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[bookmark: _Toc214133584]Introduction
Smith and Nephew is a UK-based global medical-technology company which was founded by William Smith and Joseph L. Nephew in 1856 and is headquartered in Watford, England, with its UK / Ireland headquarters situated in the Croxley Park Estate, Hatters Lane, Watford (Smith-nephew, 2025). It has the main aim, which is to create and produce technology that assists in removing the boundaries of living: aiding health workers, healing mobility and encouraging wellbeing. The company originated in the early years of the 20th century, progressing into the manufacture of bandages and wound-dressings in the early years of the 20th century but it had an even earlier history, with T. J. Smith as a chemist establishing a business shop in Hull (Smith-nephew, 2025).
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Figure 1: Smith and Nephew medical devices
Source: (Smith and Nephew, 2025)
The products of the company include high-end wound care, orthopaedics (hip, knee and extremity implants and trauma products), sports medicine and ear-nose-throat (ENT) solutions. Therefore, Smith and Nephew is significant within the med-tech industry in the UK and other countries in repairing, regenerating and replacing soft and hard tissue.
The company is evaluated in this report through a SWOT analysis, consider and examine its key internal and external stakeholders, stakeholder frameworks and engagement tools, tour the stakeholder engagement process of the project-manager through the 4 Cs (communication, coordination, cooperation and collaboration) as well as assess how stakeholder engagement has played out, and finally, make a recommendation on the subject.
[bookmark: _Toc214133585]SWOT Analysis of the Company
A SWOT analysis provides a practical structured means to appraise Smith & Nephew's strategic position by examining its Strengths, Weaknesses, Opportunities and Threats.
Strengths
· Global footprint: The company markets its products in more than 100 countries and is a recognised brand in the field of advanced wound care, orthopaedics and sports medicine. This enables size, diversified location and wide market coverage.
· Strength in technology and range of products: The emphasis on repair, regeneration and replacement of soft and hard tissue will leave the company in the high-value markets of med-tech. 
· UK heritage and solid R&D; The company has a rich history (more than 160 years) and is strongly devoted to the development and innovation, which enables it to create new therapies and products. 
· Organisational values: These cultural resources can be used to assist internal legitimacy and external brand legitimacy (Smith-nephew, 2025). 
Weaknesses
· Reliance on regulatory and reimbursement environments: Being a company in the medical-device sector, Smith & Nephew must comply with stringent regulatory approvals and reimbursement plans by jurisdictions that may slow down product-launching or reduce profitability.
· Substantial capital and R&D intensity: The med-tech industry requires constant spending on the development of new products and clinical studies; a slow rate of innovation or expense can undermine the competition.
· Complicated international business: Presence in most markets, a variety of business units (wound care, orthopaedics, sports medicine) raises management overheads, integration risk and potential inefficiencies.
· Recent poor performance in main segments: Part of the publicly-reported outcome implies that the company has been having difficulties in driving high growth in some of the markets, and this can affect investor confidence. 
Opportunities
· Increases in the ageing population and orthopaedics and wound-care: With more people living longer lives and the upsurge in the demand for traumas and sports medicine, the company can take advantage of the trends.
· Expansion in emerging markets: In the developing markets, there exists an enormous potential with the development in access to more advanced wound and orthopaedic technologies (Rodham and Giannoudis, 2022).
· Digital and robotic interventions: for growth, there is a potential in investing in digital surgery, robotics and minimally invasive technologies, as has been observed in current acquisitions and product development trends (Medical Devices, 2025). 
· Strategic alliance and value-based care models: With the help of healthcare providers and the payers, the company can position itself to undertake outcome-based contracts that enhance its long-term value offer.
Threats
· Competitive threat: The medical-device sector is very competitive (e.g. hip/knee implants, wound-care dressings) and can see margins eroded away by new market entrants, price pressure or replacement technologies.
· Pricing and procurement risk: In China, this can be through bulk procurement programmes and price cuts, which can lower volumes or margins in the market. As an example, China had a weakness a few months back that decreased the anticipated growth. 
· Regulatory, compliance and litigation risks: Smith and Nephew has a long and torturous history of bribery or compliance issues, and the med-tech industry is highly questionable (Bini et al., 2023). 
· Risks in supply chain and manufacturing: Since the company operates globally, the effects of disruption (e.g., due to logistics, raw materials, manufacturing inefficiencies, etc.) may have a significant effect on performance.
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Stakeholders refer to individuals or groups of people who can influence or be influenced by the organisation and projects of the organisation (Pirozzi, 2019). In the context of a project in Smith and Nephew, such as the development and introduction of a new orthopaedic implant, the stakeholders are important as described between the internal and external parties, as shown below.
Internal stakeholders
· Product Development Team 
· Manufacturing/Operations Team
· Quality Assurance/Compliance Team
· Marketing Department
· Sales Department (domestic and international)
· Supply Chain and Procurement Team
· Finance Department (project-budgeting, investment appraisal)
· Senior Management/Executive Board
· Human Resources 
External stakeholders
· Healthcare professionals (surgeons, clinicians, hospital procurement managers)
· Patients and patient groups (end-users of the device)
· Distributors and dealers of medical devices
· Regulators and certification bodies (e.g., MHRA in the UK, FDA in the US)
· Payers (healthcare systems, insurance companies)
· Suppliers (materials, components for manufacturing)
· Research and clinical trial partners (hospitals, academic institutions)
· Competitors (indirectly, via market forces)
· Shareholders and institutional investors
· Government / policy-makers (especially in health care procurement)
The stakeholders contribute a crucial but integrated role in the entire project lifecycle, both at the first phases of project ideation up to implementing the project into the market and other long-term results for the patients. At the ideation and development stage, the technical understanding, clinical proof, and marketing planning and quality-control divisions are the in-house stakeholders whose input is needed to develop a plausible medical equipment design. The transition of the project into manufacturing and regulatory approval, the operations departments, suppliers, regulators and compliance professionals will take centre-stage, and the product is safe, effective and has reached the complete requirements of the global market. After the device has been in the market, sales and support service, stakeholders like commercial teams, distributors, healthcare professionals, payers and hospital procurement bodies can work to determine the adoption rate and speed. Their feedback improves messaging by refining it, increases training paths and elevates product performance. Lastly, patients, clinicians and post-market surveillance teams have a significant role in outcomes evaluation and the subsequent continuous improvements (Badnjević et al., 2022). There are challenges that come with each stakeholder in the form of conflicting priorities, regulatory requirements, adoption challenges, and each one is a source of a unique value, such as expertise, feedback, resources or decision-making authority. It is thus necessary to understand and actively involve all these stakeholders to ensure projects have the best chances of success in the market, become competitive and impact both the clinic and the clinic in a long-term basis.
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	Stakeholder
	Roles & Responsibilities
	Benefits They Bring
	Challenges They Face

	Product Development Team (R&D, Engineering, Clinical Scientists)
	• Design product concepts
• Conduct feasibility studies
• Perform prototyping, testing and validation
• Collaborate with regulatory teams to ensure compliance
• Support clinical trials and technical documentation
	• Technical innovation and specialist expertise
• Ability to translate clinical and market needs into functional solutions
• Ensures scientific credibility of the device
	• Balancing time, cost and quality pressures
• Adapting to changing requirements from marketing or regulators
• Managing complex cross-functional dependencies

	Quality Assurance & Regulatory Affairs
	• Ensure adherence to quality standards (e.g., ISO 13485)
• Prepare regulatory submissions
• Oversee audits, risk management and compliance
• Monitor post-market safety
	• Protects patient safety and company reputation (Arote, Salade and Patil, 2023)
• Facilitates timely regulatory approval
• Minimises litigation and recall risks
	• Frequent regulatory changes and higher compliance burden
• Potential conflict with commercial teams wanting faster launch
• Complex documentation requirements

	Marketing Team
	• Analyse market trends and customer needs
• Develop positioning, branding and launch plans
• Coordinate with sales and product teams
• Produce promotional materials compliant with regulations
	• Ensures strong market fit and commercial viability
• Drives demand generation and competitive advantage
• Provides key customer and competitor insights
	• Must align with regulatory advertising rules
• Risk of conflict if technical teams cannot deliver the desired features
• Managing dynamic market expectations

	Sales Team
	• Engage clinicians and hospitals
• Conduct product demos and training
• Manage distributor relationships
• Provide field feedback to internal teams
	• Drives revenue and product adoption
• Acts as primary link between company and clinicians
• Provides real-world insights into product performance
	• Pressure to meet sales targets
• Must overcome clinician resistance or procurement barriers
• Navigating complex tender processes

	Manufacturing & Supply Chain
	• Source materials and manage vendor relationships
• Ensure efficient production and scalability
• Maintain cost control and delivery timelines
• Manage logistics and inventory
	• Ensures reliable supply and consistent product quality
• Improves operational efficiency and cost competitiveness
• Supports global distribution
	• Vulnerable to global disruptions, raw material shortages
• Must meet strict quality and traceability standards
• Aligning production with unpredictable demand

	Clinicians & Healthcare Professionals
	• Provide expert input during design
• Participate in trials and product evaluation
• Adopt and use the device in practice
• Offer clinical feedback for improvements
	• Enhance clinical relevance and credibility
• Support evidence-based improvements
• Influence adoption through peer advocacy
	• Time constraints and training demands
• Potential scepticism toward new technology
• Budget limitations within hospitals

	Patients & Patient Organisations
	• Provide user-experience feedback
• Participate in clinical studies
• Influence long-term adoption through outcomes
	• Help ensure product meets real patient needs
• Improve patient-centred design and safety
• Strengthen corporate reputation
	• Limited technical knowledge
• Diverse needs, sometimes conflicting
• Accessibility and affordability concerns

	Regulators (e.g., MHRA, FDA)
	• Review safety, efficacy and technical documentation
• Approve market entry
• Monitor post-market compliance
	• Ensure patient safety and public trust (Makrani, Goyal and Sayeed, 2025)
• Provide guidance for high-quality design
	• Extensive documentation requirements
• Changing regulations and approval delays

	Investors & Shareholders
	• Provide capital
• Influence governance and strategic direction
• Monitor financial performance
	• Enable long-term innovation funding
• Offer strategic oversight and accountability
	• May prioritise short-term returns over long-term R&D
• React negatively to market fluctuations, influencing strategy


Table 1: Roles, Responsibilities, Benefits and Challenges of Key Stakeholders
Source: (Developed by the author)
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Stakeholder Matrix (Power–Interest Grid)High
Power
Low

	Keep satisfied
Shareholders / Investors
Government / Regulatory Bodies 
Hospital Procurement Committees
	Manage closely 
Product Development Team 
Marketing Team
Sales Team
Regulatory & Quality Assurance Teams
Senior Management

	Monitor 
Patients 
General Public
Non-key suppliers
Peripheral administrative staff

	Keep informed
Clinicians & Healthcare Professionals
Manufacturing & Supply Chain Teams
Support Service Teams 
Distributors


Interest
High
Low


Table 2: Stakeholder Matrix
Source: (Self-Developed)
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	Stakeholder Group
	Engagement Method
	Frequency
	Content of Engagement
	Responsibility

	Clinicians & Healthcare Professionals
	Advisory boards, training workshops
	Monthly
	Clinical feedback, usability insights, product training
	Project Manager & Medical Affairs

	Regulatory Bodies
	Compliance meetings, reports
	At key milestones
	Regulatory updates, documentation review
	Regulatory Affairs Lead

	Shareholders / Investors
	Quarterly briefings
	Quarterly
	Financial performance, project progress
	Senior Management

	Product Development & QA Teams
	Cross-functional meetings
	Weekly
	Design updates, risks, testing results
	Project Manager

	Manufacturing & Supply Chain
	Coordination meetings
	Bi-weekly
	Production schedules, supply risks
	Operations Manager

	Sales & Marketing Teams
	Launch planning sessions
	Monthly
	Market strategy, messaging, customer insights
	Marketing Lead


Table 3: Engagement Plan
Source: (Self-Developed)
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	Sender
	Recipient
	Message Content
	Timing
	Medium
	Feedback Mechanism

	Project Manager
	Product Development Team
	Progress updates, risks, task changes
	Bi-weekly
	Internal newsletter, email
	Team review meetings

	Senior Management
	Shareholders / Investors
	Performance, milestones, financial updates
	Quarterly
	Briefing reports, webinars
	Q&A session

	Regulatory Affairs Lead
	Regulators (MHRA/FDA)
	Compliance documents, milestone reports
	At key stages
	Formal submissions, meetings
	Regulator feedback letters

	Marketing Lead
	Sales Team
	Launch updates, market insights
	Monthly
	Dashboards, presentations
	Sales feedback forms

	Clinical Liaison
	Clinicians
	Product training, clinical data
	Quarterly
	Webinars, workshops
	Post-session surveys


Table 4: Communication Plan
Source: (Self-Developed)
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	Task / Activity
	Project Manager
	Product Development Team
	Regulatory Affairs
	Marketing Team
	Sales Team
	Senior Management

	Product Design
	A
	R
	C
	C
	I
	I

	Regulatory Submission
	C
	C
	A/R
	I
	I
	I

	Market Analysis
	C
	I
	I
	A/R
	C
	I

	Product Launch Planning
	A
	C
	C
	R
	C
	I

	Clinical Engagement
	C
	C
	C
	I
	R
	I


Table 5: RACI Matrix
Source: (Self-Developed)
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The Stakeholder Theory is based on the idea that organisations have to focus on the needs, expectations and leverage of all stakeholders who can be impacted by their decisions, not just shareholders (Atlassian, 2024). At Smith and Nephew, a healthcare environment, this is the understanding of the vital roles played by clinicians, patients, regulators, suppliers and internal teams in determining the outcome of projects. Their interests should be harmonised to meet the ethical, effective and sustainable operations. 
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Figure 2: Stakeholder Theory
Source: (Economic Point, 2025)
Social Exchange Theory contributes to this point by stating that interaction of stakeholder blossoms on mutual worth. Stakeholders would be more willing to collaborate, support decisions and make the project successful in case they observe evident benefits, i.e. improved clinical outcomes, efficiency of operations or shared expertise.
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Stakeholder-engagement in the project by a project manager in control of complex medical device project in Smith and Nephew must adopt a guiding and thoughtful approach. Good interaction may offer coordinated action on technical, regulatory, commercial and clinical compactness that are the doorways to secure and commercially viable product (Makrani, Goyal and Sayeed, 2025). It is not to be haphazard but is subject to critical reflective approach by the project manager founded on 4C model of communication, coordination, cooperation and collaboration to deal with relationship and conflict throughout the project lifecycle.
This process commences with the identification and analysis of stakeholders, where the project manager maps internal and external stakeholders with the help of tools like the power-interest grid. This preliminary study enables him or her to predict those individuals or groups that need close attention and those that need the minimum attention. It also displays possible conflicts of interest, e.g. tensions between regulatory stipulations and sales aspirations or clinical requirements and manufacturing capacity (Silvius and Schipper, 2019). Knowing all these dynamics beforehand prepares the project manager with the groundwork to have definite communication and orderly interaction.
The first pillar that must be considered is communication. The project manager comes up with an elaborate communication plan on how, who and what has to get information, when and in what medium. An example is where the product development department is provided with detailed technical updates every week, whereas clinicians might have quarterly updates that are dedicated to the clinical implications. This will ensure that nothing turns into false meaning or the scope creeps occur. Importantly, the project manager will have to adjust the styles of communication to the needs of the audience: technical groups should be supplied with precise specifications, but top management will be happy with clear summaries connected to strategic objectives. It is also important to have effective communication, which implies listening- establishing feedback mechanisms to ensure that stakeholders raise concerns at an early stage (Bahadorestani, Naderpajouh and Sadiq, 2020).
Coordination is the second pillar, which entails synchronising the activities and schedules of various stakeholders. Given the high interdependency of medical device projects, including R&D, regulatory affairs, manufacturing, marketing and clinicians, the project manager of a medical device project ensures that activities are performed sequentially and dependencies are also acted upon. These involve arranging regulatory filings prior to marketing campaigns, organising clinical contributions ahead of finalisation of design and supply chain preparation ahead of launch (Kujala et al., 2022). Critically speaking, lack of coordination may lead to wretched outcomes, including the loss of approvals or product flops.
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Figure 3: 4C’s Model of Communication
Source: (Ellis, 2023)
The third stage is cooperation, which is concerned with the establishment of goodwill, common purpose, and support between the stakeholders. The project manager motivates the internal teams and external partners to collaborate positively on project goals despite the differences in their interests. As an example, the clinicians can assure the need to further design changes; the project manager will need to think of how to get teams to realise the limitations of each other and the importance of each side of the argument. The project manager fosters cooperation and brings about compromise by encouraging friction to be minimised (Ahmad, Bhatti and Imam, 2023). No cooperation is automatic; critically, it must involve trust, and to achieve this, fairness, reliability, and respect are essential. Loss of trust -once a team feels that it is not being listened to, cooperation may fall into ruins. 
The last pillar, collaboration, is even more detailed than cooperation and touches on stakeholder involvement in making decisions and co-creation. The project manager can take the form of team building workshops, where the engineers, clinicians and marketing teams collectively test prototypes or reformulate product messages. It not only improves innovation but also results in a greater stakeholder ownership. The case of collaborative design can significantly minimise the problem after launch since it guarantees that the product is designed to fulfil clinical and market requirements. 
[bookmark: _Toc214133595]Stakeholder Engagement on Business Performance and Recommendations 
[bookmark: _Toc214133596]Impact of Stakeholder Engagement on Business Performance
The role of stakeholders in defining the business performance is especially important in a highly regulated and innovation-driven business like the medical devices industry. In the case of an organisation such as Smith and Nephew, where business relies on sophisticated relations with clinicians, regulators, supply-chain partners, internal groups and patients, a relationship of quality among these groups directly interferes with business performance, product safety, operational efficiency and competitiveness. An analysis of its effects indicates that the high level of stakeholder engagement is not an atypical practice but a key business competence.
Clinical relevance and product quality are two of the most important effects of good stakeholder engagement. Early and continuous involvement of the clinicians makes sure that the products are usable in practice and that when they are launched, they are no longer likely to cause clinical problems or lead to usability claims (Catho et al., 2021). They provide feedback about the design on the prototype testing, as well as through clinical trials, and post-market analysis would result in improved design and greater credibility of the company in the medical community. This is in compliance with product design and clinical need, which enhances the adoption rate, which leads to positive patient outcomes and eventually enhances market performance.
Reduction in risk and regulatory success is yet another great consequence. The proximity to the regulatory bodies such as MHRA or the FDA implies that the process of employing people will be easier, more aware of the expectations and will not waste time as much. Thus, having to redesign or file a design in the future because of compliance issues can be costly because it is possible to discuss such with regulators first, before they become a matter of concern (Gupta et al., 2024). It is not only used to can make the time- to- market faster, but earned image of a safe and reliable business is also provided.
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Figure 4: Stakeholders' Impact on Business
Source: (Riskonnect, 2025)
The other effect of stakeholder engagement is the improvement in the operational efficiency. The unity of the product development, marketing, manufacturing and quality departments within the company are beneficial in that the company coordinates smooth operations since it minimizes replication and wastage of materials.  The benefits of good internal communication include saving time on rework and accelerating the decisions making process and avoiding bottlenecks (Fu and Madni, 2024). External, the collaboration with suppliers and distributors increases the supply chain resilience by improving the product releases that run in a flawless manner and decreasing risk of delays in production and stocks. The supply-chain disruption in the medical sector has in the past proved to be expensive, thus, a high level of supplier engagement has resulted in a monetary stability and satisfaction to consumers immediately.
Another influence on stakeholder engagement is observed to be in the competitiveness of the market and its increase in revenue. Creative involvement of sales teams, marketing teams and distributors will help in the market strategies being right to the actual needs and feelings of the customers. Similarly, hearing from the procurement managers, payers, and healthcare systems assists in drawing pricing and value propositions in response to economic realities. This extends accessibility to the market, aids effectiveness in tenders, and spurs robust sales coverage. In addition, stakeholder engagements that result in advocates, such as clinicians promoting a product or investors having faith in the course that the company is taking, will build the reputation, create brand loyalty and make the company stand out in a competitive environment (Olivero, 2025).
In addition to commercial performance in the short term, stakeholder engagement helps the company sustain in the long run and in terms of innovation (Ghassim and Bogers, 2019). The ongoing interaction with the patient, the clinician, and the academic institutions promotes an environment of learning, knowledge-sharing and co-creation. These contacts give rise to the concept of new equipment, upgrades to the current performance or chances of digitalisation. This learning collaboration can be a costly asset in the medical device industry, which has lengthy and expensive innovation cycles. 
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1. Establish a Centralised Stakeholder Engagement System
Smith & Nephew ought to invest in the digital stakeholder relationship management system that consolidates interactions and feedback, communications records and involvement measures. This would enhance transparency, lessening repetition of efforts, besides enabling cross-functional departments to share regular stakeholder information (Alamanos, Rolston and Papaioannou, 2021). The continuity with a centralised system is that, even when employees leave their positions, a company is able to track the trend in the sentiments of the stakeholders over time. This eventually enhances better decision-making and learning on the part of organisations.
2. Enhance Early Engagement with Payers and Procurement Bodies
To enhance access to markets and its success in pricing, the company should involve payers, insurance organisations and hospital procurement teams earlier in the development process. These stakeholders are very influential in deciding the adoption of a product at a large scale (Miller and Lehoux, 2020). Having a vision of their cost-effectiveness conditions and procurement limitations at the beginning, Smith and Nephew can design clinical evidence, economic models, and product characteristics to become more aligned with their demands. This decreases time-waste and improves sales outcome in the long term.
3. Expand Global Clinical and Patient Advisory Networks
Establishing more extensive and multifunctional advisory networks, and in particular, in the emerging markets, would bolster clinical relevance and raise levels of acceptance in various healthcare setups. The formation of regional advisory groups, patient panels and clinician ambassadors will also make sure that the company obtains some local feedbacks that add advantages to the design of the product, training programmes and marketing plans (Roach Jr et al., 2021). Such inclusive interaction ensures competitiveness across the globe and enhances adoption and aftermarket use.
4. Strengthen Cross-Functional Collaboration Practices Internally
The internal teams ought to also be in a position to collaborate to savor the best results of the stakeholder engagement (Lehtinen and Aaltonen, 2020). The adoption of various structured processes, which Smith and Nephew ought to adopt, involves some of the structured cross-functional processes, including integrated project teams, adopt joint planning workshop and sharing performance indicators. This will eliminate silos and any feedback of the stakeholders is responded to in a coherent way that will lead to rapid decision making. The creation of more internal cooperation will assist in the efficiency of the operation, elimination of the conflicts and easing of the operations movement by the implementation to the commercial launch.
[bookmark: _Toc214133598]Conclusion
To conclude, stakeholder engagement is the essential factor to performance of highly complex medical device projects in organisations like Smith and Nephew. The discussion shows that the stakeholders including internal work teams and clinical personnel, regulators and suppliers, patients and investors are valuable in product designing, regulatory acceptance, market accessibility and long-time acceptance. Their divergent views, needs and expectations will know shall have priority and be addressed systematically with the assistance of productive communication, effective co-ordination, successful brand building alliance and kick start alliance. The strategic and functional participation of the involved stakeholders are used to improve the quality of the product, time-to-market, agglomeration in the compliance, business performance, as well as the overall efficiency of operations. Weak or partial engagement conversely may result in misalignment, tardiness, and conflict and reputational risk. It is also evidenced in the analysis that strategic engagement is both an exploration that can not only be deemed valuable to the personal projects but also leads to organisational learning, innovation and competitive advantage in the long term. The continuity of more combined systems, the increased involvement of the initial payers, the increased advisory networks and the strengthening of the interior collaboration will be the solutions that will contribute to the even stronger and trust-based relationships between the organisation and all its stakeholders. Finally, the stakeholder engagement cannot be identified as the form of the process but as an important organisational skill that facilitates responsible innovation, and consequently, patient outcomes and preconditions the business to the long-term success.
[bookmark: _Toc214133599]
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