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[bookmark: _Toc228150014]Executive Summary
This report explores the risks associated with the rapid advancement of artificial intelligence on AstraZeneca from the perspective of data governance, responsible AI, regulatory and customer trust. AstraZeneca is an appropriate firm for this advisory report as it is a UK multinational pharmaceutical firm operating in a highly regulated sector that is increasingly using AI for drug development, clinical trials, research productivity, safety monitoring and decision support. AstraZeneca has significant opportunities to gain a competitive advantage from AI by accelerating discovery, improving research productivity and moving towards personalised medicine. However, this comes with risks related to patient data, algorithmic bias, model explainability, regulation, data exports, cybersecurity, reputation and litigation.
The report suggests AstraZeneca needs to think of governance as a strategic rather than a compliance problem. The UK has a light-touch approach to regulation that promotes innovation, but the European Union has adopted a more prescriptive risk-based approach to AI governance with the EU Artificial Intelligence Act. This is a challenge and opportunity for AstraZeneca. The strategy should be to embrace international high-level AI governance standards from the EU and use the more flexible UK approach as a test bed. The report calls for a governance framework for AI at the board level, an enterprise-wide AI inventory, AI impact assessments, better data lineage management, model validation, model explainability, staff training, patient engagement and independent assurance.
The implementation plan sets out a 24-month program. Governance, AI inventory and risk assessment should take place in months 1-6. Months 7-18 should be focused on technical controls, training, validation and regulatory compliance. Between months 19-24, the emphasis should be on external assurance, disclosure and trust. The main message is that AstraZeneca can only create long-term competitive advantage from AI by embedding responsible AI into governance, risk and trust.
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[bookmark: _Toc228150015]Introduction
Artificial intelligence is emerging as a strategic challenge for global firms due to its effects on innovation, competition, regulation, governance and trust (Ducloux-Baudinière and Jallat, 2024). For AstraZeneca, AI is not an IT tool, but a strategic technology which impacts drug discovery and development, patient safety, pharmacovigilance, manufacturing, supply-chain robustness and commercial decisions. AstraZeneca claims that data science and AI are being deployed in research and development to speed up scientific discovery and improve the understanding of the biology of disease, showing how AI is beginning to be embedded in the organisation (AstraZeneca, 2026).
This report is advice to AstraZeneca on the risks of the expansion of AI. The UK and European Union are the focus as AstraZeneca is headquartered in the UK and operates across Europe. This is a strategic choice as the UK has adopted a principles-based and innovation-friendly approach to AI, while the EU has adopted more formal risk-based regulation in the Artificial Intelligence Act (UK Government, 2024; European Parliament, 2024). This is a challenge for AstraZeneca as the company must innovate in order to maintain competitiveness, while also responding to the increasing demand for transparency, accountability, data protection and AI safety.
The report is not an academic paper but an executive report written for the AstraZeneca leadership team. It links the risk associated with AI to political, technological, regulatory and macroeconomic shifts, and applies academic theory to practice. Resource-based theory provides insights into how liability for AI can be a source of competitive advantage. Stakeholder theory assists the analysis of patient, regulator, investor and employee perceptions. Institutional theory is used to describe regulatory, professional and competitive pressure. Information ethics and AI governance literature are used to evaluate data governance, trust, transparency and accountability.
Table 1: Report scope and analytical focus (AstraZeneca, 2026)
	Area
	Focus in this report
	Strategic relevance to AstraZeneca

	AI growth
	Drug discovery, clinical trials, generative AI, safety monitoring
	Productivity, innovation and competitive advantage

	Data governance
	Patient data, research data, data lineage, consent and transfer
	Scientific validity, compliance and trust (AstraZeneca, 2026).

	Ethical AI
	Bias, fairness, explainability and accountability
	Patient safety and reputational protection

	Regulation
	UK and EU comparison
	Compliance readiness and market access

	Trust
	Patients, clinicians, regulators and investors
	Long-term legitimacy and brand protection (AstraZeneca, 2026).

	Implementation
	24-month risk and governance plan
	Practical board-level action



The argument is that AstraZeneca should view responsible AI governance as an advantage. Barney's resource-based theory suggests firms have a sustainable advantage when they use valuable, rare, inimitable and organisation-specific resources (Barney, 1991). In this case, the systems, AstraZeneca's AI, will not lead to sustainable advantage. The AI is not unique to the company. The sustainable advantage will be derived from its access to quality scientific data, governance, regulation, ethics and trust. So, there will be a strategic rather than a compliance focus on AI risk management.


[bookmark: _Toc228150016]Main Findings
[bookmark: _Toc228150017]AstraZeneca and the Strategic Context of AI
[bookmark: _Toc228150018]AstraZeneca as a high-relevance AI case
AstraZeneca is a suitable company to assess due to its status as a global pharmaceutical company with multiple points of exposure to AI. The company's 2024 Annual Report states that its growth strategy is built on innovation, science and technology and that the company is using AI increasingly to understand disease mechanisms, process large data and boost research productivity (AstraZeneca, 2024). AstraZeneca has the global, regulatory and public documentation resources of a large company, unlike a small local company. It also has a business model where getting AI wrong can result in not just a financial loss, but harm, regulatory intervention and lost trust.
Productivity is a challenge in pharma. Drug discovery costs time, money and effort, with candidates failing at a high rate (AstraZeneca, 2025). Morgan et al. (2018) show how AstraZeneca has improved RandD productivity in the past using a five-dimensional framework of project, quality, decision-making and discipline. AI can help improve productivity by supporting target discovery, drug design, experiment design and evidence generation. However, AI does not replace risk. It just changes its nature with model risk, data risk and explainability risk.
[bookmark: _Toc228150019]AI as a competitive advantage and strategic risk
AI can help competitive advantage if it helps AstraZeneca accelerate its development of medicines; prioritise the company's RandD to find the best medicines sooner; and manage scientific uncertainty with better evidence (AstraZeneca, 2025). The theory of "creative destruction" is relevant because AI could change the way pharmaceutical companies create, test and commercialise medicines (Schumpeter, 2013). But creative destruction is not without risks. If firms are too slow, they may be out of business, but firms that are too quick in using AI may face fines, litigation and reputational damage.
The strategy issue is thus not whether AstraZeneca will adopt AI, but how AstraZeneca should govern AI. Davenport and Ronanki (2018) conclude that business value comes from practical rather than technical interest in AI. So, for AstraZeneca, AI needs to be addressed in governance, validation, risk and decision-making. AI should not be a technology project owned by technologists. It must be managed as a business risk and opportunity (Lee et al., 2019).
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 Figure 1: AI value-risk relationship in AstraZeneca (Author)
[bookmark: _Toc228150020]AI Opportunity and Business Risk in Pharmaceuticals
[bookmark: _Toc228150021]Drug discovery and clinical development opportunities
The use of AI by AstraZeneca in drug discovery is significant because drug discovery and development involve complex biological and clinical data. AI can be used to design molecules, identify biomarkers, analyse images, stratify patients and model. Ghiandoni et al. (2024) report how predictive AI modelling is used at AstraZeneca to support design-make-test-analyse cycles to discover new drugs, which demonstrates that AI is not limited to efficiency but also relates to science.
AI can also be applied to the design of clinical trials, such as patient selection, patient enrolment and site selection (Askin et al., 2023). This AstraZeneca clinical trials site shows the scale and geographical dispersion of clinical trials (AstraZeneca, 2026). AI can accelerate and optimise trials here. However, AI-powered recruitment needs to be managed to ensure that if there are biases in the data, some people may be excluded from trials or the trial results may not be applicable. Rajkomar et al. (2019) show the potential of machine learning in medicine, but the need for validation, generalisability and clinical relevance.
[bookmark: _Toc228150022]Generative AI and productivity risks
AstraZeneca could use generative AI for literature search, regulatory documentation, knowledge management and summarisation of scientific publications. However, generative AI has a new risk for hallucinations of incorrect but plausible information (AstraZeneca, 2026). For pharmaceuticals, hallucinated scientific statements, incorrect safety summaries, and misleading regulatory documents would have significant consequences. AstraZeneca needs to differentiate the low-risk productivity use cases from the high-risk science and patient use cases.
Brynjolfsson et al. (2025) report that generative AI boosts productivity, particularly for those with lower levels of experience, but that this depends on control. For AstraZeneca, productivity should not be sacrificed for control. AI should be reviewed, audited and validated. It's not only the risk of system failure but of system drift as people become reliant on the AI output.
 Table 2: AI opportunities and associated risks for AstraZeneca (Brynjolfsson et al., 2025; AstraZeneca, 2026)
	AI use area
	Opportunity
	Main risk
	Required control

	Drug discovery
	Faster target and molecule identification
	False positives and weak biological validity
	Scientific validation and model documentation

	Clinical trials
	Better recruitment and site selection
	Exclusion or bias in patient selection
	Fairness testing and representative datasets

	Pharmacovigilance
	Faster detection of safety signals
	Missed adverse events or false signals
	Human review and audit trails (Brynjolfsson et al., 2025).

	Regulatory writing
	Efficiency in documentation
	Inaccurate or unsupported claims
	Expert approval and version control

	Commercial analytics
	Better market insight
	Privacy and profiling risks
	Data minimisation and compliance review

	Internal productivity
	Faster knowledge work
	Confidential data leakage (Brynjolfsson et al., 2025).
	Approved tools and staff training



[bookmark: _Toc228150023]Managing Political, Technological and Regulatory Change
[bookmark: _Toc228150024]Managing Political Change
The AstraZeneca board needs to understand that risk in AI is as much a political as a technical decision. In the UK, AI regulation is framed as pro-innovation, allowing industry regulators such as MHRA (Medicines and Healthcare products Regulatory Agency) and ICO (Information Commissioner's Office) to apply principles to their respective industries (UK Government, 2024). This offers AstraZeneca flexibility, particularly in early research and development phases, and digital health programs. But this also creates uncertainty as sector-specific regulatory expectations may arise. In comparison, the European Union has adopted a binding approach with the EU AI Act, leading to a more stringent approach to high-risk AI (European Parliament, 2024).
At the corporate level, AstraZeneca should address this political uncertainty with a "highest-standard baseline" approach. It should use EU AI Act standards as the global baseline in governing high-risk AI, and innovate in the safe regulatory environment of the UK. This will reduce regulatory fragmentation, protect future market access and increase regulatory legitimacy. Bradford's Brussels Effect applies here as multinational corporations often adopt EU expectations as global standards because it is more cost-effective than developing a range of strategies for different jurisdictions (Bradford, 2020).
[bookmark: _Toc228150025]Managing Technological Change
For AstraZeneca, rapid development in AI is a potential source of productivity benefits and risks. AI can accelerate drug development, optimise clinical trial designs, enhance drug safety monitoring and support decision-making in RandD and business (AstraZeneca, 2026; Ghiandoni et al., 2024). But with technological progress comes the risks of model error, hallucination, automation bias, data leakage and explainability. Generative AI is especially dangerous as it can produce fluent but incorrect text. For pharmaceutical companies, this can be a safety, regulatory and reputation risk as well as a productivity problem.
Rather, managers should not race to follow the pack in AI adoption. Instead, they should build AI governance as a resource. Barney's resource-based view of competitive advantage suggests it comes from valuable and unique organisational assets, not just having access to technology that is accessible to others (Barney, 1991). Therefore, AstraZeneca should derive a competitive advantage from the integration of AI with reliable science data, regulatory and clinical knowledge, clinical evidence, ethical considerations and assurance. The board should approve a risk assessment before using each AI project. Low-risk tools may only require minimal approval, but high-risk clinical systems, such as those affecting patients, clinical trials, pharmacovigilance or regulatory submissions, should require formal validation, demonstrate explainability, include human oversight and audit trails (Ahmed et al., 2025).
[bookmark: _Toc228150026]Managing Regulatory Change
AstraZeneca's regulatory risk is significant as pharmaceuticals operate in a highly regulated industry where non-compliance can lead to regulatory delays, loss of confidence and potential litigation. The UK approach is adaptable for AstraZeneca, but the UK GDPR and ICO guidance raise fairness, transparency and automated decision-making issues (ICO, 2023a; ICO, 2023b). The MHRA also recognises AI may affect regulation of the lifecycle of medical products, such as development, manufacturing and post-market safety (MHRA, 2024). The AI Act in the EU has a more structured approach to risk categorisation and high-risk AI systems, and more emphasis on documentation, monitoring and assessment of compliance (European Parliament, 2024).
AstraZeneca should adapt to regulatory change by being proactive. An AI regulatory intelligence centre should monitor the MHRA, ICO, EMA, European Commission, OECD and NIST (OECD, 2024). This should report to the board's risk committee every three months and raise awareness of new requirements. This is backed up by institutional theory, where organisations react to coercive (legal) forces, normative (professional) forces and mimetic (competitor) forces (DiMaggio and Powell, 1983). 
 Table 3: Senior advisory response to political, technological and regulatory change (ICO, 2023; Stephen, 2025)
	Change area
	Impact on AstraZeneca
	Senior-level risk
	Recommended board action

	Political change
	UK and EU AI strategies are diverging (ICO, 2023).
	Fragmented compliance and uncertain market expectations
	Adopt EU AI Act standard as global baseline

	Technological change
	AI accelerates discovery, trials and productivity (Stephen, 2025).
	Model error, hallucination, bias and data leakage
	Classify AI systems by risk and require human oversight

	Regulatory change
	AI obligations are increasing across health and data regulation 
	Fines, approval delays, litigation and reputational damage
	Create a continuous AI regulatory intelligence function (ICO, 2023).

	Data sovereignty
	Cross-border data rules are becoming stricter
	Delays in research collaboration and data transfer risk
	Strengthen data lineage and transfer impact assessments

	Public trust
	Patients and regulators expect responsible AI
	Loss of legitimacy if AI is opaque or unfair
	Publish responsible AI assurance and patient-facing explanations



[bookmark: _Toc228150027]UK and EU Regulatory Pressures
[bookmark: _Toc228150028]UK regulatory approach
The UK adopts a principles-based, innovation-friendly approach to AI regulation. The UK Government response identifies principles of safety, security, transparency, fairness, accountability and contestability for existing UK regulators to consider (UK Government, 2024). This matters for AstraZeneca as its use of AI may fall under the remit of several regulators including the Information Commissioner’s Office, the Medicines and Healthcare products Regulatory Agency and competition regulators.
The UK model allows AstraZeneca greater flexibility for innovation - particularly in early research stages - but it also increases complexity as the rules can change through industry regulators rather than a clear AI framework. AI can affect the regulation of medical products through the life cycle of the product, including in RandD, manufacturing, vigilance (post-market surveillance) and decision-making (MHRA, 2024). Therefore, AstraZeneca cannot think that AI in RandD is not in the regulatory spotlight simply because it is not "directly" patient-facing.
[bookmark: _Toc228150029]EU regulatory approach
The EU Artificial Intelligence Act is more detailed. It has a risk-based approach and establishes requirements for high-risk AI systems such as governance, transparency, record-keeping, human oversight and risk minimisation (European Parliament, 2024). The EU approach is important for AstraZeneca because it operates in Europe and because the EU has a huge influence on policy. Bradford's Brussels Effect indicates that EU standards can become global if multinational corporations adopt them for efficiency and transparency (Bradford, 2020).
The implication for AstraZeneca is that it should not create different systems for managing AI. It should use the EU standards as a high standard and adapt them (OECD, 2024). This is especially true for the riskier AI applications such as medical decisions, personal data, hiring, safety monitoring or medical products.
 Table 4: UK and EU AI regulatory comparison (European Parliament, 2024)
	Area
	UK approach
	EU approach
	Implication for AstraZeneca

	Regulatory model
	Principles-based and sector-led
	Binding legal framework
	Use EU standard as baseline (European Parliament, 2024).

	Enforcement
	Existing regulators
	Formal AI Act obligations
	Prepare documentation and audits

	Innovation
	Flexible and pro-innovation
	More compliance-heavy
	Pilot in UK but scale with EU controls

	Data rights
	UK GDPR and ICO guidance (European Parliament, 2024).
	GDPR and AI Act combined
	Integrate privacy and AI governance

	Risk classification
	Less formalised
	Formal risk tiers
	Create internal AI risk classification

	Strategic risk
	Regulatory uncertainty
	Compliance burden
	Build adaptable governance



[bookmark: _Toc228150030]Automated decision-making and explainability
AstraZeneca will also need to consider privacy rights for automated decision-making. The ICO guidance sets out that there are rights in relation to only automated decisions with legal or other equally significant effects (ICO, 2023a). This applies to pharmaceuticals in relation to AI affecting patient enrolment, eligibility, access to service and recruitment.
Wachter et al. (2017) highlight that the GDPR doesn't create a simple overarching "right to explanation", but does create transparency and accountability requirements. So, AstraZeneca shouldn't wait for uncertainty to become law. It should proactively embrace explainability for high-risk AI systems, particularly those affecting patients, staff or patient care (Mittelstadt et al., 2016).
[bookmark: _Toc228150031]Data Governance and Cross-Border Risk
[bookmark: _Toc228150032]Patient data and scientific data quality
Data governance is critical to the AstraZeneca risk with AI because AI is only as good as the data it is trained, validated and monitored on. Pharmacological AI uses data from clinical trials, genetics, images, real-world evidence, safety and publications. These data sources are sensitive, complex and international. Bad data governance can result in biases, privacy breaches, regulatory failings and a lack of trust.
Information ethics helps us understand data governance as going beyond compliance. Floridi (2021) proposes trustworthy AI requires policies to safeguard human dignity and informational environments. For AstraZeneca, this means managing data, not as a resource to be mined. It needs to be treated as sensitive data associated with autonomy, dignity and trust.
[bookmark: _Toc228150033]Data lineage, consent and cross-border transfers
Data lineage, or knowing where data has come from, been processed, what consent it is held under and which AI systems it is used in, should be of concern to AstraZeneca. This is particularly important if data is used to train AI (McKinsey and Company, 2025). Historical data may not be representative of all groups and the consent may not specifically cover the use of AI.
Transfers of data are important. AstraZeneca is international, so data will be moving from the UK, the EU and the US to other parts of the world. This is legally and operationally complex as different jurisdictions have different data privacy, data localisation and health-data laws. Institutional theory explains why AstraZeneca is likely to experience an increase in pressure to adopt regulator, professional and other organisation standards (DiMaggio and Powell, 1983). For example, safe and ethical AI governance will become "de rigueur" in pharmaceutical practice (Kumar, 2025).
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Figure 2: AstraZeneca AI data governance flow (Author)
[bookmark: _Toc228150034]Ethical AI, Bias and Accountability
[bookmark: _Toc228150035]Ethical AI in healthcare and pharmaceuticals
AstraZeneca's decision-making affects patients, doctors and communities, so AI ethics matter. Human rights, fairness, transparency, accountability and human oversight are part of UNESCO's Recommendation on the Ethics of Artificial Intelligence (UNESCO, 2021). They are relevant to AstraZeneca's use of AI, as it could be used to inform decisions about research priorities, patient inclusion in clinical trials, candidate safety and drug access.
Jobin et al. (2019) note AI ethics guidelines usually include transparency, justice, non-maleficence, responsibility and privacy principles. Guidelines are important but must be operationalised. So, AstraZeneca needs processes like ethics review, model audit, risk register, escalation and board reporting.
[image: ]
Figure 3: Ethical AI control cycle (Author)
[bookmark: _Toc228150036]Bias and clinical fairness
Bias is a major concern for ethical AI in health care. For example, Obermeyer et al. (2019) showed that the algorithm used by many health care systems under-estimated the needs of African-Americans because the algorithm used health care costs as an indicator of health care need. This is important for AstraZeneca because it illustrates how seemingly objective data can create and reinforce discrimination. Biased data can reduce the generalisability of clinical trial outcomes for underrepresented populations, affect the validity of clinical trials and undermine trust.
AstraZeneca should therefore ensure its AI models for recruiting patients, stratifying patients, monitoring safety or modelling disease are tested for fairness. This doesn't mean that models should perform equally across groups. It means they should recognise, explain and justify the differences and act on the differences if they represent unfair data or biases.
[bookmark: _Toc228150037]Accountability and algorithmic auditing
Raji et al. (2020) propose internal algorithm audits can address the accountability gap in AI through a review mechanism for the lifecycle of the algorithm. This is particularly relevant to AstraZeneca as AI accountability should not be retrospective. It needs to begin at project initiation and involve algorithm development, validation, deployment and monitoring.
Mökander et al. (2022) identify corporate governance risks for AI in biopharmaceuticals such as unclear ownership and accountability and difficulties implementing ethical principles. To mitigate these risks AstraZeneca should establish roles and responsibilities for people such as a Chief Data and AI Officer, legal and compliance leads, RandD model owners and a board level governance committee.
 Table 5: Ethical AI risks and governance responses (Mökander et al., 2024)
	Ethical issue
	AstraZeneca risk
	Governance response

	Bias
	Underrepresentation in clinical evidence
	Fairness testing and diverse datasets

	Opacity
	Regulators cannot assess model logic
	Explainability documentation (Mökander et al., 2024).

	Automation bias
	Staff over-trust AI outputs
	Human-in-the-loop review

	Accountability gap
	No clear owner for AI harm
	Named model owner and escalation route

	Privacy harm
	Misuse of patient data
	Data ethics review

	Safety risk
	Incorrect signals or recommendations
	Continuous monitoring (Mökander et al., 2024).



[bookmark: _Toc228150038]Customer, Patient and Regulator Trust
[bookmark: _Toc228150039]Trust as a strategic asset
Trust is a strategic resource for AstraZeneca as pharmaceutical companies require public, regulatory and professional trust. Freeman's stakeholder theory is relevant since AstraZeneca needs to take into account the concerns of patients, regulators, doctors, investors, employees and society (Freeman, 2010). AI may be good for some stakeholders and dangerous for others. Shareholders could profit from improved efficiencies in research and development, for instance, but patients could be worried about confidentiality or transparency.
Trust is important in healthcare since misuse of data or perceived discrimination may de-legitimate it. Vayena et al. (2018) note that the use of machine learning in medicine raises ethical concerns of consent, transparency, trust and accountability. So, AstraZeneca should describe its use of AI, its safeguards and when it involves humans.
[bookmark: _Toc228150040]Transparency without over-disclosure
AstraZeneca should be transparent, but not too transparent. Not all technical details of complex models may help patients or doctors. Transparency should be selective (Sampson et al., 2019). Regulators require technical information, verification and audit. Health-care practitioners need clinically relevant information. Consumers need to know about data use and rights and protections. Investors need to know AI creates not risks.
Beneficence, non-maleficence, autonomy, justice and explicability are needed for a good AI society (Floridi et al., 2018). AstraZeneca can communicate with these principles. Trust is not gained by claims that AI is ethical; trust is gained by claims that AI is regulated, tested, monitored and accountable.
	 Table 6: Stakeholder trust expectations (Floridi et al., 2018; Emerj, 2024; Papagiannidis et al., 2021) 
	Stakeholder
	Main concern
	AstraZeneca response

	Patients
	Privacy, safety and fairness
	Plain-language AI and data notices.

	Clinicians
	Reliability and explainability
	Clinical validation evidence.

	Regulators
	Compliance and auditability
	Documentation and assurance reports (Papagiannidis et al., 2021).

	Investors
	Sustainable value creation
	AI governance metrics (Floridi et al., 2018).

	Employees
	Clear rules and training
	Responsible AI training.

	Society
	Ethical use of health data
	Public reporting and engagement (Emerj, 2024).



[bookmark: _Toc228150041]Corporate Governance and AI Risk Management
[bookmark: _Toc228150042]Board-level accountability
Good governance is critical because risk related to AI spans regulatory, technical, ethical and business aspects. At AstraZeneca, AI cannot be left solely in the hands of data scientists and technology leaders, as AI may impact patient safety, clinical evidence, regulatory submissions, data privacy and reputation (AstraZeneca, 2026). So, the board is key to defining the company's appetite for risk, governance principles, oversight and ensuring a culture of responsible innovation. Leaders need to be aware of the benefits of AI, but also the regulatory, ethical and reputational risks that may result from insufficient oversight.
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Figure 4: Proposed AstraZeneca AI governance structure (Author)
Risk management includes risk identification, assessment and evaluation, mitigation, monitoring and review. AstraZeneca should use this for all AI systems (Eterafi et al., 2025). The creation of high-risk AI systems should not go from experiment to deployment without evidence of risk mitigation, validation, legal and human oversight.
[bookmark: _Toc228150043]Enterprise risk framework for AI
The National Institute of Standards and Technology (NIST) AI Risk Management Framework (NIST, 2023) adopts the approach of governing, mapping, measuring and managing AI risks. AstraZeneca should consider this for enterprise risk management. This means it can risk stratify AI systems, implement and apply controls, monitor the performance of models and report on AI risk to the board.
The governance should be in three stages. First, the board should be with a board-level AI and data governance committee (CTO Magazine, 2026). Second, management responsibility should be with a multi-disciplinary Responsible AI Steering Group from RandD, legal, compliance, data science, cybersecurity, medical affairs and ethics. Third, operational oversight should be with the model owners who document, test and monitor the model.
 Table 7: Proposed AI governance responsibilities (NIST, 2023; Rubeis et al., 2022; CTO Magazine, 2026)
	Governance level
	Responsibility
	Output

	Board
	Approve AI risk appetite and review major risks
	Quarterly AI risk dashboard

	Executive steering group
	Translate principles into policies
	AI governance framework (NIST, 2023).

	 Legal and compliance
	Assess regulatory obligations
	Regulatory gap analysis

	Data science teams
	Build and validate models
	Model cards and validation records (Rubeis et al., 2022).

	Ethics board
	Review high-risk use cases
	Ethics approval or escalation

	Internal audit
	Test controls independently
	Assurance reports



[bookmark: _Toc228150044]Implementation Plan
[bookmark: _Toc228150045]Phase 1: Foundation, months 1–6
Phase 1 will set the foundation. AstraZeneca should establish a board AI and Data Governance Committee or clearly state an existing board risk committee will be responsible for AI (Cerutti et al., 2025). It should also have senior owners, corporate inventory of AI and risk classification of AI systems. This should include a gap analysis against the UK expectations, EU AI Act, UK GDPR, EU GDPR, MHRA expectations and EMA guidance.
The most important take out is knowledge. AstraZeneca can't manage what it doesn't know. The AI inventory should include RandD systems, clinical operations systems, commercial analytics systems, HR systems, pharmacovigilance systems, manufacturing systems and corporate systems (Pharmaceutical Technology, 2025). Data should include use, data sources, type, owner, country, users and risk.
[bookmark: _Toc228150046]Phase 2: Build, months 7–18
Phase 2 should establish controls. AstraZeneca should enforce risk assessments for AI systems with high impact, model validation processes, explainability, training and policies on allowed tools. AstraZeneca should prohibit employees from using public AI tools to enter confidential, patient or commercial-in-confidence information. Confidentiality and regulatory risks must be avoided from unregulated use of generative AI.
AstraZeneca should also be auditing algorithms. Raji et al. (2020) show auditing must be pre, post and during the lifecycle. AstraZeneca should use pre-deployment testing, post-deployment evaluation and regular evaluation.
[bookmark: _Toc228150047]Phase 3: Lead, months 19–24
AstraZeneca should lead the way on responsible AI in phase 3. AstraZeneca should publish a Responsible AI and Data Governance Report, and engage in external assurance of high-risk AI, and with regulators. This should also involve patient communication on AI and security controls. Trust should not be sold; it should be earned.
[image: ]
 Figure 5: 24-month implementation roadmap (Author)
This figure illustrates a planned 24-month timeline for establishing AI governance at AstraZeneca in three phases: Foundation, Build and Lead. The Foundation phase sets up the initial governance arrangements, such as an AI oversight committee, inventory of systems and regulatory gap analysis. During the Build phase, controls are implemented through impact assessments, employee training and model validation. The Lead phase focuses on accountability and reporting through external assurance and reporting. In summary, the roadmap shows an evolutionary approach from setting up governance to mature risk management of AI across the organisation, in line with regulatory requirements and business strategy (Porter, 1979).


[bookmark: _Toc228150048]Conclusion
AI offers AstraZeneca the opportunity to improve research, efficiency and health outcomes. But it comes with risks around patient privacy, bias, explainability, non-compliance with regulatory requirements, cybersecurity, accountability and trust. The take-home message from this report is that AstraZeneca shouldn't think of AI risk solely as an IT issue. It should consider it a board-level capability.
The UK-EU comparison underscores the need for AstraZeneca to plan for the future. UK offers flexibility in the form of principles-based regulation but it is potentially unclear. EU offers certainty, in the form of the Artificial Intelligence Act but it is more expensive. So, AstraZeneca must adopt EU norms for AI governance and harness UK flexibility to encourage innovation. This reduces regulatory burden and lays the foundation for global expectations.
The plan for action includes governance, technical and trust leadership. By using an AI inventory, transparency, data governance, audits of algorithms, training in responsible AI, and publishing assurance of responsible AI, AstraZeneca will reduce the risk of legal and reputational damage, while improving its competitive advantage. As with the resource-based view, the greatest opportunity to gain most advantage will not be through AI, but AstraZeneca's ability to integrate AI with trusted data, scientific knowledge, ethical leadership and compliance.
The final recommendation is that AstraZeneca should embed responsible AI into its business strategy and company brand, rather than just viewing it as a regulatory obligation. Trust is critical to the pharmaceutical industry because patients, doctors, regulators and health systems rely on companies to deliver safe, effective and responsibly produced medicines. Here, responsible AI can be a point of difference. By showing that its AI systems are transparent, validated, fair and human-oversighted, AstraZeneca can foster trust among regulators, patients and shareholders.
Responsible AI will also enable innovation by enabling AstraZeneca to harness new technologies in a safe and consistent way. Good governance will minimise the risk of discrimination, data quality, regulatory and reputational issues. It also enables quicker decision-making as teams will have guidelines around the use of AI. So, the use of responsible AI should be communicated to the public, patients, employees and regulatory bodies. This would demonstrate that AstraZeneca is using AI to boost efficiency, but also to benefit patients with respect to their rights, safety and trust. 
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