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[bookmark: _Toc228140453]EXECUTIVE SUMMARY
This advisory was commissioned by GlaxoSmithKline (GSK) through RFD Global and focuses on the radical effect of Artificial Intelligence (AI) on risk management in the pharmaceutical industry. GSK, as one of the largest biopharmaceutical organisations in the world, is at a critical nexus point where technological innovation, regulatory scrutiny and patient safety meet. The accelerated development of AI in drug discovery, clinical operations, supply chain management, pharmacovigilance, and customer engagement requires a holistic approach to addressing the accompanying risks, which is future-proof. 
The present report examines the political, technological, and regulatory shifts that define the operating environment of GSK with a major emphasis on the United Kingdom and the European Union as the two jurisdictions of interest. It illustrates that although AI offers truly remarkable opportunities to speed up innovation and increase its operational efficiency, it also poses multifaceted and dynamic risks associated with data regulation, algorithmic biasness, regulatory violations, and reputational harm. 
As a result of this report, key findings were: (1) the principles-based governance framework of AI, anchored by the ICO and informed by the National AI Strategy (DSIT, 2023), provides GSK with a certain level of operational flexibility, but presents uncertainty in comparison with the EU's prescriptive AI Act (European Parliament, 2024); (2) data governance failures are the single most major operational and reputational risk of GSK in the implementation of AI; (3) the use of AI ethically, especially, transparency, fairness. 
A comprehensive implementation plan finishes off the report, giving GSK future-proofed recommendations to manage risks related to AI and leverage competitive advantage. These suggestions include governance reorganization, regulatory harmonization, ethical AI models, workforce planning and tactics of stakeholder notification. The ultimate goal is to make GSK a world leader in responsible use of AI - to gain long-term trust among patients, regulators, investors, and general people.
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[bookmark: _Toc228140454]1. Introduction
[bookmark: _Toc228140455]1.1 Background: GlaxoSmithKline (GSK)
GlaxoSmithKline (GSK) is a multinational biopharmaceutical firm based in London, the United Kingdom. GSK, with yearly revenues of over £30 billion and around 70,000 employees spread over over 75 countries, is at the pentagon of world healthcare (GSK Annual Report, 2023). Innovative Medicines, Vaccines, and Consumer Healthcare (since spin-off, Haleon) are the three core businesses that the company has in its global presence. GSK operates in the full pharmaceutical value chain, including early-stage drug discovery and clinical trials, manufacturing, distribution, and after sales monitoring. 
GSK has over the last few years specifically identified AI and digital health technologies as the focus of its long-term competitive strategy. The company has put a significant financial investment in AI-driven drug discovery solutions, including its collaboration with Isomorphic Labs of Alphabet and its own AI platform, the AI/ML Centre of Excellence (GSK, 2024). The CEO of GSK Emma Walmsley has already defined GSK as a science-based, technology-enabled company, which indicates that the use of AI is not something temporary but fundamental to the future positioning of the organisation (Financial Times, 2023).

[bookmark: _Toc228140456]1.2 Scope and Objective of the Report
RFD Global has been commissioned to write this report as part of the internship application process at GSK and to advise its senior leadership on the complex risks presented by the rapid expansion of AI through its business. In particular, the report will cover four connected areas: data control, ethical use of AI, regulatory compliance, and ensuring customer and patient faith. This analysis is based on the both academic theory and modern industry practice, basing on the empirical data, regulatory documents and peer-reviewed literature. 
The report takes a comparative global approach, analyzing the risk environment of GSK AI in the United Kingdom and the European Union, two jurisdictions in which the GSK has high activity and where the regulatory environment is unique but overlapping. The reason why the EU is chosen over other global comparator regions is because the EU AI Act (European Parliament, 2024), the first global-type legislation on AI, will have a material effect on GSK operations in Europe because of its landmark importance.
[bookmark: _Toc228140457]1.3 Theoretical and Analytical Framework
The analysis has been based on various theoretical models that can be applied to international business and risk management. The investigation of the macroeconomic and regulatory forces is organized through PESTLE analysis (Political, Economic, Social, Technological, Legal, Environmental) (Johnson et al., 2017). The Porters Five Forces and Value Chain Analysis educate on the competitiveness and the effects of AI on either building or destroying strategic advantage (Porter, 1985). The risk categorisation and mitigation suggestions are informed by Enterprise Risk Management (ERM) structures, especially those that are consistent with ISO 31000:2018. These frameworks are contextually applied to the specific operating profile of GSK, as opposed to being general, and make the analysis both academically sound and practical.


[bookmark: _Toc228140458]2. The Impact of Political, Technological, and Regulatory Change on GSK
[bookmark: _Toc228140459]2.1 Political Change and AI Strategy
The political landscape that GSK is now working in has shifted radically since 2016 with direct impact on its AI strategy and risk management positioning. The most disruption event in the UK operations of GSK has been Brexit. The UK leaving the European Union has generated high tension in three areas that are of importance to GSK, including the cross-regional recognition of medication approvals, the transfer of clinical trial information across borders, and standardization of AI governance (Maclean et al., 2022). 
Since Brexit, the Medicines and Healthcare products Regulatory Agency (MHRA) has been keen to develop its own regulatory identity but in the awareness that it has to work well with the European Medicines Agency (EMA) on interoperability. Part of the reason why the MHRA has created the Innovative Licensing and Access Pathway (ILAP) is to make the UK a favourable destination to develop novel medicines technologies, such as AI-assisted diagnostics and drug discovery (MHRA, 2023). Nevertheless, the disconnect between UK and EU AI regulations, especially since the introduction of the EU AI Act, creates complexity in the way GSK operates, as it has to meet two sets of requirements at the same time.
The precautionary and risk-tiered approach has characterised the political direction on AI in the European Union. Placing AI as an important technology that will need strong governance by the European Commission has led to the first global AI law. The AI systems in medical devices and healthcare are defined as high-risk systems (EU AI Act, which was formally adopted in 2024) and have to undergo severe conformity testing, transparency requirements, and post-market surveillance requirements (European Parliament, 2024). Immediate operational implications in the case of GSK: By the latest, by 2026, any AI system used in clinical decision support, drug safety monitoring, or patient stratification must fulfill the provisions of the Act in EU member states. 
The global AI landscape is also being transformed by geopolitical issues, especially between the Western economies and China, which apply to GSK. Export limits on the high-end semiconductors, limits on sharing data with Chinese actors, and de-coupling of technology chains are all systemic risks GSK needs to include in its AI risk framework (Economist Intelligence Unit, 2023). Training AI models, especially those that require patient genomic data gathered through a variety of international populations, could be limited to GSK due to emerging geopolitical trends.

[bookmark: _Toc228140460]2.2 Technological Change and AI Adoption in Pharmaceuticals
The wave of AI revolution is taking the pharmaceutical industry by storm in a way never experienced before. Even AI in drug discovery alone has been projected to save up to 50 years between the target discovery and clinical candidate selection, with McKinsey & Company estimating that AI will bring between 60 billion and 110 billion dollars in value a year to the pharmaceutical industry as a whole (McKinsey Global Institute, 2022). The collaboration between GSK and Isomorphic Labs, the offspring of Google DeepMind, represents the strategic necessity to make AI the central part of the R&D value chain (GSK, 2024). 
The main areas of AI application at GSK and the sector are: (1) generative AI in protein structure prediction and molecule design; (2) machine learning in patient stratification and adaptive clinical trial design; (3) natural language processing (NLP) in pharmacovigilance signal detection in adverse event reports; (4) AI-enhanced supply chain optimisation and demand forecasting; and (5) conversational AI and digital health tools in patient engagement and support of adherence. All these applications have a different risk profile, which should be managed properly. 
Workforce and organisational risks are also posed by the increased pace of AI adoption. In a survey of pharmaceutical executives conducted by Deloitte (2024), the most common answer to the question of the specific barrier to scaling AI initiatives was a lack of AI skills and talent (62%). In the case of GSK, it would mean not only a recruitment issue, as it would have to compete with technology giants to find AI talent but also a change management issue since employees in clinical, regulatory, and commercial areas would need to be retrained to operate efficiently with AI systems. Lack of proper management of this transition may lead to operational failures and employee disengagement which will increase risk exposure.

[bookmark: _Toc228140461]2.3 Regulatory Change: AI Governance in the UK and EU
The regulatory landscape on AI is developing dynamically and provides not only compliance issues but also strategic opportunities to companies such as GSK. The UK government has avoided being prescriptive in AI regulation. The Bletchley Park AI Safety Summit with Prime Minister Rishi Sunak in the chair has placed the UK in a position of AI safety and governance thought leadership with the release of the Bletchley Declaration, signed by 28 governments (including the United States and China, and the EU) (UK Government, 2023). The UK, however, has instead chosen not to pass sector-agnostic AI-related legislation, but give existing regulators, such as the ICO, MHRA, and the Competition and Markets Authority (CMA), the power to apply their current frameworks to AI applications within their jurisdictions. 
The Information Commissioner Office (ICO) in the UK has already issued voluminous guidance on the implementation of the UK GDPR to AI, specifically on automated decision-making in respect of Article 22, data minimisation principles, and the need of explainability of AI-driven decisions involving individuals (ICO, 2023). In the case of GSK, where the AI systems used process large amounts of patient and employee personal data, compliance with UK GDPR is mandatory. The ICO (2023) audit of AI application in health-related organisations found systemic weaknesses in lawful basis documentation, data retention policy, and transparency notices, areas in which the GSK needs to lead in its internal governance. 
The EU AI Act, on its part, is the most ambitious piece of legislation that regulates AI so far. The risk-based categorisation of the Act is especially applicable to GSK: AI systems as safety devices in medical devices or as clinical devices are classified as high-risk, which entails such requirements as: mandatory risk management systems; high-quality training data requirements with bias testing; technical documentation and logging requirements; human oversight provisions; and post-market monitoring plans (European Parliament, 2024). The EU-facing AI systems used by GSK need to be fully aligned with these requirements, which is an expensive compliance investment but also a chance to introduce best practice that sets GSK apart.

[bookmark: _Toc228140462]2.4 Impact on GSK's Risk Management Strategy
A combination of political instability, a rapid pace of technology, and regulatory change has resulted in a complicated risk environment that the current risk management frameworks at GSK were not made to handle. Historical pharmaceutical risk management has focused on clinical risk testing, safety signal identification, and operational quality - fields where good methodology and regulatory precedent exist. AI brings in a novel type of systemic digital risk that borders across organisational boundaries and cannot be handled by a single functional unit. 
In its 2023 Annual Report, AI-related risk is already recognized by GSK as part of its category of Emerging Risks, which includes the possibility of regulatory non-conformity, reputational harm, and data breaches related to the use of AI (GSK, 2023). Nevertheless, its present level of risk disclosure is rather abstract, which is not a practical way of managing operational risk. The report is a plea that GSK should no longer treat AI risk as an emergent or horizon issue, but as a fundamental component of its enterprise risk management process with risk owners, risk appetite levels and periodic reporting to the board.


[bookmark: _Toc228140463]3. Global Business Environment: Macroeconomic Policy and AI
[bookmark: _Toc228140464]3.1 Macroeconomic Overview and AI Investment
The macroeconomic landscape of the world in 2024-2026 to invest in AI in the pharmaceutical industry is complex and even contradictory. On the one hand, UK and eurozone interest rates are rising, albeit not up to the same ultra-low rates as those of the 2010s, and this makes large-scale investment in technology more expensive (Bank of England, 2024). In the case of GSK, with such a high R&D cost (over £5 billion yearly), the macroeconomic environment would affect the internal distribution of capital between traditional drug development and AI-enabled innovation programmes. 
Conversely, the strategic necessity of implementing AI is mounting the competition pressure that can not be disregarded by any major pharmaceutical company. The appearance of AI-native biotechs with substantial funding, such as Recursion Pharmaceuticals, Exscientia, and BenevolentAI, are shaking the traditional pharmaceutical model of R&D and pushing even established companies, like GSK, to show investors and partners how they can use AI (Nature, 2023). Such a dynamic provides an incentive system where the risks of going to slow on AI may, in terms of competitiveness, be greater than the risks of going to fast.

[bookmark: _Toc228140465]3.2 Inflation, Trade Tariffs, and AI Supply Chain Risk
GSK technology infrastructure investment has been directly affected by macroeconomic inflation. Cloud computing, specialised AI hardware (especially NVIDIA GPUs and similar accelerator chips), and AI talent have become significantly more expensive, making the business case of AI deployment projects more challenging (PricewaterhouseCoopers, 2024). GSK and other large multinationals have been grappling with whether to invest in proprietary AI infrastructure or use third-party cloud AI platforms, as a choice that has substantial data sovereignty and vendor dependency risk implications. 
Another macroeconomic risk to the technology infrastructure of GSK is US trade tariffs and export of advanced semiconductors, which affect global supply chains indirectly but are mainly directed at China. The failure in the supply of AI compute may slow the implementation of AI-dependent operational systems such as real-time pharmacovigilance platforms and AI-assisted manufacturing quality control systems (Economist Intelligence Unit, 2023). GSK should thus factor in AI infrastructure resilience in its supply chain risk management model, having redundancy in its compute capacity and diversification in its vendors.

[bookmark: _Toc228140466]3.3 AI as a Driver of Competitive Advantage in Pharmaceuticals
With macroeconomic headwinds, industry observers and academic researchers appear unanimous that AI will be a source of competitive advantage in the pharmaceutical sector in the coming decade. The capacity to use AI to discover drugs faster, cheaper, and more accurately is a paradigm change in the productivity frontier of the industry (Topol, 2019). AI investment by GSK is thus a risk management necessity and a strategic value creation. The partnership with academic institutions and its structure-based drug design with Isomorphic Labs is an example of how the most prominent pharma companies are establishing AI fame through both internal investment and acquisition (GSK, 2024). An institutional commitment to AI adoption beyond the level of project-scale experimentation is the AI Centre of Excellence of the company, which is supposed to scale AI applications in R&D, manufacturing, and commercial activities. The success of such investments, however, is dependent on how these risks are managed: an AI-related scandal, a data leak, or an administrative enforcement measure might not only hurt particular initiatives but also hurt the organisational legitimacy required to draw AI expertise and partners.

[bookmark: _Toc228140467]3.4 Macroeconomic Policy Implications for GSK's AI Strategy
Both the UK and the EU are moving towards developing national industrial strategies that will rapidly accept AI in strategic areas, such as healthcare. In 2023, the updated Life Sciences Vision of UK indicated directly AI and data analytics as priorities of public-private investment and the potential of the NHS as an evidence platform to train AI is at the center of the plan (DHSC, 2023). In the case of GSK, this policy landscape presents both opportunities of pre-competitive data partnership with NHS - gaining access to longitudinal patient data at scale - and responsibilities to show good data stewardship as a prerequisite to access. 
The so-called European Health Data Space (EHDS) is a regulatory framework aimed at supporting secondary use of health data to support research and AI development in the EU, which is likely to be operationalized fully by 2027 (European Commission, 2022). The EHDS will allow GSK to have access to harmonised health data in EU member states to train AI models, but under strong governance conditions. Proactive involvement in the EHDS early on is a business opportunity, as well as a risk management necessity to GSK, so its AI data practices will be aligned with the framework prior to the enforcement measures being implemented.





[bookmark: _Toc228140468]4. Risk Management in AI: Data Governance, Ethical AI Use, and Regulatory Compliance
[bookmark: _Toc228140469]4.1 Data Governance in AI
The first input to AI systems is data, the quality and provenance of data is what directly influences the performance of AI applications and the legal compliance of AI applications. In the case of GSK, handling some of the most sensitive types of personal information, patient health records, genomic sequences, clinical trial participants, and adverse events reports, data governance is both strategic asset and critical vulnerability. 
Successful AI data governance must have a comprehensive framework that includes: data provenance documentation (understanding where training data comes, whether or not consent to AI use was obtained); data quality assurance (the training data should be representative, accurate and free of systematic biases); data minimisation and purpose limitation (only data required by the specific AI application should be collected, and it must be collected in accordance with the purpose of its collection); data retention and deletion policies (data should not be held longer than the purpose it was collected) (ICO, 2023; UK GDPR Article 5).
The AI systems used by GSK use various data sources, such as NHS real-world evidence datasets, published scientific literature (through NLP extraction), and commercially purchased patient registry data. Every source of data has a unique provenance and consent implication. The NHS Digital Data Access Request Service regulates the use of NHS patient data to train AI and must specify data processing agreements on what is allowed to be done with the data. Any unauthorized use, even unintentional, may be a UK GDPR breach, and may result in both enforcement by the ICO and reputational harm of considerable scale (ICO, 2023). 
The EU AI Act creates new data governance requirements on high-risk AI systems within the EU. Article 10 of the Act states that training, validation, and testing datasets include appropriate data governance and management practices, such as analysis of potential biases and mitigation strategies to deal with those biases (European Parliament, 2024). In the case of GSK, this would involve formal bias auditing of AI training datasets, which must not be added to the AI development life cycle as an after-effect.


[bookmark: _Toc228140470]4.2 Ethical AI Use
Ethical aspects of AI application to pharmaceuticals are vast and complex. An error in pharmaceutical AI applications may directly cause harm to patients, which is not the case in many other industries where AI errors could be compensated by financial loss or a damaged reputation (Obermeyer et al., 2019). The GSK stakes in ethical AI failure are thus less qualitative than in the majority of other sectors. 
The urgent ethical issue in the use of AI in GSK relates to algorithmic bias. It is inevitable that AI models trained on historical pharmaceutical and clinical data will also have all the historical biases in that data, such as the systematic under-representation of women, elderly patients, and non-white ethnic groups in clinical trials. When an AI system is trained on mostly male and European-descent patient data, the provided recommendations can be less than optimal or even damaging to other demographics (Obermeyer et al., 2019; Char et al., 2018). GSK has publicly made a commitment to better diversity and inclusion in clinical research but this should be operationalised in its AI governance framework by requiring demographic disaggregation of AI performance measures. 
A second big ethical frontier is transparency and explainability. Numerous high-performance AI systems, especially deep learning models, are black boxes, i.e. they provide output without any human interpretable explanation of their decisions. Opacity is not only an ethical issue in clinical settings, but also poses a patient safety risk, because physicians who receive AI advice must interpret it and consider it (Topol, 2019). The EU AI Act requires the high-risk AI systems to deliver outputs that are sufficiently transparent to permit human supervision (European Parliament, 2024). GSK needs to thus implement explainable AI (XAI) techniques like SHAP (SHapley Additive explanations) values or LIME (Local Interpretable Model-agnostic Explanations) as the normative use of clinical-facing AI systems. 
A third ethical requirement is accountability structures of AI decision-making. In the case of patient harm due to AI-aided clinical decision, the issue of legal and moral responsibility is tricky: should it be the developer of the AI, the pharmaceutical company that implemented it, the doctor, who relied on its input, or the regulatory authority, which approved it? GSK will have to create transparent internal governance frameworks, which place responsibility of AI-related decisions to specific AI Risk Officer and protocols on how to escalate AI-related incidents (ISO 31000:2018).

[bookmark: _Toc228140471]4.3 Regulatory Compliance: AI-Specific Requirements
Regulatory compliance in AI in the pharmaceutical field is rapidly changing, and GSK must manage its compliance with various jurisdictions with different and emerging needs. The main regulatory frameworks the AI in the context of GSK deals with in the UK include: UK GDPR and the Data Protection Act 2018 (data privacy in AI systems); the MHRA guidance on AI-as-a-Medical-Device (AIaMD); the ICO guidance on explaining AI decisions; and the current UK AI regulation framework under development by the AI Safety Institute (AISI) and the Digital Regulation Cooperation Forum (DRCF) (MHRA, 2023; ICO, 2023; DSIT, 202. The MHRA regulatory guidance on AI-as-a-Medical-Device is of particular significance to the AI uses of GSK in clinical decision support and diagnostics. The MHRA has stated that it plans to be more or less consistent with the international standards, such as the FDA model of AI/ML-based Software as a Medical Device (SaMD) and the norms that are under development by ISO and IEC technical groups (MHRA, 2023). GSK will need to keep these changes under watch and be proactive in terms of the MHRA to conduct public meetings so that its AI applications will fit within the regulatory framework rather than ahead of it. 
The AI Act in the EU establishes an extensive system of compliance with high-risk AI systems that GSK needs to tackle systematically. Some of the compliance requirements are: a mandatory Conformity Assessment before the high-risk AI systems are put on the EU market; a registration in the EU-wide AI database; quality management systems which correspond to the requirements of the AI Act; post-market monitoring plans; reporting serious incidents of AI systems to the national competent authorities (European Parliament, 2024). These requirements are complex and new, so GSK is recommended to start preparing much earlier than the relevant compliance dates.

[bookmark: _Toc228140472]4.4 Maintaining Customer and Patient Trust
Perhaps the most commercially vital, yet most elusive aspect of AIs risk in GSK is patient and customer trust. Pharmaceutical trust is inherently relational: this is established over many decades by showing a willingness to prioritize patient safety, adherence to science and open communication. The AI is bringing new vectors by which that trust can be harmed, and also new weapons by which it can be reinforced. The Wellcome Trust (2021) study discovered that public trust in using AI in healthcare depends on four parameters, such as transparency with regard to AI usage and its objective; positive proof that AI enhances, but does not reduce quality of care; that human judgment is the core of clinical decisions; and effective data privacy measures. All these aspects directly map to the above-described governance and ethical AI practices. The patient trust strategy of GSK should be thus conceptualized as not a communication but an operational pledge to responsible deployment of AI, and external communication should be used to explain and showcase, not to replace, actual governance content. 
The business implications of the erosion of trust in the realm of AI may be dire indeed. The occurrence of a high-profile AI-related event, like a patient genomic data data breach to train a GSK AI model, or a publicly-reported instance of algorithmic bias within a GSK clinical AI system could initiate regulatory action, a class action lawsuit, and lasting reputational harm to the GSK stock price, talent acquisition, and collaboration opportunity. Such an event market capitalisation effect would be much greater than the cost of the preventative governance investments suggested in this report.


[bookmark: _Toc228140473]5. Region-Specific Insights: UK and European Union Perspectives
[bookmark: _Toc228140474]5.1 AI and Risk Management in the United Kingdom
The United Kingdom is an interesting example of AI governance, with a pragmatic approach to regulation, industry experience, and a selected policy approach towards no overarching AI regulation and instead localization of regulatory approaches. The results of the AI Safety Summit and the National AI Strategy of the UK (DSIT, 2023) make the country a responsible AI development and deployment centre, and the AI Safety Institute (AISI) is a globally influential centre of AI safety research and international standards development. 
The UK regulatory environment presents opportunities and risks to GSK. The adaptive regulatory methods of MHRA, such as the ILAP and the AI/Digital Technology Assessment Criteria (DTAC) are meant to offer early regulatory interaction on novel technology-enabled medical product to lessen uncertainty linked with AI-enabled clinical use (MHRA, 2023). The UK location of GSK gives the company a privilege of these pre-submission regulatory interactions which must be leveraged in a systematic approach to develop regulatory intelligence and influence emerging standards. 
The NHS is the most complex and significant AI governance issue in health across the UK. The NHS has a rich longitudinal resource, such as GP data, hospital data, diagnostic images, genome data, and social care data, which when properly managed and released would be the basis of AI applications in drug discovery and precision medicine on a global scale (The Lancet, 2023). The interaction between GSK and NHS Digital (now NHS England) and the UK Biobank should be framed by stringent data processing agreements that ensure patient privacy but allow both partners in the scientific collaboration to take place. 
The UK-EU regulatory drift after Brexit also poses certain risks to the UK activities of GSK. When AI systems developed in the UK have to be used in EU markets or when EU-regulated AI systems require UK approval, GSK has to deal with two compliance procedures - adding to the cost and time-to-market. The lack of an official UK-EU mutual recognition of the medical devices and AI regulation further complicates this issue and implies that GSK ought to invest in regulatory activities expertise in each jurisdiction to effectively coordinate the process.

[bookmark: _Toc228140475]5.2 International Perspective: The European Union
The European Union method of AI governance is the most extensive regulation effort in AI so far, and the EU AI Act represents a detailed, legally binding regulation that will shape the global pattern of AI regulation. The risk-based architecture of the Act divides AI applications into four levels unacceptable risk (prohibited), high-risk, limited risk, and minimal risk and regulates the obligations according to them (European Parliament, 2024). In the case of GSK, where AI applications in drug development, clinical decision support, and pharmacovigilance are practically categorized as high-risk, the EU AI Act is the most substantive regulatory compliance burden of any AI governance system. The EU AI Act has a tight schedule to meet. By February 2025, banned AI practices (including social scoring systems) should be stopped. By August 2026, high-risk AI system requirements, such as those that apply to GSK clinical AI applications, should be in place. By August 2025, the governance requirements of general-purpose AI models deployed in systems of GSK have to be met (European Parliament, 2024). As a large corporation, with an intricate AI portfolio, GSK must have by now initiated a systematic AI Act gap analysis and create a cross-functional implementation programme. 
The General Data Protection Regulation (GDPR) of EU is still the foundation of data management of GSK in Europe. The maximum fines are EUR20 million or 4% of the global yearly turnover (whichever is higher), which is a significant risk to be taken into account when implementing GDPR. European Data Protection Board (EDPB) has provided the guidance on the intersection of GDPR and AI, which should be clear that AI training on personal data has to be in line with the usual lawful bases in the GDPR Article 6, and automated decision-making affecting a person significantly should have a clear consent or special legal authorization in the GDPR Article 22 (EDPB, 2023). The legal and compliance teams at GSK should make sure that any AI application that uses EU personal data has a registered legal underpinning and is backed by suitable Data Protection Impact Assessments (DPIAs).
Other than the AI Act and GDPR, there are the EU Medical Devices Regulation (MDR 2017/745) and its related measures of AI-as-a-Medical-Device, and the changing policy of using AI in clinical trials and regulatory submissions (EMA, 2023). The EMA has released reflection papers on synthetic data and AI use in drug development prefiguring expectations of the quality and validation of AI-generated evidence provided in marketing authorisation applications - expectations that GSK R&D teams will need to internalise.
[bookmark: _Toc228140476]5.3 Comparative Analysis: UK versus EU Regulatory Approach
Comparative analysis of UK and EU regulatory environment reveals convergences and divergences which have strategic implications to GSK. Both jurisdictions are similar in the sense they believe in risk-based AI regulation, openness, and human accountability of high-risk applications of AI, and strong data protection. They however vary greatly in terms of their legislative strategy (principles-based in the UK and rules-based in the EU), the range of their regulatory mandates and institutional enforcement machinery. 
GSK faces the greatest practical divergence of compliance obligations. The legal and regulatory teams at GSK will be able to use the EU AI Act to define a list of specific requirements that every high-risk AI system will have to achieve. In the principles-based approach adopted by the UK, compliance involves interpreting general principles - a task that relies on regulatory guidance documents (by the ICO, MHRA, and others) that might be behind the technological curve. This ambiguity is risky itself: GSK might invest in AI governance that the regulator will find inadequate, or it might invest too heavily in compliance where more lenient methods will be adequate. 
The strategic action based on these comparative analyses is, GSK should use the high-risk AI system requirements of the EU AI Act as its global baseline in AI governance and apply these to its UK and international activities. This gives the most regulation protection, gives the UK operations already attains obligations in the condemnation of the event of UK regulation converges to the EU pattern, and conveys to international partners and regulators that GSK is working to a global-class AI governance standard.


[bookmark: _Toc228140477]6. Conclusion
[bookmark: _Toc228140478]6.1 Summary of Key Findings
This report has clarified that the proliferation of AI in the activities of GSK, including their drug discovery, clinical development, manufacturing, pharmacovigilance, and commercial functions, presents both unprecedented opportunities and important threats that must be managed systematically. As it has been analyzed, GSK AI risk environment is conditioned by four forces that interact: political and geopolitical uncertainty; increasing technological change; speeding up and increasingly challenging regulatory demands; and changing stakeholder expectations of AI ethical and responsible use. 
The substantive findings are as follows. First, the difference between British and EU AI regulatory regimes poses a twofold compliance challenge to GSK, which should be actively addressed, with the EU AI Act becoming the functioning global benchmark. Second, data governance is the most tangible and imminent risk - the inability to manage data provenance, bias, and consent might put GSK at risk of regulatory action, lawsuits, and reputational harm. Third, ethical use of AI, specifically transparency, fairness, and explainability, is not only a reputational issue but also a patient safety requirement with a direct impact on business. Fourth, macroeconomic pressures are placing strains on the rate of AI investment and the financial limits of a post-pandemic high-interest-rate world, where AI risk management investments need to be prioritised with discipline.






[bookmark: _Toc228140479]6.2 Implementation Plan and Strategic Recommendations
As described in the analysis above, RFD Global would recommend the following strategic recommendations to the senior leadership of GSK in the form of a roll out plan:
Phase 1: Foundation (0–6 months)
· Carry out an AI Systems Inventory and Risk Classification exercise and map all existing and envisaged AI uses onto the three risk categories of the EU AI Act and determine which of these will be under high-risk obligations. Have an AI Risk Owner assigned to each high-risk system. 
· Have an independent Data Governance Audit of all data sources utilized to train AI including provenance, consent record, bias testing, and lawful basis of GDPR. Correct any shortcomings found within specified timeframe. Create cross-functional AI Ethics Committee (legal, medical affairs, research and development, commercial, IT, and patient representative) and make it required that all new high-risk applications of AI must pass through the AI Ethics Committee before being implemented. 
· Have a Chief AI Risk Officer (or similar) at the level of the Executive Committee who will report straight to the Risk Committee of the Board and provide senior supervision to AI risk.
Phase 2: Compliance Build-Out (6–18 months)
· Establish EU AI Act adaptability schemes on all high-incidents AI frameworks deployed in EU markets including Conformity Assessment plans, technical documentufiles, and post-market observational plans. Be proactive in terms of dealing with national competent authorities. 
· Create and implement an Explainable AI (XAI) standard to all clinical-facing AI applications so that AI recommendations should be provided with human intelligible reasoning that aids physician decision-making. Introduce AI Literacy and Upskilling Programme to 10,000+ employees in clinical, regulatory, and commercial functions, so that employees that engage with AI systems know their restrictions, oversight roles, and escalation practices. 
· Publish a Data Ethics Charter that specifies GSK commitments in the field of data governance and AI bias mitigation, transparency, and patient data custodianship. The AI Ethics Committee is expected to review this annually and conduct external audits after every three years.
Phase 3: Future-Proofing and Continuous Improvement (18 months+)
· Create a Regulatory Intelligence department that tracks AI regulation in major jurisdictions (UK, EU, USA, China, Japan) and converts regulatory change into operational risk management advice on AI task forces at GSK. 
· Establish a Patient Trust and Transparency Programme and patient-facing messages about the application of AI in GSK business, and visible ways patients can raise concerns regarding AI-based decision making in regard to their treatment. 
· Invest in AI safety and participate in pre-competitive industry consortia (ex: the Pistoia Alliance, IMI, and the Innovative Medicines Initiative) to aid in setting new AI standards in pharmaceuticals, and make GSK a leader in responsible AI governance. 
· Add bilateral planning and AI risk stress-testing to the GSK annual risk management cycle, simulating how possible AI incidents (such as data breaches, algorithm malfunction, and regulatory fines) could affect the financial position and strategic goals of the company.

[bookmark: _Toc228140480]6.3 Future Outlook
The trend of AI evolution indicates that the obstacles that this report has identified will not become less severe in the next decade. The rise of more and more capable foundation models and autonomous AI agents - able to perform multi-step tasks with little human supervision - will demand more sophisticated governance structures than those already envisioned by the current regulations. GSK needs to invest today in the governance infrastructure it would need to responsibly roll out these more capable systems in the future. 
Finally, those organisations will thrive in the AI age that do not see responsible AI governance as a cost burden but as competitive advantage. In the case of GSK, the vision ought to be to be the pharmaceutical company that patients, regulators and partners are most confident to use AI responsibly - and to be in a position to show, using visible governance and quantifiable results, that this trust has been justified. This report offers suggestions that will guide us on the path to that dream.
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