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Introduction

The dynamic landscape of drug development and regulatory science is consistently
shaped by the approval of new drugs and biologics, with regulatory bodies like the
US Food and Drug Administration (FDA) playing a pivotal role. Annual comprehen-
sive reviews offer crucial insights. For instance, 2022 saw a thorough analysis of
new drug applications (NDAs) and biologics license applications (BLAs) approved
by the FDA, categorizing approvals by therapeutic area, identifying first-in-class
drugs, and delving into the utilization of expedited review pathways, thus illumi-
nating evolving trends [1].

The characteristics of NDAs receiving priority review designation from the FDA
between 2015 and 2019 have been closely examined. This study assessed the
influence of priority review on approval times, orphan drug designations, and dis-
tribution across therapeutic areas, highlighting trends in accelerated drug devel-
opment for serious conditions [2].

Beyond national boundaries, a comparative analysis offers a broader global per-
spective. From 2018 to 2020, approvals across major regulatory agencies in the
US, Europe, Japan, and China were investigated, identifying commonalities and
distinct differences in approved drugs, therapeutic categories, and review pro-
cesses [3].

Further deep dives into specific years within the US context also prove insightful.
The article detailing FDA new drug approvals in 2021 offered its own comprehen-
sive review and analysis, categorizing approved drugs based on therapeutic area,
highlighting novel mechanisms of action, and thoroughly examining various regu-
latory pathways, underscoring ongoing innovation [4].

Similarly, an in-depth review of new drug approvals by the FDA in 2020 concen-
trated on efficacy and safety profiles. This publication categorized approved treat-
ments by disease areas and critically discussed the clinical significance and inher-
ent innovation represented by these therapeutics, providing a strong foundation for
understanding their potential impact [5].

The patterns observed in 2019 further contribute to this understanding, with a de-
tailed summary of NDAs and BLAs approved by the FDA. This summary scrutinized
characteristics like therapeutic indications, orphan drug status, and utilization of
expedited review pathways, consistently reflecting broader trends in pharmaceuti-
cal innovation and regulatory efficiency [6].

Focusing on specific medical fields, an overview of FDA oncology drug approvals
over a decade, culminating in 2019, revealed substantial progress. This review
particularly emphasized advancements in cancer treatment, including targeted
therapies and immunotherapies. It also discussed the significantimpact of acceler-
ated approval pathways within this critical therapeutic area, highlighting strategies

for faster access to life-saving treatments [7].

In another specific area, the real-world effectiveness of new drug approvals for
rheumatoid arthritis has been carefully studied. This research moved beyond con-
trolled clinical trials, focusing on patient outcomes in diverse clinical settings. By
analyzing data on drug survival and treatment response, it offered valuable insights
into how these new therapies truly perform in everyday medical practice [8].

Expanding the global comparison, an article analyzed trends in new drug approvals
across major Asian countries (Japan, China, Korea, India) and juxtaposed these
findings with those from the US and Europe between 2010 and 2019. This exten-
sive analysis identified distinct regional differences in drug development priorities,
regulatory frameworks, and the types of drugs available to patients [9].

Finally, a crucial study investigated the impact of expedited review pathways not
only on the speed of new drug approvals but also on subsequent postmarket safety
outcomes. It sought to determine whether accelerated approval processes are as-
sociated with higher rates of safety concerns or product withdrawals, providing
critical insights into the delicate balance between rapid patient access and rigor-
ous safety standards [10].

These collective studies underscore the complex interplay of scientific advance-
ment, regulatory processes, and global health priorities in bringing novel therapeu-
tic agents to market.

Description

The regulatory landscape for new drug and biologic approvals is a complex system,
continuously scrutinized for efficiency, safety, and innovation. Annual reports from
the US Food and Drug Administration (FDA) offer crucial transparency into these
processes. A detailed review of 2022 approvals highlighted the comprehensive
nature of new drug applications (NDAs) and biologics license applications (BLAS).
This analysis meticulously categorized approvals by therapeutic area, identified
first-in-class drugs, and critically examined expedited review pathways, providing
invaluable insights into drug development and regulatory science [1]. Such de-
tailed annual assessments are vital for tracking progress and identifying emerging
pharmaceutical trends.

Priority review is a key aspect of accelerated drug development, especially for con-
ditions with unmet medical needs. An in-depth study focused on NDAs receiving
priority review designation from the FDA between 2015 and 2019. This research
rigorously evaluated the direct impact of priority review on approval times, orphan
drug designations, and distribution across therapeutic areas. The findings under-
scored consistent trends in accelerating drug development for serious conditions,
aiming to bring life-saving treatments to patients more quickly [2]. This process is
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under constant evaluation to ensure speed does not compromise thoroughness.

Global comparisons are essential for a broader context of drug approvals. A com-
parative analysis from 2018 to 2020 investigated new drug approvals across the
US, Europe, Japan, and China. This review identified both commonalities and
significant differences in approved drugs, therapeutic categories, and regulatory
review processes, crucial for understanding market access strategies [3]. Similar
regional analyses, like one comparing approvals in Asian countries (Japan, China,
Korea, India) with the US and Europe from 2010 to 2019, further delineate these
differences, revealing variations in regulatory frameworks and development prior-
ities across regions [9]. These studies illuminate nuanced challenges in bringing
new medicines worldwide.

The yearly performance of the FDA remains a central focus. The year 2021 saw
a comprehensive review of FDA new drug approvals, categorizing drugs by thera-
peutic area, highlighting novel mechanisms of action, and examining various reg-
ulatory pathways. This offered a clear picture of innovation driving pharmaceutical
development [4]. Similarly, an in-depth review of FDA approvals in 2020 concen-
trated on the efficacy and safety profiles, categorizing treatments by disease areas
and critically discussing their clinical significance and innovation, providing vital
insights into their potential impact [56]. These annual reviews often build on past
trends, like the detailed summary of NDAs and BLAs approved by the FDA in 2019,
which examined characteristics such as therapeutic indications, orphan drug sta-
tus, and expedited review pathways, reflecting broader trends in pharmaceutical
innovation [6].

Specialized therapeutic areas frequently receive dedicated attention. FDA oncol-
ogy drug approvals over a decade, focusing on 2019, provided a critical overview
of advancements in cancer treatment, highlighting targeted therapies and im-
munotherapies. The review also discussed the profound impact of accelerated
approval pathways in this critical area, illustrating how regulatory mechanisms
support rapid access to life-saving treatments [7]. Furthermore, beyond controlled
clinical trials, the real-world effectiveness of new drug approvals is crucial. A study
evaluating new drugs for rheumatoid arthritis focused on patient outcomes in actual
clinical settings, analyzing drug survival and treatment response to offer invaluable
insights into how these therapies perform in diverse patient populations [8].

A critical aspect of expedited review pathways is balancing them with postmarket
safety. One significant study investigated the direct impact of these accelerated
review processes on new drug approvals and subsequent postmarket safety out-
comes. It sought to determine if accelerated approval processes were linked to
higher rates of safety concerns or product withdrawals. This research provided crit-
ical insights into the delicate but essential balance between ensuring rapid patient
access to treatments and upholding rigorous patient safety standards throughout
a drug’s lifecycle [10].

Conclusion

The provided data offers a comprehensive overview of new drug and biologic ap-
provals by the US FDA and global regulatory bodies over recent years, primarily
focusing from 2010 to 2022. Several articles review annual FDA approvals, detail-
ing trends in therapeutic areas, first-in-class drugs, novel mechanisms of action,
and the utilization of expedited review pathways [1, 4, 5, 6]. These analyses high-
light the evolving landscape of pharmaceutical innovation and regulatory science.

A significant theme is the impact and characteristics of expedited and priority re-
view pathways. Studies examine how priority review affects approval times, or-
phan drug designations, and development for serious conditions [2]. The broader
implications of accelerated approval on postmarket safety outcomes are also in-
vestigated, addressing concerns about potential associations with higher rates of
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safety issues or product withdrawals, aiming to balance rapid access with patient
safety [10].

Beyond the US, the data includes comparative analyses of new drug approvals
across major regulatory agencies in Europe, Japan, China, Korea, and India [3, 9].
These comparisons identify regional differences in drug development priorities,
regulatory frameworks, and the types of drugs reaching patients. Specific thera-
peutic areas like oncology and rheumatoid arthritis are also explored, with reviews
of FDA oncology drug approvals over a decade [7] and real-world effectiveness
studies for rheumatoid arthritis treatments [8]. Collectively, these articles illumi-
nate the multifaceted nature of drug development, regulatory processes, and their
impact on global patient care.
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