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Drug approvals. FDA's pivot to speed and supply. Can
both truly thrive?
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The pharmaceutical supply chain remains a persistent vulnerability, with manufacturing delays and quality
control issues frequently disrupting access to essential medicines. The FDA's new PreCheck pilot program

represents an attempt to proactively address these bottlenecks, focusing on efficiency in facility inspections.

The Pivot: The FDA is shifting towards a more collaborative, pre-submission review process for drug
manufacturing facilities.

The Data: Seven pharmaceutical companies and contract manufacturers were selected for the inaugural

PreCheck pilot.

The Action: Clinicians can anticipate a potentially more stable supply of new therapies if the program
proves successful in accelerating approvals and reducing manufacturing-related delays.

Ensuring a consistent supply of safe and effective medicines requires robust manufacturing oversight, atask that

has historically involved extensive post-submission inspections by the U.S. Food and Drug Administration. These
inspections, while critical for patient safety, often contribute to the lengthy timelinesfor drug approval and market entry.
The agency now seeks to refine this process, aiming for greater predictability and speed without compromising quality
standards.

The FDA recently announced the selection of seven participants for its PreCheck pilot program, an initiative designed
to optimize the review process for drug manufacturing facilities. This program targets facilities undergoing pre-approval
inspections (PAls) for new drug applications (NDAS) and abbreviated new drug applications (ANDAS). The selected
participants include both pharmaceutical companies and contract manufacturing organizations (CMOs), reflecting the
complex ecosystem of drug production.

A New Approach to Manufacturing Oversight
The PreCheck program allows the FDA to engage with manufacturers earlier in the drug development lifecycle,

specifically during the application submission phase. Thisearly engagement facilitates amore thorough understanding of
afacility's readiness for inspection, potentially identifying and resolving issues before they become critical delays. The
goal isto reduce the need for extensive on-site inspections by leveraging existing data and fostering a more transparent
dialogue between the agency and manufacturers.

Participantsin the pilot will engage in a voluntary, collaborative process with the FDA, sharing information about their
manufacturing sitesand quality systemswell in advance of aformal application submission. Thisproactive dataexchange
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isintended to streamline the PAI process, which can often be asignificant bottleneck in bringing new therapiesto market.
The agency expects this approach to enhance its ability to assess manufacturing quality efficiently.

The seven selected participants represent a cross-section of the pharmaceutical industry, including both large
multinational corporations and smaller, specialized manufacturers. This diversity allows the FDA to evaluate the
program's eff ectiveness across various operational scales and product types. The agency has not publicly disclosed the
names of the individual companies, citing confidentiality agreements inherent to the pilot's design.

Streamlining the Path to Market
The core principle behind PreCheck is to shift from a reactive inspection model to a more proactive, data-driven

assessment. By reviewing manufacturing information during the application review cycle, the FDA aimsto minimize
the time spent on physical inspections, particularly for facilities with a strong track record of compliance and robust
quality management systems. This could translate into faster approval timesfor new drugs, ultimately benefiting patients
awaiting novel treatments.

But the success of this pilot hinges on the willingness of manufacturers to fully engage and provide comprehensive,
high-quality data. Any reluctance or incompl ete submissions could undermine the program'’s efficiency gains, forcing the
FDA back to traditional, time-consuming inspection methods. The agency has emphasi zed that participation is voluntary
and requires a significant commitment from the selected companies to share proprietary information.

The program also seeks to enhance the FDA's risk-based inspection strategy. By having earlier access to manufacturing
data, the agency can better prioritize its inspection resources, focusing on facilities or processes that present higher
potential risksto product quality and patient safety. This targeted approach could improve overall regulatory efficiency
and resource allocation.

Still, the program is a pilot, and its long-term impact remains to be seen. The FDA will evaluate the outcomes

of theseinitial engagements, assessing whether the PreCheck model genuinely reduces PAI timelines and improves
the predictability of the approval process. If successful, the framework could be expanded to a broader range of
manufacturers and applications, fundamentally altering how drug manufacturing oversight is conducted in the U.S.

For clinicians, amore efficient regulatory pathway could mean quicker access to new treatment options, a welcome
development in an era of frequent drug shortages and supply chain disruptions. The Oxford Handbook of Health Care
Management details the policy and organisational developments that shape such initiatives.

CLINICAL IMPLICATIONS

The FDA's PreCheck pilot, if successful, offers a tangible benefit for clinicians: a more stable and predictable
supply of new medications. Manufacturing delays are not merely administrative hurdles; they directly impact
patient access to critical therapies, forcing clinicians to manage treatment gaps or seek less optimal
alternatives. A streamlined approval process could mitigate these frustrations.

For the pharmaceutical industry, this initiative represents a significant shift towards a more collaborative
regulatory environment. Companies willing to invest in robust quality systems and transparent data sharing
stand to gain a competitive edge through potentially faster market entry. This could incentivize broader
adoption of advanced manufacturing technologies and quality-by-design principles.

Patients, of course, are the ultimate beneficiaries. Reduced approval timelines mean quicker access to
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innovative treatments, particularly for conditions with high unmet needs. The program's focus on supply chain
resilience also aims to prevent the frustrating drug shortages that have plagued healthcare systems globally,
ensuring that prescribed medicines are actually available at the pharmacy.

But the onus remains on the FDA to rigorously evaluate this pilot. The agency must demonstrate that efficiency
gains do not come at the expense of safety or quality. A successful PreCheck program could set a new standard
for regulatory oversight, fostering a more agile and responsive pharmaceutical ecosystem.
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