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Intro dUCtiOI‘I can influence regulatory decisions about prioritizing certain therapies or
expediting the approval process for drugs that address critical patient needs.
) o Patient-reported adverse events and experiences post-market approval can
_The landscape of drug regulation has been shifting towards a more  gerve a5 early waming signals for potential safety concems. Incorporating
patient-centric approach. The conventional model of drug regulation, which  patient feedback in post-marketing surveillance enhances the vigilance and
predominantly relied on cllnlc.al trials aqd expert opinions, is gra_dyally be!ng responsiveness of regulatory authorities [3].
complemented by the inclusion of patient perspectives in decision-making
processes. This evolution stems from the recognition that patients are not Regulatory agencies have started engaging patients and patient advocacy
merely recipients of medical interventions but active stakeholders who  groups in various stages of the drug development and approval process. This
possess unique insights into the real-world impact of drugs on their lives. In includes involving patients in advisory committees, public consultations, and
this context, drug regulatory authorities play a pivotal role in ensuring that decision-making panels. These interactions provide a platform for patients
patient perspectives are adequately considered when evaluating the safety to voice their opinions and contribute to regulatory discussions. Regulatory
and efficacy of pharmaceutical products. This article delves into the concept of authorities have increasingly recognized the importance of patient-reported
patient-centric drug regulation, focusing on the efforts made by Drug Control ~ outcomes in evaluating the efficacy and impact of drugs. PROs capture data
Authorities to incorporate patient perspectives into their decision-making  directly from patients about their symptoms, quality of life, and treatment

processes. satisfaction. Integrating PROs into clinical trials and regulatory submissions
provides a holistic view of a drug's effects beyond traditional clinical endpoints.
Description Real-world evidence, derived from sources like electronic health records

and patient registries, offers insights into how drugs perform in real-world
settings. Incorporating RWE into regulatory decision-making allows for a
more comprehensive understanding of a drug's effects, including long-term
outcomes and variations in patient populations. Regulatory agencies have
released guidance documents that encourage pharmaceutical companies to
include patient perspectives in their submissions. These documents outline
methodologies for collecting and incorporating patient input, promoting

Traditionally, drug approval processes centered on controlled clinical
trials, laboratory experiments, and the expertise of healthcare professionals.
While these methods provide valuable scientific insights, they often lack
a comprehensive understanding of how patients experience a particular
treatment or medication in the real world. Patient-centric drug regulation
challenges this status quo by recognizing that patients are experts in their ) )
own right, offering a wealth of knowledge about their conditions, treatment ~ consistency and transparency in the process. The U.S. Food and Drug
preferences, and quality of life. This shift is not only ethically sound, given the ~ Administration (FDA) has been a pioneer in promoting patient-centric drug
principle of patient autonomy, but also enhances the accuracy and relevance regulation through initiatives like Patient-Focused Drug Development (PFDD).
of drug evaluations [1,2]. PFDD involves obtaining patient input on specific diseases and conditions to

inform regulatory decisions. The FDA hosts public meetings where patients

Patients can offer insights into the benefits they experience from a drug, share their experiences, treatment challenges, and preferences. These

as well as the adverse effects they endure. This information helps regulatory insights influence the agency's understanding of disease burdens and guide
authorities make more informed decisions about whether the benefits of adrug e development of new therapies [4,5].

outweigh its risks.

Patients' preferences regarding the route of administration, dosing  Conclusion
schedules, and overall treatment experience can impact adherence and,
consequently, treatment outcomes. By considering these preferences,

regulators can guide pharmaceutical companies towards designing  gyoiution in how pharmaceutical products are evaluated and approved.
products that align with patient needs. Unmet Needs: Patients can highlight By incorporating patient perspectives, regulatory agencies enhance the
unmet medical needs and gaps in existing treatments. Their perspectives  elevance and effectiveness of their decision-making processes. Patients'
lived experiences provide invaluable insights into the real-world impact of
drugs, contributing to more informed risk-benefit assessments and treatment
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The shift towards patient-centric drug regulation marks a significant
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