baseline; patient satisfaction ≥80%; clinician acceptance ≥75%
	Co-designed pilot protocols make targets realistic
	Supports procurement and pathway adoption criteria
	Pilot outcomes by Q1 2027

	Secure strategic pharma partnership
	Formalise at least one UK-facing co-development or supply agreement
	One partnership contract signed; joint governance in place
	Owen Mumford’s device reputation supports feasibility
	Reduces dependency uncertainty and strengthens route-to-market
	By Q3 2026

	Build resilient supply readiness
	Establish dual sourcing for critical device and electronics components
	Dual-source plan approved; ≥95% supplier milestone attainment
	Achievable with early supplier involvement
	Mitigates supply chain risk and protects launch timeline
	By Q4 2026



3.0 Identifying Key Stakeholders

Stakeholder identification is central to effective project governance. The module requires both internal and external stakeholders, their roles, responsibilities, benefits, and challenges using relevant theories. The sample demonstrates a broad, systematic view that includes governance bodies, operational groups, suppliers, and communities; this report follows the same inclusive approach adapted to medical devices.

3.1 Identification of the stakeholders

Table 2: Stakeholder identification for Owen Mumford connected auto-injector project

	Stakeholder Type
	Stakeholder Group
	Roles and Responsibilities

	Internal
	Employees (project team)
	Execute day-to-day project tasks, contribute to innovation, and risk reduction, support testing, and documentation

	Internal
	Management / Executive Sponsor
	Approve resources, set strategic direction, remove major barriers, endorse value narrative

	Internal
	Board / Senior governance group
	Provide oversight, ensure alignment with organisational strategy and risk appetite

	Internal
	Shareholders / Investors (if applicable)
	Provide capital confidence and expect long-term sustainable returns

	Internal
	R&D and Human Factors
	Lead device design, usability engineering, and verification aligned with patient safety

	Internal
	Regulatory and Quality Assurance
	Ensure compliance, manage risk processes, maintain documentation, plan post-market surveillance

	Internal
	Operations/Supply Chain
	Prepare manufacturing scale-up, manage supplier qualification, ensure quality consistency

	External
	Patients and patient representatives
	Provide lived experience, usability feedback, acceptability insights, and outcome priorities

	External
	Clinicians (nurses, specialists, community practitioners)
	Influence device choice, train patients, monitor safety, shape workflow integration

	External
	NHS procurement/homecare organisations
	Evaluate cost-effectiveness, pathway fit, and measurable benefit

	External
	Pharmaceutical partners
	Align therapy-device strategy, enable route-to-market scale, co-develop evidence

	External
	Suppliers/technology vendors
	Provide mechanical, electronic, or digital components; ensure quality and delivery reliability

	External
	Regulatory bodies
	Ensure safety, efficacy, and compliance; protect public trust



3.2 Benefits and challenges

Stakeholder benefits and challenges can be analysed through Freeman’s stakeholder theory and the salience model (power, legitimacy, urgency). In this project, stakeholders who control access to adoption or market approval (regulators, NHS decision-makers, pharma partners) possess high salience and should be engaged early and consistently.

Table 3: Benefits and challenges of key stakeholders
	Stakeholder Group
	Benefits
	Challenges

	Employees/project team
	Engagement improves innovation, quality ownership, and delivery speed
	Cross-functional complexity can lead to role ambiguity or workload strain

	Management/executive sponsor
	Strategic oversight improves alignment and resource optimisation
	Balancing short-term commercial pressure with long-term safety and evidence needs

	Board/governance
	Strengthens accountability and organisational risk control
	Decision delays may occur if governance is not streamlined

	R&D + Human Factors
	Drives safe, usable, and differentiated device design
	Late-stage changes or unclear requirements can increase rework

	Regulatory/QA
	Protects patient safety and reduces post-market risk
	Increased expectations for digital and cyber compliance may require new expertise

	Operations/Supply chain
	Ensures scalable, reliable production capability
	Supply volatility in electronics and precision parts may disrupt timelines

	Patients
	Co-design improves acceptability, dignity, and adherence
	Diverse patient needs may complicate design standardisation

	Clinicians
	Good engagement supports safe training and strong adoption advocacy
	Workflow burden or unclear clinical value may reduce enthusiasm

	NHS procurement/homecare
	Evidence-based engagement increases likelihood of adoption
	Budget constraints and complex procurement rules can delay uptake

	Pharma partners
	Device differentiation can strengthen brand and therapy outcomes
	Misaligned timelines or priorities between organisations

	Suppliers
	Long-term collaboration improves reliability and shared innovation
	Quality failures or delivery delays can undermine project credibility

	Regulators
	Early dialogue improves compliance confidence
	Complex combined device-software requirements may lengthen approval planning


3.3 Stakeholder Analysis Tools

3.3.1 Stakeholder Map (Mendelow Matrix)

The module requires a Mendelow power-interest map. The sample shows a table summary; this report provides a project-specific version.

Table 4: Mendelow stakeholder map for the connected auto-injector
	Power/Interest Level
	High Interest
	Low Interest

	High Power
	Executive sponsor/management; Regulatory/QA leadership; Key pharma partner decision-makers; NHS pilot sponsors
	Wider board-level stakeholders; broader corporate finance oversight; some national procurement influencers

	Low Power
	Clinicians involved in pilot delivery; Patient representatives; Project staff
	Secondary vendors; peripheral internal teams not linked to project




This mapping indicates that high power/high interest groups require active co-creation and frequent governance, while low power/high interest groups require structured involvement methods to ensure their critical “real-world insight” informs the device design and training model.








3.3.2 Stakeholder Assessment 

The sample includes a stakeholder assessment table. Adding a simplified version can improve analytical depth.

Table 5: Stakeholder assessment for Owen Mumford project

	Stakeholder Group
	Level of Interest
	Level of Involvement
	Level of Influence
	Level Impacted by Project

	Project employees
	High
	High
	Medium
	High

	Management/executive sponsor
	High
	High
	High
	High

	Regulatory/QA
	High
	High
	High
	High

	Operations/supply chain
	Medium
	Medium
	High
	High

	Pharma partners
	High
	Medium
	High
	High

	NHS procurement/homecare
	High
	Medium
	High
	High

	Clinicians
	High
	Medium
	Medium
	High

	Patients
	High
	Medium
	Medium
	High

	Suppliers
	Medium
	Medium
	Medium
	Medium

	Wider board/investors
	Medium
	Low
	High
	Medium



4.0 Roles of the Manager in Engaging Stakeholders

The project manager’s role is to create a system that enables safe, timely, and value-driven delivery while balancing competing priorities. The sample frames this through practical tools: communication plan, levels of engagement, and RACI.

4.1 Communication Plan

A communication plan ensures the right stakeholders receive the right information through the right channels at the right time.

Table 6: Communication plan (meeting + reporting format)
	Stakeholder
	Weekly meeting
	Monthly meeting
	Weekly project status
	Monthly highlight report
	Monthly newsletter
	Exception reports

	Project employees
	X (F2F/VC)
	X
	
	
	
	

	Management/executive sponsor
	X (VC)
	X (F2F)
	X
	X
	X
	

	Board/governance
	X (F2F/VC)
	X
	X
	
	
	

	Regulatory/QA
	X (VC)
	X
	X
	X
	X
	

	Operations/supply chain
	X
	X
	X
	X
	X
	

	Pharma partners
	X (VC)
	X
	X
	
	
	

	NHS pilot/homecare leaders
	X (F2F/VC)
	X
	X
	X
	
	

	Clinicians
	X
	X
	X (safety-related)
	
	
	

	Patients/patient reps
	X (workshop)
	X
	
	
	
	

	Suppliers
	X (as needed)
	X
	X
	X
	
	


Key: F2F = Face-to-Face, VC = Video Conference. This approach adapts the sample’s structured “cadence” model to a safety-critical MedTech context, where exception reporting is particularly important for compliance, user risk, and supply disruption scenarios. 
4.2 Level of Engagement

The sample uses a current vs desired engagement table across stakeholder groups. The same approach is applied here.

Table 7: Level of engagement (Current vs Desired)
	Stakeholder
	Unaware
	Resistant
	Neutral
	Supportive
	Leading

	Project employees
	
	
	C
	
	D

	Management/executive sponsor
	
	
	
	 C
	D

	Board/governance
	
	
	
	
	C/D

	Regulatory/QA
	
	
	C
	
	D

	Operations/supply chain
	
	C
	
	D
	

	Pharma partners
	
	
	C
	 D
	

	NHS procurement/homecare
	
	
	 C
	D
	

	Clinicians
	
	
	C
	D
	

	Patients/patient reps
	
	
	 C
	D
	

	Suppliers
	
	C
	
	D
	



C = Current, D = Desired
This table reflects a realistic challenge in innovation projects: some stakeholders begin neutral or cautious, and the manager must move them toward supportive or leading positions through evidence, co-design, and clear value communication.
4.3 RACI Matrix

The module explicitly requires a RACI matrix. 

Table 8: RACI matrix for key tasks in the connected auto-injector project
	Task/Activity
	Employees/Project Team
	Management/Exec Sponsor
	Board
	R&D/HF
	Reg/QA
	Ops/Supply
	Pharma Partner
	NHS/Clinical Liaison
	Suppliers
	Patients/Clinicians

	Define stakeholder engagement plan
	R
	A
	C
	C
	C
	C
	C
	C
	I
	I

	Human factors and user needs capture
	R
	C
	I
	A/R
	C
	I
	C
	R
	I
	C

	Device + software risk management
	R
	C
	I
	R
	A
	C
	C
	C
	C
	C

	Regulatory strategy and evidence planning
	I
	C
	I
	C
	A/R
	C
	C
	C
	I
	I

	Supplier qualification and dual sourcing
	I
	C
	I
	C
	C
	A/R
	I
	I
	R
	I

	NHS pilot design and implementation
	I
	C
	I
	C
	C
	C
	C
	A/R
	I
	R/C

	Training and change management
	R
	C
	I
	C
	C
	I
	I
	A/R
	I
	R/C

	Business case and procurement narrative
	I
	A/R
	C
	C
	C
	C
	R
	R
	I
	C

	Post-pilot evaluation and scaling
	R
	A
	C
	R
	R
	R
	C
	R
	C
	C


Key: R = Responsible, A = Accountable, C = Consulted, I = Informed

This matrix clarifies accountability across classic MedTech tensions—innovation, compliance, operations, partner alignment, and adoption.


5.0 Importance of Stakeholder Engagement

5.1 Justification of the statement

The sample includes the guiding statement:
“Stakeholder engagement is a process. It is a systems approach to doing business and, because of that, it is transformative rather than merely tactical. (Gable & Shireman, 2005). 

Applying this insight to Owen Mumford’s connected auto-injector project highlights why stakeholder engagement must be treated as a strategic system rather than a checklist activity.

A connected auto-injector is not simply a mechanical product. It is a combination of device performance, user behaviour, clinical trust, digital integrity, and system-level value. A purely tactical approach—such as engaging patients only at late-stage testing or communicating with NHS procurement only at the point of product readiness—would undermine adoption and dilute the device’s real-world impact.
A systems approach demands integration of stakeholder needs at multiple stages:

•	Patients and clinicians must be involved early for human factors, anxiety-reduction design, and realistic training pathways.
•	Regulatory/QA must shape the risk narrative from day one since connected features introduce cybersecurity and post-market data responsibilities.
•	Operations and suppliers must be embedded early to prevent manufacturability issues that often emerge after design decisions appear “finished.”
•	NHS and homecare leaders require clear co-owned evidence frameworks that connect patient outcomes to service efficiency.

If Owen Mumford approaches engagement systemically, the project can transform organizational capability in two ways:

   1. by improving cross-functional integration internally and

2. by strengthening long-term trust externally with healthcare and commercial partners.
This is consistent with the sample’s core point that sustainable stakeholder engagement becomes a driver of long-term competitiveness—not just immediate project success. 
5.2 Impact of sustainable stakeholder engagement on organisational performance


The sample provides a performance-impact table linking engagement to key performance indicators. The medical-device version below aligns engagement outcomes with business performance dimensions relevant to a UK MedTech manufacturer.


Table 9: Impact of successful stakeholder engagement on business performance

	Area
	Key Performance Indicators (KPIs)
	Stakeholder Engagement Link

	Regulatory success
	Audit pass rate, submission rework volume, time-to-approval
	Early Reg/QA and digital-risk engagement reduce late documentation gaps

	Clinical adoption
	Number of pilot sites, clinician acceptance scores, training completion
	Co-design with clinicians improves workflow fit and confidence

	Patient outcomes
	Adherence improvement, usability error reduction, satisfaction scores
	Ongoing patient engagement strengthens real-world acceptability

	Financial performance
	Cost-to-serve, unit margin, ROI on pilot-to-scale transition
	Evidence-based value story improves procurement success and partnership confidence

	Operational resilience
	On-time delivery, defect rate, supplier readiness milestones
	Proactive supplier involvement supports dual sourcing and quality consistency

	Brand credibility
	Trust indicators, partnership renewals, positive stakeholder sentiment
	Transparent communication and ethics-driven engagement strengthen reputation

	Innovation capability
	Speed of iteration, number of validated design improvements
	Cross-functional engagement reduces internal silos and accelerates learning






Sustainable stakeholder engagement can be linked to Owen Mumford’s business performance across regulatory, clinical, operational, commercial, and reputational dimensions. The sample report highlights that engagement is intricately connected to organisational effectiveness and long-term performance outcomes. For a connected auto-injector project, these links become even more measurable because the project depends on an ecosystem of trust rather than a single internal capability. For a connected auto-injector project, these links become even more measurable because the project depends on an ecosystem of trust rather than a single internal capability.


First, regulatory performance is strengthened through sustained engagement with regulatory and quality stakeholders, including early alignment on evidence requirements, risk management, and the combined device-software compliance strategy. This reduces “late surprises” during documentation review and helps ensure that safety, cybersecurity, and usability evidence is compiled systematically rather than retrofitted under time pressure. For Owen Mumford, this translates into reduced rework, more efficient audit readiness, and improved time-to-market confidence.

Second, clinical adoption and pathway integration are advanced when clinicians and NHS/homecare leaders are treated as co-design partners rather than passive recipients of innovation. In real-world settings, adoption decisions are influenced by how seamlessly a device supports clinical workflow, patient training, and risk escalation processes. Continuous engagement with these stakeholders enables Owen Mumford to shape a product and implementation model that reflects everyday practice, thereby increasing acceptance, decreasing resistance, and improving the credibility of pilot outcomes.



Third, patient outcomes and brand trust improve when engagement is sustained with patient representatives beyond initial testing. A connected auto-injector is typically used repeatedly in private, home-based contexts. Patient engagement that informs device ergonomics, user interface clarity, training assets, and emotional reassurance can lead to measurable improvements in adherence rates, error reduction, and satisfaction. These outcomes support the ethical and reputational foundations of Owen Mumford’s market identity.



Fourth, operational resilience and cost control depend on supplier engagement that is strategic rather than purely transactional. As connected device architectures require reliable electronic and precision components, supplier alignment becomes a launch-critical capability. Sustained engagement supports dual sourcing, stable quality performance, and more predictable scaling. This reduces disruption risk and protects both delivery timelines and margin performance.


Finally, at a commercial and partnership level, sustainable engagement strengthens Owen Mumford’s attractiveness to pharmaceutical collaborators. In drug-device combination markets, device experience is often a key differentiator influencing patient preference and therapy continuity. When Owen Mumford can demonstrate credible stakeholder co-ownership of evidence, trained clinical champions, and strong real-world acceptability, it becomes a better long-term partner for pharma organisations seeking durable differentiation.


In summary, sustainable stakeholder engagement functions as a performance multiplier across the organisation. It improves compliance efficiency, strengthens adoption readiness, protects supply chain reliability, enhances patient outcomes, and reinforces brand legitimacy. These effects collectively support Owen Mumford’s strategic position in the UK market and help transform stakeholder engagement from a project tool into a long-term organisational capability.





6.0 Recommendations

The sample uses a category-based recommendation table. The following recommendations are designed specifically for Owen Mumford and the connected auto-injector project.

Table 10: Recommendations for Owen Mumford

	Category
	Recommendation
	Description

	Internal Efforts
	Strengthen cross-functional digital capability
	Build formal internal ownership for cybersecurity, data governance, and software lifecycle accountability to complement device engineering

	Internal Efforts
	Enhance early operations involvement
	Integrate operations and supply specialists into early design gates to reduce late-stage manufacturability conflicts

	Using Available Resources
	Build an integrated evidence plan with NHS
	Co-create a clinical + economic value framework with NHS and homecare partners to strengthen procurement readiness

	Using Available Resources
	Expand structured patient co-design
	Include patient representatives at early concept and training design stages, not just usability testing

	Honing Brand
	Position the device around measurable outcomes
	Shift messaging from “features” to “patient adherence + clinician visibility + service efficiency”

	Organic Growth
	Formalise pharma partnership governance
	Use shared KPIs, joint risk registers, and aligned milestones to reduce dependency uncertainty

	Risk Reduction
	Establish supplier resilience protocols
	Implement dual-source strategies for high-risk electronic and mechanical components and agree contingency plans









7.0 Conclusion

This report examined stakeholder engagement in the context of Owen Mumford, a UK health device company, by applying relevant theories and practical tools to a coherent project scenario: the development and UK launch of a next-generation connected auto-injector for home-based care. The report followed the structure required in the module guidance by integrating situational analysis, objective setting, stakeholder identification, prioritisation, responsibility allocation, communication planning, engagement-level assessment, conflict management, and performance evaluation.

The SWOT analysis indicated that Owen Mumford possesses strong internal advantages in drug-delivery credibility, human factors design, and quality/regulatory competence. These strengths position the organisation well for a connected device initiative that must meet grand expectations of safety and usability. However, the analysis also highlighted weaknesses and threats that can only be effectively addressed through robust and early stakeholder collaboration—particularly the complexity introduced by digital connectivity, the potential cost pressures associated with advanced device features, and the competitive and procurement constraints faced within the UK healthcare system. Translating these contextual realities into SMART objectives helped demonstrate that stakeholder engagement is most effective when it is tied to measurable delivery, compliance, adoption, and resilience outcomes rather than treated as a generic process.

The stakeholder identification and analysis emphasised that the project’s success depends on a tightly coordinated internal ecosystem (executive leadership, project teams, R&D, software/digital capability, regulatory/QA, operations, and finance) and an equally complex external network (pharma partners, NHS procurement and homecare decision-makers, clinicians, patients, suppliers, and regulators). The Mendelow matrix clarified that high-power/high-interest stakeholders—such as executive sponsors, regulatory leaders, key commercial partners, and NHS pilot decision-makers—require intensive involvement and shared decision-making. At the same time, the analysis reinforced that lower-power but high-interest groups—especially patients and frontline clinicians—hold essential insight into real-world use conditions and therefore must be meaningfully involved to avoid the risk of technical success without adoption.

The communication plan and engagement-level matrix placed practical structure around these relationships, illustrating how consistent cadence, clear ownership, and two-way feedback mechanisms can move stakeholders from cautious or neutral positions toward supportive and leading roles. The RACI framework further reduced ambiguity by clarifying accountability within a project that blends mechanical device engineering with software risk, data governance, and clinical pathway integration. The conflict management analysis highlighted that disagreement is inevitable in high stakes MedTech programmes, especially when speed, compliance, cost, manufacturability, and adoption expectations collide. The central managerial responsibility is therefore not to eliminate conflict entirely, but to channel it into disciplined governance, transparent decision-making, and early resolution mechanisms that protect patient safety and preserve timeline integrity.

Overall, the report concludes that effective stakeholder engagement at Owen Mumford should be understood as a systems approach that shapes strategy, builds credibility, reduces risk, and strengthens adoption potential across the UK health environment. For the connected auto-injector project, sustainable engagement is likely to enhance organisational performance through improved regulatory readiness, stronger NHS and clinical confidence, higher patient acceptance and adherence outcomes, more resilient supply planning, and increased attractiveness to pharmaceutical partners seeking differentiated therapy-device value. Consequently, embedding stakeholder engagement into the project lifecycle offers Owen Mumford not only a stronger pathway to successful launch but also a broader organisational capability that supports long-term competitiveness in the UK and global health device market.
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