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Begin with the end in mind
A famous quote from Steven Covey is, “To begin with the end in mind means to start with a clear understanding of
your destination.” The quote comes from his book on The 7 Habits of Highly Effective People [1], but the message has
been championed in many different areas and situations. The operating model currently used in the pharmaceutical
industry does not follow this principle and, rather, relies on a model filled with siloes, each having its own
destination.

A drug-focused approach to drug development inhibits patient-centricity
Clinical development units in the pharmaceutical industry focus on obtaining registration, while other parts handle
launch. Key performance indicators (KPIs) differ and are the number of completed trials and approved drugs for
the former, and countries launched for the latter. The focus is firmly on the drug and demonstrating what is needed
to reach these individual goals [2]. This way of doing business has worked in the past but has become increasingly
under scrutiny as not being sufficient to answer questions regarding optimal patient care from patients, healthcare
professionals (HCPs) and payers [3].

In this drug-centric approach, implementation barriers are largely ignored although they would help ensure that
healthcare systems (HCSs) are ready to integrate the innovation into clinical practice [4]. Thus, far too often, the
innovation does not reach patients who would benefit from it and patient-centricity is inhibited.

Introducing ‘Implementation readiness’
A fundamental shift in the pharma model requires starting with the end goal in mind across the organization:
ensuring that innovations seamlessly reach patients and integrate into HCSs. Implementation readiness is a new
concept, introduced here to describe the ability of a pharma organization to deliver a product effectively into the
clinical care pathway at launch and beyond. Being implementation ready means that: (a) patients agree on the
benefits and risks of the drug and see it as an improvement over the standard of care; (b) HCPs agree on how and
when to use the drug; (c) payers recognize the added benefit in the designated patient population and; (d) the HCS
itself is suited to the challenges of delivering the drug to patients. Importantly, all of the needs (a)–(d) need to be
identified and addressed before reimbursement discussion and market entry.

The focus of each function within pharma needs to shift to the implementation readiness goal of a new
drug, i.e., that it actually reaches and helps patients starting at launch and with optimal clinical uptake and
patient reach. Significantly, this means that the implementation readiness goal for clinical development goes well
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Continuous implementation assessment

Drug reaches and helps patients with optimal clinical
uptake and patient reach, already at launch

Implementation goal

Integrated implementation readiness plan
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Figure 1. A new pharma model where all functions work from a shared integrated implementation readiness plan,
toward a common implementation goal, ensuring seamless product adoption at launch.
HEOR: Health economics and outcomes research.

beyond the current goal of regulatory approval and that for market access goes well beyond the current goal of
reimbursement. A shift to an implementation readiness goal forces patient-centricity and a new pharma model
implementation readiness goal at launch will require that many new as well as enhanced activities will have to be
started well before launch, at risk.

Important contributions to the implementation readiness goal will include elements from implementation
research, treatment optimization studies [5] and a strong sense of co-creation and collaboration at all stages of the
drug development process. ‘Lean’ and ‘back to the basics’ clinical development processes will need to adapt to the
new reality of ensuring implementation readiness that might include adding elements to each phase II/III trial to
anticipate and prepare for the implementation issues that will be faced [6,7].

To achieve the implementation readiness goal, many new parameters for decision making enter the optimization
equation such that the current linear, sequential system used for decision-making is no longer adequate. To name a
few, evidence on diagnosis, referral pathways, patient population, patient-relevant outcomes and needs, prescriber
needs, changing clinical guidelines, physician practice optimization and payment flow all need to be collected and
addressed by the time of launch.

Solving this new simultaneous, multiparametric optimization problem is the key to reaching the implementation
goal. A new pharma model will be needed to enable the shift, one that has patient-centricity inherent in its goal
(Figure 1).

This new pharma model represents a shift from traditional development and launch readiness to implementation
readiness – a fundamental change in how new products enter the market.

Figure 2 includes two hypothetical scenarios illustrating the difference in uptake dynamics between the two
models. In a traditional development and launch readiness approach, market adoption follows a slow ramp-up
phase due to implementation barriers, followed by a gradual increase, with lower peak sales and longer time to
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Figure 2. Impact of implementation readiness on launch uptake: comparison of traditional development and launch
readiness (purple dashed), scenario A with a 1-year earlier and 5% higher peak (orange solid), and scenario B with a
2-year and 10% higher peak (green dash-dot). The dotted horizontal line represents the traditional peak adoption
level. Implementation readiness leads to faster and greater uptake, with the AUC over 10 years increasing from 5.53
(traditional) to 6.86 in scenario A and 8.28 in scenario B, representing a +24% and +50% increase, respectively.
AUC: Area under the curve.

peak. In contrast, an implementation readiness model would lead to a steeper initial adoption phase and higher
peak sales achieved faster.

Case studies
The journey of Qutenza R© illustrates both the challenges and opportunities of adopting an implementation readiness
approach. Qutenza R© is a topical pain treatment that targets the source of neuropathic pain through transient
defunctionalization of damaged nerve fibers followed by regeneration and restoration of nerve function [7,8]. While
the treatment demonstrated clinical results in a population with a clear unmet medical need, its launch underscores
the importance of having an ‘implementation readiness’ mindset to ensure successful early adoption.

The experience with Qutenza R© revealed the value of early implementation science assessments. Addressing
operational barriers earlier, such as inadequate referral pathways and logistical complexities, could have strengthened
HCP clinical belief and sped up the product uptake. Additionally, limited organizational synergy, as the product
transitioned across different companies, compounded these challenges by leaving critical implementation challenges
unaddressed for longer than what would otherwise have been ideal. Lessons from this experience emphasize the
need for coordinated ownership to identify and address those barriers. Furthermore, evidence that response rates
improve with repeated treatment and that repeated treatment can have a meaningful impact on patients’ pain,
activity levels and improve their quality of life [9,10] could have been generated earlier in the development plan, if
patient optimization studies had been prioritized. In light of this new evidence, the European Medicines Agency
now recommends to evaluate effectiveness of Qutenza R© after three treatments [11], but having this evidence earlier
could have guided physicians in their clinical practice, preventing the number of patients discontinuing due to
perceived lack of efficacy and avoid treatments that are either ineffective or have adverse effects.

This is certainly not unique to Qutenza. If we allow ourselves to think beyond drugs, lipoprotein(a) [Lp(a)]
testing provides another lens through which to view the transformative shift required for implementation readiness.
Elevated lipoprotein(a) [Lp(a)] levels are a risk factor for cardiovascular diseases. Although US FDA-approved
diagnostic assays exist, their use in clinical practice is hindered by the absence of standardized guidelines for
managing elevated levels. Furthermore, although some approved therapies have shown to lower Lp(a) levels [12,13],
that is not their labeled indication. This means testing rates remain low and relatively stable over time, even among
patients with established cardiovascular diseases [14].
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Discussion
Moving from a drug-focus to a patient-focus pharma model is more than merely performing additional tasks. The
challenge lies in transforming an organization into one that plans the strategy together and performs activities,
according to areas of expertise, that are bound to the overall implementation readiness goal. The specifics of how a
particular pharma company should organize itself are left up to the company as there is no ‘one size fits all’ solution
to organizational structure.

Implementation readiness comes with risk and costs, both of which can be mitigated to a large degree. Risks
include performing new types of additional studies and/or activities that might not be positive, might identify
safety risks, or might dilute the treatment effect. Costs of the additional studies and activities will be above those
from a drug-focus approach. The rationale is that the additional evidence and different focus will lead to a quicker
clinical uptake and an increase in the number of patients reached. In such a scenario, the return on investment will
be positive and the expected net present value will increase [15].

The ability to afford the change to implementation readiness then becomes one of being able to afford some
up-front costs to enjoy the payoffs later. This is exactly what the pharma industry asks payers to do [16], in particular
for gene therapies. If the payers can find ways to afford such therapies, then surely pharma can find innovative ways
of affording the change to implementation readiness.

The shift to implementation readiness also presents significant opportunities. This approach positions pharma-
ceutical companies to better meet the existing realities of the way HCSs evaluate and incorporate new innovations.
In addition, it addresses emerging requirements from the recently implemented EU HTA Regulation, and aligns
seamlessly with the core requirements of its Joint Clinical Assessments, which emphasize relevance to routine clinical
practice across diverse HCS. Crucially, success will depend on coordination with HCS and other stakeholders,
ensuring that structural and procedural adaptations match the level of evidence and planning brought forward by
industry.

Conclusion
Addressing the multifaceted needs of patients, HCPs, payers and HCS through implementation readiness ensures
a higher degree of patient and healthcare system centricity built into the innovation and the way it is presented for
use in HCSs by the time of launch. Thus, it would benefit all stakeholders involved in getting a new technology
established in clinical care. Achieving this requires a change to the pharma model and a way of thinking about
risk assessment, cost allocation, goal setting and shared responsibilities. By embracing this model, the industry can
accelerate product uptake by reducing initial adoption barriers, achieve peak sales sooner, increasing commercial
viability and enhance patient impact by ensuring treatments reach those in need more efficiently. This new model
redefines successful product launches by prioritizing patient-centricity and market integration from the start.
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