
 
 

1 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Owen Daykin-Pont, Luigi Frezza, Eddie Gibson, Dingeman Wolfert – 

WICKENSTONES & WITTKIEFFER  

 

 

 

 

 

 

 

 

 

 

 

05 September 2024 

Version 1.0 

WICKENSTONES & WITTKIEFFER  

Capability, capacity, culture, and 

communication: Are you ready for the 

joint challenges of US and EU 

pharmaceutical market evolution?  



  WICKENSTONES & WITTKIEFFER 

2 
 

Introduction 
The Inflation Reduction Act (IRA) and Joint Clinical Assessment (JCA) constitute the most consequential 

legislative shift for the pharmaceutical industry in recent decades. Together, they bring more 

concentrated demands for information and require the industry to answer more challenging questions 

within shorter timeframes. Despite recognising the upcoming landscape changes, companies appear 

underprepared and unclear on how best to adapt.  

A roundtable discussion was hosted with industry experts in June 2024 to explore challenges and 

opportunities associated with the IRA and JCA. Central to this discussion was that incoming legislation 

will challenge current organisational structures by increasing overall evidence demands and will 

reshape decision making for development plans. Here, we evaluate these challenges and recommend 

ways to reshape these structures to maximise asset potential.  

Challenges with the IRA  

Introduced in 2022, the primary pharmaceutical focus of the IRA in healthcare is to address spiralling 

Medicare expenditure. Cost-control measures in the IRA are twofold: 1) beginning in 2025, Medicare 

will have the authority to limit list prices by negotiating pricing for drugs with high Medicare 

expenditure and no generic equivalents; and 2) a $2,000 annual cap on out-of-pocket expenditure, 

with no backup from federal resources above this cap, has pressured drug pricing and likely implies 

that new step edits will be required to reduce insurance exposure to excess costs. Particularly in the 

case of direct negotiation with Medicare, these changes make pricing less predictable and may reduce 

the control manufacturers have over pricing negotiations.  

Overall, cost-control measures increase pressure to maximise profitability early in the drug lifecycle 

and change incentives around speed to market, which favours early indications with larger 

populations: 

o Launch sequencing will become more consequential, and organisational changes will be 

required to launch more indications in parallel.   

o Launch efficiency will increase in importance, as profitability is under pressure. 

Successfully adapting to these pressures will require effective interaction between functions that do 

not normally collaborate and will benefit from more prominent market access input earlier in decision 

making. These changes will consume resources at the global level, creating a potential resource void 

for other international activities. 

JCA and IRA create dual problems of resourcing and strategic decision making 

Successful companies will redevelop organisations to reflect the new environment: 

• Enhancing bridges between different functions to enable better decision making 

• Building capabilities and capacity at the right geographic levels to address new customer 

demands 

• Ensuring decision making is at the right level, with the right functions in the room 

• Working with strategic external partners to build flexibility and maximise success 
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Challenges with the JCA  
The JCA will come into effect for the first tranche of drugs in January 2025. It is aimed at accelerating 

patient access by reducing duplication of dossier development between EU countries. However, there 

are concerns that it will have the opposite effect. The assessment scope phase will only be 90 days,  

and manufacturers will have around 6 months to develop a strategy and submit evidence. These 

timelines provide very limited room for additional evidence generation and will require a working 

overlap with regulatory submissions. Given these concerns, several challenges and considerations 

arise relating to the JCA introduction: 

o Clinical assessment at the European level requires new resources within already stretched 

regions (Europe), while local reimbursement review means that resourcing needs to be 

maintained at the affiliate level. 

o The current lack of guidance and collaboration with industry from the European Medicines 

Agency (EMA) means that companies have not begun to fully prepare for the JCA. Leaving 

changes late means developing new structures and capabilities while trying to deliver against 

restricted JCA timelines. 

o Greater transparency in the JCA dossier, compared to local submissions, increases the need to 

set the correct asset strategy early and maintain message discipline through to launch. It will 

be crucial to ensure that affiliate submissions remain aligned with the JCA submission and each 

other. 

To manage the demands of both JCA and affiliate-level reimbursement processes — and to ensure 

that the EU market remains viable for the industry — cross-functional and cross-organisational teams 

must find ways to maximise their output. 

Together, the IRA and JCA will compel the pharmaceutical industry to be smarter with their time and 

resource allocation. Thriving through these changes will require a profound shift in organisational 

dynamics. This does, however, offer a unique opportunity to transform organisational norms in a way 

that will make companies more nimble in future landscape developments.  

 

Legislative timelines for IRA and JCA introduction  
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Opportunities for change 
Incoming legislation pushes the pharmaceutical industry towards a more functionally integrated 

operating model. Fully integrated teams, which bring clinical development and regulatory affairs into 

closer alignment with market access from the beginning of asset development, lead to efficiencies and 

enhanced outcomes.  

Culture   

What is needed is a major cultural move towards greater internal cohesion. Partly driven by 

organisational structure, pharmaceutical companies often act in pseudo-siloed functions that operate 

independently and, occasionally, competitively. This must be broken so that a “single team” mentality 

can be nurtured. Shared cross-functional targets will help make collaborating mutually beneficial,  

rather than transactional, and may encourage more proactive interactions between teams.  

By increasing early-stage collaboration, launch sequencing decisions are likely to be of higher quality,  

as steering from to-market functions will provide access-related insights that would typically be 

underrepresented in early decision making. Moreover, shared mutual objectives between 

organisational levels will make it easier for affiliates to remain aligned with overall product strategy. 

In turn, increased alignment will permit a devolvement of decision-making power to affiliates and 

regions. This will streamline the process by reducing the need for extensive coordination with Global 

— particularly in the European setting. 

Importantly, however, devolvement of power will require increases in competency in certain areas to 

ensure that decision-making quality is maintained.   

Competency and capacity  

During the roundtable, there was a clear sense from experts that industry functions are not “game 

ready” for the incoming legislative changes. What needs to be done to remedy this?  

A broad increase in capacity, capability, governance, and process within Europe is required. This 

should be prioritised at the regional level, where the greatest impact can be made and new decisions 

are being taken by customers. Companies with regional teams are more likely to be successful under 

the JCA.  

Where resources are particularly stretched, dynamic, cross-functional sub-teams can be created as 

needed for a single deliverable or workstream. Bringing together high-performing, autonomous 

groups will provide more rapid responses to individual questions that arise through the submission 

process.  For this approach to be most effective, group members should already be familiar with the 

subject and come from teams with compatible working norms, which further underscores the need 

for cultural change.   

Capability uplifting will markedly increase the output and independence of affiliates and regions, by 

reducing their requirement for higher support. Chief among these will be improved strategy 

development and value communication skills. A more nuanced understanding of value 

communication is likely to benefit the alignment of national and JCA strategies, as evidence needs and 

payer value vary widely between markets. Further, honing negotiating skills may mitigate potential  

communication challenges arising from clinical assessment at the European level. Equipping affiliates 

to enter local negotiations with the correct skill set will improve the consistency of success between 

markets.  
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Biotechs will acutely feel the increased regulatory burden and accelerated evidence development 

timelines imposed by the JCA alongside financial pressure from the IRA. To help alleviate some of this 

impact, pharmaceutical companies should select external partners that effectively supplement the 

work and grasp the specific challenges faced by smaller organisations. One desirable strategy would 

be to move toward long-term partnerships where collaborators provide guidance and input for 

strategic decisions. External expertise in JCA submissions will prove particularly valuable for biotechs 

and smaller manufacturers. Such partnerships will also reassure investors that opportunities for 

growth in the EU are not “left on the table”.  

While internal changes are crucial for future success, the industry must be careful to not overlook 

proactive market shaping. Representatives such as the European Federation of Pharmaceutical 

Industries and Associations (EFPIA, 2024), as well as the French Industry Association and the German 

Association of Research-based Pharmaceutical Companies (Leem & vfa, 2022), are already advocating 

for clearer guidance on evidence and submission requirements and greater collaboration with 

industry on JCA policy development. During the roundtable, experts noted that their companies felt 

“frozen out” of JCA development and that this was impacting their ability to prepare. Clearly, more 

needs to be done in this space to prevent the regulatory burden from increasing.  

Structure and governance  
The requirement for industry to evolve also represents an exciting opportunity to transform the 

pharmaceutical organisational model away from being highly oriented to Global. The current system 

can limit companies’ flexibility. Where possible and within mutually agreed parameters, giving greater 

roles to regions enhances their ability to respond to localised access challenges. Regions should be 

empowered to synergise with affiliates to identify efficiencies and prevent duplication of effort.  

o Governance structures: Each organisational level within a hierarchy will become more distinct 

and work with greater agency. Frameworks for mutual decision making will be required. 

o Process: Within organisational levels, fully integrated teams will collaborate on each asset to 

ensure that launch strategy is more considered throughout drug development. 

o Responsibilities: Responsibilities for each division will be unchanged, but interaction between 

them will start much earlier in asset development. 

In this model, while workflows remain largely consistent, communication channels will be more 

contained within organisational levels and will provide faster answers. This will be critical in 

coordinating JCA dossier development and managing affiliate alignment to JCA strategy, but it will 

have positive knock-on effects throughout all regions. With greater autonomy, regions and affiliates 

will have more agency to ensure that launch efficiency is optimised in each market, because they are 

closer to the ground. If executed effectively, this separation will free up intellectual resources at Global 

to focus on major decisions relating to drug development and launch.  

Market access is made more prominent  

Within a fully integrated organisational model, the prominence of each function would not change 

drastically. Market access is an exception to this. With the IRA and JCA, strategic-level decisions will 

increasingly be made based on market access pressures, meaning those who understand these 

pressures will need to be involved. This is a departure from the current situation, where early-stage 

decision making is siloed to clinical development and regulatory affairs, with market access only 

becoming involved after asset development has been decided.  
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Representing market access in the go/no-go development decision will improve the likelihood of 

profitability throughout the drug lifecycle by preventing less promising assets from reaching the 

market. For instance, the JCA will make single-arm trials a less attractive option due to demands for 

more robust clinical evidence. In this case, if it is not clear that an asset can demonstrate superior 

efficacy against an active comparator, market access is likely to push back more strongly against 

launch than other functions.  

Market access not only needs to be a bigger player in decision making, it should also permeate into a 

wider range of functions. The requirement for more indications to be developed in parallel, imposed 

by the IRA, combined with increased evidence demands due to the JCA, will encourage market access 

to interact with bio-stats and medical affairs in a way that is currently absent. The market access 

perspective will help to filter data communication to the most impactful aspects for asset success.  

More carefully constructed data packages that provide information which is consistent with asset 

strategy will be beneficial throughout the value chain. In this way, market access should become the 

common thread that is woven through pharma organisations, pulling all functions into closer 

alignment.   

Concluding remarks  
The IRA and JCA will introduce a notable perturbation to the pharmaceutical ecosystem. With this will 

come challenges but also opportunities for the industry to evolve, adapt, and future-proof its 

operating model. While the precise impact of legislation on profits remains to be seen, the 

organisational changes outlined here will make companies more financially resilient by ensuring that 

only assets with sufficient potential reach the market. 

A cultural shift towards closer integration will empower regions and affiliates to respond more 

dynamically to localised challenges. This shift will necessitate increases in competency across the 

board and an updated organisational structure that supports decentralised decision making. Crucially,  

as the stakes are about to become higher, safer bets will have to be made.  

Market access will have to become central in this transition. In a more prominent position, market 

access will integrate multiple functions, ensuring that strategies are aligned and execution is cohesive. 

Overall, companies that choose to embrace this functionally integrated operating model are likely to 

adapt more quickly and more profitably to the new regulatory environment.  

Proactively addressing these issues of culture, capability, capacity, and governance through focused 

interventions (organisational redesign, training, and focused hiring) is critical to the long-term success 

of any company looking to launch within the JCA and IRA frameworks.  

Please contact us at info@wickenstones.com if you wish to hear more about our capabilities in 

organisational strategy & design, and to find out when and how we can best help with your market 

access plans. 
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WITTKIEFFER ENABLING IMPACT THROUGH LEADERSHIP 

WittKieffer’s Global Life Sciences team brings a tailored approach to building impactful leadership for 

pharmaceutical, biotechnology, pharmaceutical services, diagnostics, and medical technology 

companies. Our expertise spans critical functions, from corporate to R&D to clinical to technical and 

commercial operations. We work across established and emerging therapeutic areas (e.g., 

neuroscience, rare disease, immunology) and cutting-edge innovations (e.g., cell and gene therapy, 

AI). Supported by unparalleled connections to sources of innovation and validation in academic 

medicine, we bring a uniquely integrated approach to leadership in life sciences, operating seamlessly 

as a global team to deliver lasting impact. 

Full Suite of Leadership Solutions  

EXECUTIVE SEARCH  

We build leadership teams on behalf of public, private, and PE-/VC-backed life sciences companies 

that drive innovation for healthier and longer lives in our communities.  

INTERIM LEADERSHIP  

We deploy interim and on-demand leadership to provide expertise, flexibility, speed, and objectivity 

that help our clients navigate transitions and deliver critical, value-creating initiatives.  

LEADERSHIP ADVISORY  

We enable strategy execution through executive succession, individual and cohort development, 

executive team performance, alignment, and culture. 

Global Team of Market Experts  

We deploy a collaborative approach, leveraging the combined expertise and network of the global 

WittKieffer team. We partner with you to advance your mission by developing impactful leadership 

through executive search, leadership advisory, and interim leadership solutions. 
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WICKENSTONES: PARTNERING IN BUILDING VALUE 

Wickenstones is a global strategy consultancy with expertise across pharmaceuticals, biotechnology, 

and medical technology. We work with and within your teams, to deliver exceptional results, aligned 

with clear strategic objectives. 

Three Guiding Principles Shape How We Work 
 

 

 

 

 

 

 

 

 

 

Balancing Client Strategy with Technical Expertise  

To deliver the innovative solutions needed, our client-focused teams are supported by strategic 

practice areas. 

PAYER EVIDENCE & VALUE  

Navigating healthcare systems to maximise the value and impact of biopharmaceutical assets.  

Example solutions:  

• Landscaping and decision driver analyses  

• Value proposition strategy  

• Payer evidence design and planning, including scientific advice  

• Pricing 

STAKEHOLDER ENGAGEMENT & INSIGHTS  

Understanding and navigating the stakeholder landscape to drive uptake and remove barriers to 

healthcare innovation.  

Example solutions:  

• Stakeholder engagement strategy  

• Stakeholder mapping  

• Stakeholder insight gathering (e.g., expert advisory boards, surveys, and interviews)  

• Stakeholder engagement tools 

VALUE MODELLING & ANALYTICS 

Evaluating and demonstrating value through analytical insights and economic modelling. 

Example solutions: 

• Economic models 

• Interactive economic content 

• Biostatistical analysis 

• Observational studies 

• Utility estimation 

FLEXIBILITY 
We commit to doing the right 

thing, anticipating change, 

and delivering what is needed 

– not only what is asked 

VALUE 
We focus on your most 

important challenges, shaping 

your thinking and guiding your 

actions 

CLARITY 
We take an open, honest 

and transparent approach 

to how we work together 
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EVIDENCE SYNTHESIS & COMMUNICATION  

Planning, developing, and collating evidence which can meaningfully impact patient access to 

innovation.  

Example solutions:  

• Evidence reviews  

• Literature reviews  

• Global and local value dossiers  

• Access policy  

• Launch materials  

• Health technology assessment 

ORGANISATIONAL STRATEGY & DESIGN  

Helping to optimise biopharma teams to maximise their ability to deliver the value potential of 

portfolios.  

Example solutions:  

• Strategic planning frameworks  

• Process development and implementation support  

• Organisational redesign  

• Change management 
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