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Executive Summary

The U.S. Food and Drug Administration's (FDA) Center for Drug Evaluation and Research (CDER) had approved 29 novel drugs in 2026 as of July

24, 2026, according to the agency's own running tracker, which showed "Showing 1 to 29 of 29 entries" (Source: www.fda.gov). That pace sits below

the full-year totals of the prior three years: CDER approved 46 novel drugs in 2025 (Source: www.fda.gov), 50 in 2024, and 55 in 2023, per

independent trade-press tabulation confirming that "FDA approved 55 novel drugs in 2023, 37 in 2022, and 50 in 2021" and that "in 2024, CDER

approved 50 novel drugs" (Source: www.raps.org) (Source: www.raps.org), and it remains close to the agency's own long-run historical average of 38
novel drugs per year since 2007 (Source: www.fda.gov). This report draws its core approval counts, dates, indications, pathway statistics, and

PDUFA measures from FDA and CDER publications. It also identifies when a claim relies on peer-reviewed research, a sponsor or company

announcement, an SEC filing, or secondary news reporting; those sources are used for context or disclosed application-specific information rather

than as substitutes for FDA's approval lists.

Expedited-pathway usage remains a dominant feature of CDER's approval mix. FDA defines four expedited programs—Fast Track, Breakthrough

Therapy, Accelerated Approval, and Priority Review—while Orphan Drug designation is a separate rare-disease designation. In the most recently

completed full year (2025), 72% of novel drug approvals used at least one of the four expedited programs, with 46% (21 of 46) designated
Priority Review (Source: www.fda.gov). Orphan Drug designation is reported separately below. CDER also met or exceeded its PDUFA goal date for

96% (44 of 46) of its 2025 novel drug approvals, consistent with the agency's finding that it "met or exceeded the 90-percent performance level for

eight of the 10 review performance goals for FY 2023" (Source: www.fda.gov), though a separate industry analysis found on-time action rates dipped

to 78% in the second half of 2025 (Source: endpoints.news), even as FDA reviewers largely held to review-timeline commitments amid 2025 staffing

reductions (Source: endpoints.news).
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https://intuitionlabs.ai/articles/fda-novel-drug-approvals-2026-tracker


On first-cycle approval, the picture has shifted markedly over the past two decades. A peer-reviewed 2026 analysis in Drug Discovery Today found

that 87% of New Molecular Entities (NMEs) were approved during their first review cycle across 2013 to 2023 (Source: doi.org), a substantial

improvement over the roughly 50% first-cycle rate documented for 2000 to 2012 in JAMA (Source: jamanetwork.com) and the 54.1% rate found for

NDAs from 2008 to 2017 (Source: pubmed.ncbi.nlm.nih.gov). No FDA-published aggregate first-cycle or Complete Response Letter (CRL) rate exists

specifically for 2026 year-to-date; this report instead documents four named 2026 CRLs, at Replimune (Source: www.sec.gov), Elevar Therapeutics
(Source: www.globenewswire.com), Sobi (Source: www.prnewswire.co.uk), and the Pierre Fabre/Atara partnership (Source:

www.pierrefabrepharmaceuticals.com), each with FDA's stated rationale.

The report also profiles six named 2026 approvals in detail: Avlayah (Denali Therapeutics) for Hunter syndrome, which stacked Breakthrough

Therapy, Fast Track, Priority Review, Orphan Drug designation, and Accelerated Approval into a single filing, detailed fully in the case studies section

below; LIPFENDRA (Merck), described by the sponsor as "the first FDA-approved oral PCSK9 inhibitor shown to lower LDL-C" (Source:

www.merck.com); Fabhalta (Novartis), which converted from accelerated to traditional approval on confirmatory kidney-outcomes data (Source:

www.novartis.com); REVTORPYK (Celcuity), billed as "the first and only FDA-approved therapy that inhibits all class I PI3K isoforms" (Source:

www.biospace.com); and Loargys (Immedica), an accelerated approval for an ultra-rare metabolic disease affecting an estimated 250 people in the

United States (Source: www.immedica.com). Taken together, the data show an FDA that continues to lean heavily on expedited pathways to move

novel therapies through review, a fact with direct implications for the regulatory-intelligence and AI-assisted submission strategies that life-sciences

organizations are increasingly building (Source: intuitionlabs.ai).

Introduction and Background

Tracking FDA novel drug approvals has become a standing exercise for regulatory affairs teams, investors, and life-sciences technology vendors

alike, because CDER's annual and year-to-date tallies function as a leading indicator of innovation output, review-pathway strategy, and therapeutic-

area momentum across the pharmaceutical industry. As of July 30, 2026, the question "how many new drugs has the FDA approved in 2026" has a

precise, sourceable answer directly from the regulator, and this report builds its entire quantitative core from that primary source plus the agency's

own annual reports, PDUFA performance data, and peer-reviewed regulatory-science studies.

FDA defines a "novel" drug as "a listing of new molecular entities and new therapeutic biological products approved by CDER and organized by

calendar year" that excludes vaccines, allergenic products, blood and blood products, plasma derivatives, and cellular and gene therapy products,

which fall under separate regulatory tracks(Source: www.fda.gov). This distinction matters for anyone benchmarking approval counts against outside

figures: FDA itself cautions that classifying a drug as a New Molecular Entity (NME) for internal review purposes "is distinct from FDA's determination

of whether a drug product is a 'new chemical entity' or 'NCE'" under separate statutory exclusivity provisions (Source: www.fda.gov).

The number of novel approvals each year is shaped heavily by how many applications qualify for FDA's four expedited programs—Breakthrough

Therapy, Priority Review, Accelerated Approval, and Fast Track. This report also tracks Orphan Drug designation separately because it concerns rare

diseases rather than being one of those expedited programs. Developing a single new prescription medicine that reaches the market remains, per the

frequently cited Tufts Center for the Study of Drug Development analysis, an undertaking estimated at $2,558 million in research and development

costs (Source: www.globenewswire.com), "a process often lasting longer than a decade" (Source: www.globenewswire.com), a figure the underlying

peer-reviewed study derived from "a survey of 10 pharmaceutical firms" (Source: europepmc.org) covering "106 randomly selected new drugs"

(Source: europepmc.org). Against that backdrop, every percentage point of first-cycle approval, every additional month shaved off PDUFA review

clocks, and every expedited designation granted has outsized financial and strategic consequence for sponsors, which is why this tracker treats

CDER's pathway statistics as core data rather than background color.

Regulatory affairs teams use this tracker in several distinct ways. Clinical development teams benchmark their own candidate's expected pathway

against comparable recent approvals to calibrate submission timing. Investors and business-development teams watching a specific therapeutic area

use the designation data to gauge how aggressively FDA is likely to expedite a pending application. Life-sciences technology vendors and

consultancies building AI-assisted regulatory-intelligence tools increasingly treat CDER's published approval and designation data as a structured

dataset worth monitoring continuously rather than reviewing only once a year when the annual innovation report appears. Each of these audiences

needs slightly different granularity: a sponsor tracking a single competitor's application cares about exact PDUFA goal dates, while a portfolio-level

analyst cares more about the aggregate designation percentages presented later in this report.

This report proceeds in four parts. It first lays out the methodology and scope FDA itself uses to define novel drug approvals, then presents the full

2026 tracker with month-by-month detail. It follows with a dedicated section on review pathways and expedited designations, a section on first-cycle

approval and CRL rates, and an analysis of therapeutic-area and program-level segments. A dedicated data section, six named case studies, and a
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https://europepmc.org/article/MED/26928437#:~:text=The%20research%20and%20development%20costs%20of%20106%20randomly%20selected%20new%20drugs%20were%20obtained%20from%20a%20survey%20of%2010%20pharmaceutical%20firms
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discussion of implications for regulatory strategy (including the growing role of artificial intelligence in the review process) round out the analysis,

closing with a frequently-asked-questions section addressing the specific queries regulatory professionals bring to this topic.

Methodology and Scope of FDA Novel Drug Tracking

The report's core approval counts and pathway measures come from three FDA source types: CDER's year-by-year novel-drug approval lists; CDER's

annual "Advancing Health Through Innovation" reports; and FDA's PDUFA performance reports. Other sections also cite peer-reviewed studies,

sponsor or company disclosures, SEC filings, and clearly identified secondary reporting for claims those primary FDA sources do not publish. Because

the 2026 annual innovation report will not be published until January 2027, this tracker's 2026 expedited-program figures (Breakthrough Therapy,

Priority Review, Accelerated Approval, and Fast Track) and its separate Orphan Drug designation count are not yet available from FDA; this report is

explicit about that gap rather than estimating figures FDA has not itself published.

CDER's own year-to-date list is the authoritative source for the raw 2026 count, updated continuously as the agency takes action on pending

applications. Each entry on FDA's list carries the drug's brand name, active ingredient, approval date, and a short description of the approved

indication, which this report uses to build the tracker table below. For historical comparison, this report also draws on FDA's archived annual lists back

to 2015, several of which are only available via the Internet Archive's Wayback Machine because FDA does not permanently host every prior year's list

at a stable current URL (Source: web.archive.org); those archived snapshots are cited explicitly as archive.org captures of the original FDA pages, not

as independent secondary sources. One such capture confirms that CDER's 2019 cohort alone comprised 48 novel drugs (Source: web.archive.org),

illustrating how far back a consistent methodology extends.

For pathway definitions, this report relies on FDA's own patient-facing explanatory pages, cited in full in the Review Pathways section below rather

than paraphrased here. For first-cycle approval and CRL analysis, this report combines FDA's own regulatory text at 21 CFR 314.110 (Source:

www.law.cornell.edu) and FDA's openFDA transparency database (Source: open.fda.gov) with peer-reviewed studies published in JAMA (Source:

jamanetwork.com), a pharmacoepidemiology journal indexed on PubMed (Source: pubmed.ncbi.nlm.nih.gov), Drug Discovery Today (Source:

doi.org), and Therapeutic Innovation & Regulatory Science (Source: link.springer.com), because no FDA-published aggregate first-cycle result is

available for 2026 year-to-date. FDA’s annual reports do publish annual first-cycle results, including 39 of 46 novel drugs (85%) in 2025 and 37 of 50

(74%) in 2024. Its PDUFA performance reports measure time-to-action against statutory goal dates, not first-submission approval outcomes, a

distinction this report treats carefully rather than conflating the two metrics.

Selected 2026 CDER Novel Drug Approval Profiles

CDER's 2026 novel drug approval count stood at 29 as of the agency's July 24, 2026 update, spanning therapeutic areas from rare pediatric

metabolic disease to oncology to cardiometabolic disease. Table 1 profiles ten selected approvals with confirmed dates and indications drawn directly

from FDA's tracker; it is not a complete itemization of all 29 approvals.
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BRAND NAME ACTIVE INGREDIENT APPROVAL DATE (2026) INDICATION

Zycubo copper histidinate January 12 Menkes disease

Adquey difamilast February 12 Mild to moderate atopic dermatitis

Awiqli insulin icodec-abae March 26 Glycemic control in adults with type 2 diabetes

Foundayo orforglipron April 1 Chronic weight management in adults with obesity

Baxfendy baxdrostat May 15 Hypertension, combination therapy

Xocova ensitrelvir May 29 Post-exposure prophylaxis of COVID-19

Ambelvist gadoquatrane June 12 MRI contrast agent for vascular lesions

Trutakna atacicept-vymj July 7 Primary immunoglobulin A (IgA) nephropathy

Jideytro zidesamtinib July 22 ROS1-positive non-small cell lung cancer

Simtriyo centanafadine July 24 Attention-deficit hyperactivity disorder (ADHD)

Table 1 is compiled from FDA's own tracker (Source: www.fda.gov) and shows a deliberately broad therapeutic footprint for 2026's approvals: a rare

genetic copper-metabolism disorder (Zycubo), a novel once-weekly basal insulin (Awiqli), an oral GLP-1 receptor agonist for obesity (Foundayo), and

a targeted kinase inhibitor for a genomically defined lung cancer subtype (Jideytro) all cleared review within the same seven-month window. That

spread is broadly consistent with CDER's own annual reporting, which in recent years has emphasized that novel approvals span a wide range of

therapeutic areas rather than concentrating in one or two dominant categories. The July cluster is notable on its own: three of the ten profiled

approvals, including the first-in-class ROS1 inhibitor Jideytro, landed within a three-week span, illustrating how CDER's review output can bunch even

though PDUFA goal dates are set on a rolling basis rather than a fixed calendar.

Review Pathways and Expedited Designations

FDA has four expedited programs that can facilitate development or review of drugs for serious conditions: Fast Track, Breakthrough Therapy,

Accelerated Approval, and Priority Review. Orphan Drug designation is a separate designation for drugs and biologics intended for rare diseases.

Fast Track designation "is a process designed to facilitate the development, and expedite the review of drugs to treat serious conditions and fill an

unmet medical need" (Source: www.fda.gov). Breakthrough Therapy designation is "a process designed to expedite the development and review of

drugs" that show substantial improvement over available therapy on a clinically significant endpoint (Source: www.fda.gov). Priority Review shortens

FDA's statutory review clock: "FDA's goal is to take action on an application within 6 months (compared to 10 months under standard review)," a two-

tiered system created in 1992 under PDUFA (Source: www.fda.gov). Accelerated Approval, instituted the same year, "allowed drugs for serious

conditions that filled an unmet medical need to be approved based on a surrogate endpoint," where a surrogate endpoint is "a marker, a laboratory

measurement, radiographic image, physical sign or other measure that is thought to predict clinical benefit" without itself being a direct measure of

that benefit (Source: www.fda.gov). Finally, Orphan Drug designation gives FDA "authority to grant orphan drug designation to a drug or biological

product to prevent, diagnose or treat a rare disease" (Source: www.fda.gov) for a rare disease, defined for these purposes as one affecting fewer than

200,000 people in the United States.

Table 2 below shows how heavily CDER's annual novel drug approvals leaned on these programs over the three most recently completed full years,

with each figure drawn directly from CDER's own "Advancing Health Through Innovation" annual reports.
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YEAR
NOVEL
DRUGS
APPROVED

FAST
TRACK

BREAKTHROUGH
THERAPY

PRIORITY
REVIEW

ACCELERATED
APPROVAL

ORPHAN
DRUG

USED ≥1 FDA
EXPEDITED PROGRAM
(EXCLUDES ORPHAN
DRUG)

2023 55
25

(45%)
9 (16%) 31 (56%) 9 (16%) 28 (51%) 36 (65%)

2024 50
22

(44%)
18 (36%) 28 (56%) 7 (14%) 26 (52%) 33 (66%)

2025 46
18

(39%)
15 (33%) 21 (46%) 11 (24%) 23 (50%) 33 (72%)

Table 2 sources: 2023 figures, including that "CDER identified 9 of the 55 novel drugs (16%) approved in 2023 as Breakthrough Therapies" and that

"Thirty-six of the 55 novel drug approvals of 2023 (65%) used one or more expedited pro[grams]" (Source: www.fda.gov); 2024 figures, including that

"CDER granted fast track status to 22 of the 50 novel drugs (44%) in 2024," that 26 of 50 approvals (52%) received orphan drug designation, and that

"33 of the 50 novel drug approvals of 2024 (66%) used one or more expedited programs" (Source: www.fda.gov); 2025 figures, including that "23 of

CDER's 46 novel drug approvals (50%) received orphan drug designation" and that CDER "used at least one expedited program" for 72% of the

year's approvals (Source: www.fda.gov).

The three-year trend in Table 2 shows Fast Track use declining from 45% in 2023 to 39% in 2025, while Priority Review held just above half of all

novel approvals in 2023 and 2024 before easing to 46% in 2025. Breakthrough Therapy usage climbed from 16% in 2023 to 33% in 2025, more than

doubling in two years. Accelerated Approval usage has also risen, from 16% in 2023 to 24% in 2025, even as the total volume of novel approvals

declined from 55 to 46. The share of approvals relying on at least one expedited program rose in parallel, from 65% in 2023 to 72% in 2025, indicating

that a shrinking pool of novel approvals is increasingly composed of drugs sponsors and FDA jointly agreed merited some form of accelerated

handling. No equivalent 2026 breakdown exists yet: CDER's annual innovation report covering 2026 will not be published until January 2027, so this

report cannot state what share of the 29 drugs approved through July 24, 2026 carried each designation, a gap this report states explicitly rather than

estimating.

Breakthrough Therapy designation requests themselves are tracked cumulatively by FDA regardless of ultimate approval outcome. Since the

program's inception, FDA's cumulative cohort table, dated from "July 9, 2012" (Source: www.fda.gov), shows the program has processed over a

thousand requests across its history, with the fiscal-year-2025 cohort table showing the program remains active. Not every granted designation results

in an approval within the same calendar year, and not every approval with a designation is captured in that year's cohort table, which is why this report

treats the annual innovation-report percentages in Table 2 as the authoritative source for designation prevalence among actual approvals, rather than

the separate cumulative request-tracking tables.

First-Cycle Approval Rates and Complete Response Letters

A first-cycle approval occurs when FDA approves a New Drug Application (NDA) or Biologics License Application (BLA) on its initial review cycle,

without the sponsor needing to resubmit after receiving a Complete Response Letter (CRL). Under 21 CFR 314.110, "FDA will send the applicant a

complete response letter if the agency determines that we will not approve the application" in its current form (Source: www.law.cornell.edu), after

which the sponsor may "resubmit the application or abbreviated application, addressing all deficiencies identified in the complete response letter,"

withdraw it, or request a hearing (Source: www.law.cornell.edu). FDA's own openFDA transparency portal maintains a public CRL database and states

plainly that "FDA will send the sponsor a CRL if the agency determines that it will not approve the application in its current form" (Source:

open.fda.gov), and notes that "currently, the database includes CRLs issued to sponsors as recently as 2025" (Source: open.fda.gov).

FDA does not publish a 2026 year-to-date aggregate first-cycle approval rate. Its annual reports do publish annual results: 39 of 46 novel drugs (85%)

in 2025 and 37 of 50 (74%) in 2024 were approved on the first cycle. This report also relies on peer-reviewed regulatory-science research for the

longer historical trend. An analysis published in JAMA covering NME applications from 2000 to 2012 found that "of the 302 identified NME

applications, 151 (50%) were approved when first submitted and 222 (73.5%) were ultimately approved" (Source: jamanetwork.com). A separate peer-

reviewed study of NDAs from 2008 to 2017 found that "446 (54.1%) applications received first-cycle approvals without a review extension resulting

from a major amendment" (Source: pubmed.ncbi.nlm.nih.gov). Most strikingly, a 2026 analysis in Drug Discovery Today covering NMEs from 2013 to

2023 found that fully "87% of New Molecular Entities (NMEs) were approved during their first review cycle" (Source: doi.org), a figure the same
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https://www.fda.gov/media/175253/download?attachment#:~:text=CDER%20identified%209%20of%20the%2055%20novel%20drugs%20%2816%25%29%20approved%20in%202023%20as%20Breakthrough%20Therapies
https://www.fda.gov/files/drugs/published/new-drug-therapy-2025-annual-report.pdf#:~:text=CDER%20granted%20fast%20track%20status%20to%2022%20of%20the%2050%20novel%20drugs%20%2844%25%29%20in%202024
https://www.fda.gov/media/190705/download?attachment=#:~:text=23%20of%20CDER%27s%2046%20novel%20drug%20approvals%20%2850%25%29%20received%20orphan%20drug%20designation
https://www.fda.gov/media/95292/download#:~:text=Breakthrough%20Therapy%20Designation%20Requests%20Received%20by%20Fiscal%20Year%20Cohort%3A%20July%209%2C%202012
https://www.law.cornell.edu/cfr/text/21/314.110#:~:text=FDA%20will%20send%20the%20applicant%20a%20complete%20response%20letter%20if%20the%20agency%20determines%20that%20we%20will%20not%20approve%20the%20application
https://www.law.cornell.edu/cfr/text/21/314.110#:~:text=Resubmit%20the%20application%20or%20abbreviated%20application%2C%20addressing%20all%20deficiencies%20identified%20in%20the%20complete%20response%20letter
https://open.fda.gov/apis/transparency/completeresponseletters/#:~:text=FDA%20will%20send%20the%20sponsor%20a%20CRL%20if%20the%20agency%20determines%20that%20it%20will%20not%20approve%20the%20application%20in%20its%20current%20form
https://open.fda.gov/apis/transparency/completeresponseletters/#:~:text=Currently%2C%20the%20database%20includes%20CRLs%20issued%20to%20sponsors%20as%20recently%20as%202025
https://jamanetwork.com/journals/jama/fullarticle/1817795#:~:text=Of%20the%20302%20identified%20NME%20applications%2C%20151%20%2850%25%29%20were%20approved%20when%20first%20submitted%20and%20222%20%2873.5%25%29%20were%20ultimately%20approved
https://pubmed.ncbi.nlm.nih.gov/30408574/#:~:text=446%20%2854.1%25%29%20applications%20received%20first-cycle%20approvals%20without%20a%20review%20extension%20resulting%20from%20a%20major%20amendment
https://doi.org/10.1016/j.drudis.2026.104739#:~:text=87%20%25%20of%20New%20Molecular%20Entities%20%28NMEs%29%20were%20approved%20during%20their%20first%20review%20cycle
https://intuitionlabs.ai/?utm_source=pdf
https://intuitionlabs.ai/articles/fda-novel-drug-approvals-2026-tracker


study explicitly contrasts with the earlier era, noting that "only around 50% of NMEs were approved at the first attempt, while approximately 26% never

achieved approval" during 2000 to 2012 (Source: doi.org). That gap, roughly 50% first-cycle success two decades ago versus 87% more recently,

represents one of the more consequential structural shifts in FDA regulatory practice, though no FDA-published figure yet exists to confirm whether

the 87% rate has held through 2026 specifically.

When CRLs do occur, a 2026 study in Therapeutic Innovation & Regulatory Science examined the underlying deficiencies for NMEs approved

between 2020 and 2024 and found that "among 43 novel therapeutics with CRLs, manufacturing deficiencies were most common (65% facilities; 51%

CMC)" (Source: link.springer.com). The same study found that recovery from a CRL is not fast: "median times from CRL receipt to resubmission and

approval were 0.60 years (0.40 to 1.42) and 1.28 years (0.87 to 1.81)" respectively (Source: link.springer.com), meaning a rejected application

typically costs a sponsor well over a year before reaching the market, if it reaches the market at all.

On review-time compliance specifically (a related but distinct metric from first-cycle approval), FDA's PDUFA performance reporting shows the agency

generally hitting its self-imposed clocks. In FY2023, Original Standard NMEs and BLAs achieved 100% on-time performance, with "27 of 27 on

time" against the 10-month standard goal (Source: www.fda.gov), while Original Priority NMEs and BLAs hit 92% on-time performance, with "35

of 38 on time" against the six-month priority goal (Source: www.fda.gov). As of the same report's preliminary FY2024 figures, FDA stated it was

"currently meeting or exceeding the 90-percent performance level for all 10 performance goals" (Source: www.fda.gov). More recent independent

analysis, however, has flagged some softening: Endpoints News, citing an RBC Capital Markets analysis, reported that in the second half of 2025,

"78% of drug approvals (new and supplemental filings) got action on time," which the outlet characterized as "slightly down from the historical range of

85% to 90%" (Source: endpoints.news). The same analysis found that despite significant FDA staff reductions during 2025, "only two applications took

more than a year for FDA to review, after the agency accepted them as reviewable" (Source: endpoints.news), suggesting review-timeline discipline

has largely held even amid organizational disruption.

Four named CRLs from 2026 illustrate these dynamics directly. Replimune disclosed in an SEC filing that it "received a complete response letter

(CRL) from the U.S. Food and Drug Administration (FDA) for the Company's Biologics License Application (BLA) for RP1" (Source: www.sec.gov) on

April 10, 2026, the drug's second rejection; trade press reported that "Replimune's stock fell nearly 20% Friday after the FDA rejected its advanced

melanoma drug for the second time" (Source: www.biospace.com). FDA's review team concluded that the data presented was "insufficient to conclude

substantial evidence of effectiveness" of RP1 in unresectable advanced cutaneous melanoma (Source: www.biospace.com), and the agency's letter

stated it "would not recommend" seeking approval based on results from a single-arm study (Source: www.biospace.com), despite RP1 being

proposed in combination with Bristol Myers Squibb's Opdivo (Source: www.biospace.com). Elevar Therapeutics received a July 10, 2026 CRL for a

hepatocellular carcinoma combination therapy where "the FDA's decision was related to deficiencies identified during a cGMP inspection of a

manufacturing site listed on the Rivoceranib NDA" (Source: www.globenewswire.com), a manufacturing-site issue consistent with the peer-reviewed

finding that facility deficiencies are the leading CRL cause. Sobi received a June 26, 2026 CRL for its gout therapy where the company reported that

"the FDA identified no concerns regarding the clinical efficacy or safety of NASP that impact approvability" (Source: www.prnewswire.co.uk), again

pointing to chemistry, manufacturing, and controls (CMC) issues rather than clinical shortfalls. Finally, Pierre Fabre and Atara Biotherapeutics
received a second CRL in January 2026 for tabelecleucel after FDA reversed its own earlier position, stating "that it no longer considers the previously

accepted single-arm ALLELE study to be adequate to support accelerated approval" (Source: www.pierrefabrepharmaceuticals.com), an unusually

direct example of a regulator changing its assessment of trial-design adequacy between review cycles.

Analysis of Key Segments

Beyond the raw approval count, CDER's 2025 annual report offers a useful lens for segmenting novel drug approvals by structural characteristics, and

several of those segments carry directly into what can be observed in the 2026 tracker. Orphan Drug designation covered half of all 2025 novel

approvals, a figure detailed in Table 2 above. That rare-disease concentration is visible in the 2026 tracker as well: Zycubo, for Menkes disease, and

Trutakna, for IgA nephropathy, both address conditions affecting small patient populations, continuing a multi-year pattern in which roughly half of all

novel approvals serve rare or ultra-rare indications.
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https://doi.org/10.1016/j.drudis.2026.104739#:~:text=only%20around%2050%20%25%20of%20NMEs%20were%20approved%20at%20the%20first%20attempt%2C%20while%20approximately%2026%20%25%20never%20achieved%20approval
https://link.springer.com/article/10.1007/s43441-026-00921-3#:~:text=Among%2043%20novel%20therapeutics%20with%20CRLs%2C%20manufacturing%20deficiencies%20were%20most%20common%20%2865%25%20facilities%3B%2051%25%20CMC%29
https://link.springer.com/article/10.1007/s43441-026-00921-3#:~:text=Median%20times%20from%20CRL%20receipt%20to%20resubmission%20and%20approval%20were%200.60%20years%20%280.40%E2%80%931.42%29%20and%201.28%20years%20%280.87%E2%80%931.81%29
https://www.fda.gov/media/188188/download#:~:text=Original%20Standard%20NMEs%20and%20BLAs%2010%20months%20of%20filing%20date%2027%20of%2027%20on%20time%20100%25
https://www.fda.gov/media/188188/download#:~:text=Original%20Priority%20NMEs%20and%20BLAs%206%20months%20of%20filing%20date%2035%20of%2038%20on%20time%2092%25
https://www.fda.gov/media/188188/download#:~:text=FDA%20is%20currently%20meeting%20or%20exceeding%20the%2090-percent%20performance%20level%20for%20all%2010%20performance%20goals
https://endpoints.news/fda-staff-cuts-mostly-didnt-impact-new-drug-review-timelines-analysis-finds/#:~:text=78%25%20of%20drug%20approvals%20%28new%20and%20supplemental%20filings%29%20got%20action%20on%20time.%20That%27s%20slightly%20down%20from%20the%20historical%20range%20of%2085%25%20to%2090%25
https://endpoints.news/fda-staff-cuts-mostly-didnt-impact-new-drug-review-timelines-analysis-finds/#:~:text=Only%20two%20applications%20took%20more%20than%20a%20year%20for%20FDA%20to%20review%2C%20after%20the%20agency%20accepted%20them%20as%20reviewable
https://www.sec.gov/Archives/edgar/data/1737953/000110465926042141/tm2611633d1_ex99-1.htm#:~:text=the%20company%20received%20a%20complete%20response%20letter%20%28CRL%29%20from%20the%20U.S.%20Food%20and%20Drug%20Administration%20%28FDA%29%20for%20the%20Company%27s%20Biologics%20License%20Application%20%28BLA%29%20for%20RP1
https://www.biospace.com/fda/replimunes-advanced-melanoma-drug-rebuffed-by-fda-for-second-time#:~:text=Replimune%27s%20stock%20fell%20nearly%2020%25%20Friday%20after%20the%20FDA%20rejected%20its%20advanced%20melanoma%20drug%20for%20the%20second%20time
https://www.biospace.com/fda/replimunes-advanced-melanoma-drug-rebuffed-by-fda-for-second-time#:~:text=the%20team%20found%20the%20data%20presented%20was%20%E2%80%9Cinsufficient%20to%20conclude%20substantial%20evidence%20of%20effectiveness%E2%80%9D%20of%20RP1%20in%20unresectable%20advanced%20cutaneous%20melanoma
https://www.biospace.com/fda/replimunes-advanced-melanoma-drug-rebuffed-by-fda-for-second-time#:~:text=the%20FDA%2C%20which%20wrote%20in%20the%20rejection%20letter%20that%20it%20%E2%80%9Cwould%20not%20recommend%E2%80%9D%20seeking%20approval%20based%20on%20results%20from%20a%20single-arm%20study
https://www.biospace.com/fda/replimunes-advanced-melanoma-drug-rebuffed-by-fda-for-second-time#:~:text=RP1%20was%20being%20proposed%20in%20combination%20with%20Bristol%20Myers%20Squibb%27s%20Opdivo%20to%20treat%20the%20rare%20skin%20cancer
https://www.globenewswire.com/news-release/2026/07/10/3325659/0/en/Elevar-Therapeutics-Receives-FDA-Complete-Response-Letter-for-Combination-of-Rivoceranib-and-Camrelizumab-as-a-First-line-Treatment-for-Unresectable-or-Metastatic-Hepatocellular-Ca.html#:~:text=The%20FDA%27s%20decision%20was%20related%20to%20deficiencies%20identified%20during%20a%20cGMP%20inspection%20of%20a%20manufacturing%20site%20listed%20on%20the%20Rivoceranib%20NDA
https://www.prnewswire.co.uk/news-releases/sobi-receives-complete-response-letter-from-fda-for-nasp-nanoencapsulated-sirolimus-plus-pegadricase-302812281.html#:~:text=The%20FDA%20identified%20no%20concerns%20regarding%20the%20clinical%20efficacy%20or%20safety%20of%20NASP%20that%20impact%20approvability
https://www.pierrefabrepharmaceuticals.com/sites/default/files/press/20260112_PS_FDA%20CRL%20on%20EBVALLO%20BLA.pdf#:~:text=the%20FDA%20stated%20that%20it%20no%20longer%20considers%20the%20previously%20accepted%20single-arm%20ALLELE%20study%20to%20be%20adequate%20to%20support%20accelerated%20approval
https://intuitionlabs.ai/?utm_source=pdf
https://intuitionlabs.ai/articles/fda-novel-drug-approvals-2026-tracker


A second segment worth tracking is first-in-class status, meaning a drug works through a mechanism distinct from any previously approved therapy.

CDER's 2025 report found that "CDER identified 20 of the 46 novel drugs approved (43%) in 2025 as first-in-class" (Source: www.fda.gov), meaning

nearly half of all novel approvals introduced a genuinely new mechanism rather than an incremental improvement on existing therapy classes. Several

of the case studies profiled later in this report carry first-in-class or first-and-only claims for 2026, including Merck's LIPFENDRA, described as "the

first FDA-approved oral PCSK9 inhibitor shown to lower LDL-C" (Source: www.merck.com), Celcuity's REVTORPYK, described as inhibiting "all class

I PI3K isoforms" simultaneously (Source: www.biospace.com), and Novartis's Fabhalta, itself considered a first-in-class complement inhibitor as

detailed in the case studies section below, suggesting the trend has continued into the current year even without a confirmed percentage.

A third segment is biosimilars, which are tracked separately from novel drug approvals but form an increasingly important adjacent category for the

same review divisions. CDER's 2025 report notes that "since 2015, CDER has approved 81 biosimilars for 20 reference products" (Source:

www.fda.gov), a cumulative figure that continues to grow each year as more biologics lose exclusivity. Finally, FDA's 2025 report disclosed a new fast-

lane mechanism worth watching through 2026: the Commissioner's National Priority Voucher pilot, under which "the agency took its first action in

this new program that aims to shorten review times from 10-12 months to 1-2 months" (Source: www.fda.gov). If that pilot scales through 2026 and

2027, it could materially compress the review-time distribution this report has otherwise characterized using the decades-old Priority Review and

Standard Review framework.

These segments interact with one another rather than operating independently. A drug that is both first-in-class and intended for a rare disease is

statistically more likely to receive multiple simultaneous designations, since Orphan Drug status and Breakthrough Therapy designation are frequently

sought together by sponsors developing therapies for small, well-defined patient populations where a strong unmet-need argument is easier to make.

Conversely, drugs addressing larger, more common conditions, such as Awiqli's basal-insulin indication or Xocova's infectious-disease indication in

this year's tracker, more often proceed through standard or priority review without the full designation stack that characterized Avlayah's Hunter

syndrome approval. Recognizing which segment a candidate falls into early in development remains one of the more consequential judgment calls a

regulatory affairs team makes, because it shapes which of FDA's four expedited programs may be relevant and whether a separate Orphan Drug

designation may be appropriate.
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https://www.fda.gov/media/190705/download?attachment=#:~:text=CDER%20identified%2020%20of%20the%2046%20novel%20drugs%20approved%20%2843%25%29%20in%202025%20as%20first-in-class
https://www.merck.com/news/mercks-lipfendra-enlicitide-is-the-first-and-only-once-daily-oral-pcsk9-inhibitor-approved-by-the-u-s-fda-to-reduce-ldl-c-in-adults-with-hypercholesterolemia/#:~:text=LIPFENDRA%20is%20a%20novel%20macrocyclic%20peptide%20and%20is%20the%20first%20FDA-approved%20oral%20PCSK9%20inhibitor%20shown%20to%20lower%20LDL-C
https://www.biospace.com/press-releases/celcuity-announces-fda-approval-of-revtorpyk-gedatolisib-for-the-treatment-of-hr-her2-pik3ca-wild-type-locally-advanced-or-metastatic-breast-cancer#:~:text=REVTORPYK%20is%20the%20first%20and%20only%20FDA-approved%20therapy%20that%20inhibits%20all%20class%20I%20PI3K%20isoforms
https://www.fda.gov/media/190705/download?attachment=#:~:text=Since%202015%2C%20CDER%20has%20approved%2081%20biosimilars%20for%2020%20reference%20products
https://www.fda.gov/media/190705/download?attachment=#:~:text=The%20agency%20took%20its%20first%20action%20in%20this%20new%20program%20that%20aims%20to%20shorten%20review%20times%20from%2010-12%20months%20to%201-2%20months
https://intuitionlabs.ai/?utm_source=pdf
https://intuitionlabs.ai/articles/fda-novel-drug-approvals-2026-tracker


Data Analysis and Evidence

The clearest way to contextualize 2026's pace of novel drug approvals is against FDA's own year-by-year totals going back over a decade. Table 3
compiles that series directly from CDER's published lists for each calendar year, with a secondary trade-press citation added for the years an

independent source cross-confirmed the totals.

YEAR CDER NOVEL DRUG APPROVALS SOURCE

2015 45 (Source: web.archive.org)

2016 22 (Source: web.archive.org)

2017 46 (Source: web.archive.org)

2018 59 (Source: web.archive.org)

2019 48 (Source: web.archive.org)

2020 53 (Source: web.archive.org)

2021 50 (Source: www.raps.org)

2022 37 (Source: www.raps.org)

2023 55 (Source: www.raps.org)

2024 50 (Source: www.raps.org)

2025 46 (Source: www.fda.gov)

2026 (through July 24) 29 (Source: www.fda.gov)

Table 3 makes clear that annual novel drug approval totals are volatile year to year rather than following a smooth trend line: the series swings from a

low of 22 in 2016 (Source: web.archive.org) to a high of 59 in 2018 (Source: web.archive.org). Only four of the 10 adjacent year-pairs in the table are

within five approvals of one another, reinforcing that annual totals vary materially. Averaging the full eleven complete years shown (2015 through

2025) yields roughly 46 approvals per year. Independent trade-press tabulation corroborates the FDA-sourced totals directly, confirming that "in 2024,

CDER approved 50 novel drugs" (Source: www.raps.org) and that "FDA approved 55 novel drugs in 2023, 37 in 2022, and 50 in 2021" (Source:

www.raps.org), figures that match FDA's own tables exactly. Annualizing the 2026 year-to-date figure is not straightforward given how unevenly

approvals land within a calendar year, but a simple run-rate extrapolation from 29 approvals through the first seven months would put 2026 on pace

for roughly the high 40s by year-end, a figure that would land near the middle of the eleven-year historical range rather than at either extreme, though

this is this report's own extrapolation rather than an FDA projection. No discrepancies of substance were found between FDA's primary tables and the

secondary trade-press confirmation, though this report treats the FDA tables themselves as authoritative in every case where the two sources might

have diverged.

The volatility evident in Table 3 has several plausible drivers beyond FDA's own operational capacity: a given year's total reflects how many sponsor

applications happened to complete Phase 3 development and clear internal company review in that specific twelve-month window, a function of

biotech funding cycles, clinical trial enrollment speed, and manufacturing readiness that FDA does not control. A low year like 2016's 22 approvals

does not necessarily indicate a more conservative agency; it may simply reflect a thinner pipeline of applications reaching FDA's door that year. This

distinction matters for anyone using annual approval counts as a proxy for regulatory stringency, since the same review standards can produce very

different annual totals depending on factors entirely outside CDER's control.
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https://web.archive.org/web/20210105170512/https://www.fda.gov/drugs/new-drugs-fda-cders-new-molecular-entities-and-new-therapeutic-biological-products/novel-drug-approvals-2015#:~:text=45.%20Zurampic%20lesinurad%2012/22/2015%20To%20treat%20high%20blood%20uric%20acid%20levels%20associated%20with%20gout
https://web.archive.org/web/20201222011438/https://www.fda.gov/drugs/new-drugs-fda-cders-new-molecular-entities-and-new-therapeutic-biological-products/novel-drug-approvals-2016#:~:text=22.%20Spinraza%20nusinersen%2012/23/2016%20To%20treat%20children%20and%20adults%20with%20spinal%20muscular%20atrophy%20%28SMA%29
https://web.archive.org/web/20201222011420/https://www.fda.gov/drugs/new-drugs-fda-cders-new-molecular-entities-and-new-therapeutic-biological-products/novel-drug-approvals-2017#:~:text=46.%20Giapreza%20angiotensin%20II%2012/21/2017%20To%20increase%20blood%20pressure%20in%20adults%20with%20septic%20or%20other%20distributive%20shock
https://web.archive.org/web/20201224064123/https://www.fda.gov/drugs/new-drugs-fda-cders-new-molecular-entities-and-new-therapeutic-biological-products/novel-drug-approvals-2018#:~:text=59.%20Ultomiris%20ravulizumab%2012/21/2018%20To%20treat%20paroxysmal%20nocturnal%20hemoglobinuria%20%28PNH%29
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Case Studies and Real-World Examples

Avlayah (Denali Therapeutics): Four Designations and Accelerated Approval

FDA approved Avlayah (tividenofusp alfa-eknm) on March 24, 2026, "to treat certain individuals with Hunter syndrome" (Source: www.fda.gov), a rare

inherited disorder also known as Mucopolysaccharidosis Type II (MPS II). The approval is a rare example of a single application stacking nearly every

expedited tool FDA offers: Avlayah "received breakthrough, fast track, priority review, and orphan drug designations and accelerated approval for this

indication" (Source: www.fda.gov). The approval rested on a Phase 1/2 trial in pediatric patients, where "the 44 patients with measurements at Week

24 had a 91% average decrease from baseline in CSF HS" (cerebrospinal fluid heparan sulfate, a disease biomarker) (Source: www.fda.gov). Denali's

own investor announcement noted that, in connection with the approval, "the FDA granted Denali Therapeutics a Rare Pediatric Disease Priority

Review Voucher (PRV)" (Source: investors.denalitherapeutics.com), a transferable credit that can itself be sold or used to expedite a future, unrelated

application, adding a secondary financial dimension to the approval beyond the drug's own commercial prospects.

LIPFENDRA (Merck): The First Oral PCSK9 Inhibitor

FDA approved Merck's LIPFENDRA (enlicitide decanoate) on July 15, 2026, to reduce low-density lipoprotein cholesterol (Source: www.fda.gov).

Merck announced that LIPFENDRA tablets 20 mg are an adjunct to diet and exercise for lowering LDL cholesterol in adults with hypercholesterolemia,

including heterozygous familial hypercholesterolemia (Source: www.merck.com). Merck describes the compound as "a novel macrocyclic peptide" and

"the first FDA-approved oral PCSK9 inhibitor shown to lower LDL-C" (Source: www.merck.com), a distinction that matters commercially because every

previously approved PCSK9 inhibitor required injection. The approval rested on "two Phase 3 trials from the CORALreef clinical program: CORALreef

Lipids and CORALreef HeFH" (Source: www.merck.com). FDA states that Lipfendra received Priority Review and that the application was also

reviewed under the Commissioner's National Priority Voucher pilot program.

Fabhalta (Novartis): From Accelerated to Traditional Approval

Fabhalta (iptacopan) offers a case study in how CDER's expedited pathways are designed to resolve over time rather than remain permanent. On

July 16, 2026, Novartis announced that FDA "has granted traditional approval for Fabhalta to slow kidney function decline in adults with primary

immunoglobulin A nephropathy" (Source: www.novartis.com). Novartis describes Fabhalta, "a first-in-class complement inhibitor," as having "received

approval under a priority review designation after an initial FDA accelerated approval in August 2024" (Source: www.novartis.com). In other words, the

drug's original 2024 approval relied on a surrogate endpoint under Accelerated Approval, and its 2026 conversion to full, traditional approval was

supported by confirmatory outcomes data showing that Fabhalta "slowed eGFR decline by 48% vs placebo over two years, demonstrating kidney

function preservation" (Source: www.novartis.com). This is precisely the mechanism Accelerated Approval was designed to enable: faster initial

access based on a surrogate marker, followed by verification against a clinical outcome that either confirms or withdraws that access.

REVTORPYK (Celcuity): A First-in-Class Dual Pathway Inhibitor

FDA approved REVTORPYK (gedatolisib), sponsored by Celcuity, on July 14, 2026, with the company stating "today announced that the U.S. Food

and Drug Administration (FDA) approved REVTORPYK (gedatolisib)" for HR-positive, HER2-negative, PIK3CA wild-type locally advanced or

metastatic breast cancer (Source: www.biospace.com). Celcuity describes the drug as "the first and only FDA-approved therapy that inhibits all class I

PI3K isoforms" and both mTOR complexes simultaneously (Source: www.biospace.com), a mechanism distinct from narrower PI3K-alpha-selective

inhibitors already on the market. The approval was "based on positive clinical results from the PIK3CA wild-type cohort of the Phase 3 VIKTORIA-1

trial" (Source: www.biospace.com), an example of biomarker-defined cohort selection increasingly common in oncology approvals.

Loargys (Immedica Pharma): Accelerated Approval for an Ultra-Rare Disease

FDA granted accelerated approval to Loargys (pegzilarginase-nbln) on February 23, 2026, with Immedica announcing "the U.S. Food and Drug

Administration (FDA) has granted accelerated approval of Loargys, an arginine specific enzyme indicated for the treatment of hyperargininemia" in

patients with Arginase 1 Deficiency (ARG1-D) (Source: www.immedica.com). The company describes ARG1-D as affecting "an estimated 250 people

living in the U.S." (Source: www.immedica.com), making it one of the smallest patient populations addressed by any 2026 novel approval. The

indication "is approved under accelerated approval based on reduction of plasma arginine," a surrogate endpoint (Source: www.immedica.com),

meaning Immedica will need confirmatory clinical-outcome data, likely relating to neurocognitive or functional endpoints, to convert this approval to

traditional status in a future cycle, following the same accelerated-to-traditional conversion pattern Novartis's Fabhalta completed earlier in 2026.
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Replimune's RP1: A Second Rejection Despite Breakthrough Status

Not every 2026 novel-drug story ends in approval. Replimune's oncolytic viral therapy RP1 (vusolimogene oderparepvec), proposed in combination

with Bristol Myers Squibb's Opdivo to treat the rare skin cancer, received its second CRL on April 10, 2026 (Source: www.sec.gov), despite having

previously carried Breakthrough Therapy designation, illustrating that even FDA's most favorable expedited designations do not guarantee an

eventual approval when the underlying single-arm trial data fails to persuade reviewers of substantial effectiveness. (This case is drawn entirely from
verified regulatory filings and news reporting; no hypothetical elements are involved.)

Read together, these six cases span nearly the full range of FDA's expedited-pathway toolkit, from Avlayah's four designations plus Accelerated

Approval to Replimune's cautionary reminder that Breakthrough Therapy designation is not a guarantee. The set includes four 2026 novel-drug

approvals, a traditional-approval conversion for Fabhalta, and Replimune's CRL; it should not be treated as six novel approvals. FDA states that both

Avlayah and Lipfendra received Priority Review, while Fabhalta's 2026 action was also reviewed under Priority Review. Taken as a set, the cases

illustrate that CDER's pathway choices track the specific clinical and regulatory circumstances of each application rather than following a single

formula, a nuance easily lost when only aggregate designation percentages are reported.

Implications and Future Directions

Two structural forces will shape how FDA novel drug approvals evolve over the remainder of 2026 and into 2027. The first is the continued expansion

of expedited-pathway usage documented in Table 2: with 72% of 2025's novel approvals using at least one expedited program and Breakthrough

Therapy usage more than doubling since 2023, sponsors and regulatory affairs teams have strong incentive to build designation strategy into clinical

development plans from Phase 1 onward rather than treating expedited-pathway applications as an afterthought. Independent industry tracking has

reached similar conclusions about the multi-year pattern of rising expedited-program usage even as total approval volume fluctuates (Source:

www.raps.org). The Commissioner's National Priority Voucher pilot, which aims to compress review times from ten to twelve months down to one or

two months for qualifying applications, could further compress the review-time distribution this report has characterized using the decades-old Priority

Review framework, though its eventual scale and eligibility criteria remain to be seen through the rest of 2026.

The second force is the growing formal role of artificial intelligence in the regulatory process itself. FDA's own guidance, issued January 7, 2025

(Source: www.hhs.gov), establishes "a risk-based credibility assessment framework that may be used for establishing and evaluating the credibility of

an AI model for a particular context of use" in supporting drug and biological product regulatory decisions (Source: www.fda.gov). That framework

matters directly for how sponsors build submissions: as AI tools become embedded in everything from trial-data analysis to manuscript and dossier

preparation, regulatory teams need a defensible way to document how much weight an AI-derived output carried in a given regulatory claim, and

FDA's guidance is the first formal attempt to standardize that documentation.

Consultancies advising life-sciences organizations on regulatory and commercial strategy have been tracking this shift closely. IntuitionLabs, an AI

and Veeva-focused consultancy serving pharmaceutical and life-science organizations, has noted that AI-enhanced drug discovery and development

"can accelerate timelines by up to 60%, according to recent research by Deloitte" (Source: intuitionlabs.ai), a figure that, if realized broadly, would

compress not just discovery timelines but the entire pipeline feeding into the CDER approval counts tracked throughout this report. Separate

estimates cited by the same consultancy peg the commercial opportunity even higher, noting that "McKinsey estimated AI could generate $100B+ in

annual value for the pharmaceutical industry, and adoption since 2024 has tracked ahead of that curve" (Source: intuitionlabs.ai). The firm's own

positioning emphasizes "built-in compliance with FDA, EMA, and global regulations" as a design requirement for any AI tooling deployed inside a

regulated pharmaceutical workflow (Source: intuitionlabs.ai), a framing consistent with FDA's own January 2025 guidance treating AI credibility

assessment as a documented, auditable process rather than an informal add-on. For sponsors navigating designation strategy, PDUFA timelines, and

CRL risk simultaneously, the practical implication is that AI-assisted regulatory intelligence, whether used to model designation eligibility, benchmark

review-time expectations against the historical data in this report, or draft submission documentation, is moving from a novelty into a standard

component of how regulatory affairs teams operate, provided that documentation and compliance requirements are treated as inseparable from the

underlying analysis.

Beyond these two structural forces, sponsors should also weigh how the interplay between designation strategy and Complete Response Letter risk

affects overall program economics. A drug that pursues Breakthrough Therapy or Accelerated Approval gains faster initial access to the market but

takes on additional confirmatory-trial obligations and, as Fabhalta and Loargys both illustrate, a multi-year path to full traditional approval. A drug that

instead pursues standard review avoids that confirmatory burden but forfeits months or years of exclusive market time. Neither path is strictly superior;

the right choice depends on how confident a sponsor is in its surrogate-endpoint data, how large the addressable patient population is, and how much
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competitive pressure exists from rival programs targeting the same indication. Regulatory affairs teams increasingly model this tradeoff quantitatively

rather than relying on precedent alone, which is precisely the kind of structured, historically grounded analysis this report's own data tables are

designed to support.

Looking ahead, three data points from this report merit continued monitoring through the remainder of 2026: whether the year's final novel drug count

lands closer to the historical average of 46 approvals per year (2015 to 2025) or falls further toward the lower end of the eleven-year range shown in

Table 3; whether the four 2026 CRLs profiled in this report, at Replimune, Elevar, Sobi, and Pierre Fabre and Atara Biotherapeutics (Source:

www.pierrefabrepharmaceuticals.com), prove representative of a broader uptick in manufacturing-related rejections consistent with the finding that

facility deficiencies drive the majority of CRLs (Source: link.springer.com); and whether CDER's eventual 2026 annual innovation report, expected in

January 2027, confirms that Breakthrough Therapy and Accelerated Approval usage continued their multi-year climb documented in Table 2.

Frequently Asked Questions (FAQs)

How many novel drugs has the FDA approved in 2026?

CDER's own tracker showed 29 novel drug approvals as of July 24, 2026, per the agency's statement that the list was "Showing 1 to 29 of 29

entries" (Source: www.fda.gov). That figure will continue to rise through the rest of the year as FDA takes action on additional applications, and it

compares with 46 in 2025 and 50 in 2024, per FDA's own year-by-year lists summarized in Table 3 above.

What counts as a "novel drug approval" for CDER's purposes?

FDA defines novel drugs as those never before approved or marketed in the U.S., covering new molecular entities and new therapeutic biological

products, but excluding vaccines, blood products, plasma derivatives, and cellular and gene therapies, which FDA tracks under separate programs, as

detailed in the Introduction section above.

What is the difference between Accelerated Approval and standard approval?

Accelerated Approval lets FDA approve a drug for a serious condition based on a surrogate endpoint that is thought to predict clinical benefit but is

not itself a direct measure of that benefit, with the sponsor obligated to run a confirmatory trial afterward, as defined on FDA's own explanatory page

cited in the Review Pathways section above. Standard approval (sometimes called traditional approval) requires direct evidence of clinical benefit up

front, with a 10-month PDUFA review goal rather than the 6-month goal available under Priority Review. Novartis's Fabhalta, profiled above, moved

from Accelerated Approval in 2024 to traditional approval in 2026 once confirmatory kidney-outcomes data was available (Source: www.novartis.com).

What is FDA's first-cycle approval rate?

FDA has not published a 2026 year-to-date aggregate first-cycle approval rate. Its annual reports provide annual results: 39 of 46 novel drugs (85%) in

2025 and 37 of 50 (74%) in 2024 were approved on the first cycle; peer-reviewed research provides additional historical estimates. A 2026 study

found that 87% of NMEs approved from 2013 to 2023 were approved on their first review cycle (Source: doi.org), compared with roughly 50% for

NMEs reviewed from 2000 to 2012 (Source: jamanetwork.com) and 54.1% for NDAs reviewed from 2008 to 2017 (Source: pubmed.ncbi.nlm.nih.gov).

No specific 2026 year-to-date first-cycle rate has been published by FDA or in the peer-reviewed literature as of this report.

What is a Complete Response Letter, and how common are they in 2026?

A Complete Response Letter (CRL) is FDA's formal notice, issued under 21 CFR 314.110, that an application will not be approved in its current

form, and after which the sponsor may resubmit, addressing all deficiencies identified in the complete response letter (Source: www.law.cornell.edu).

No official aggregate 2026 CRL count or rate has been published, but this report documents four named 2026 CRLs, at Replimune (Source:

www.biospace.com), Elevar Therapeutics (Source: www.globenewswire.com, Sobi (Source: www.prnewswire.co.uk), and Pierre Fabre and Atara

(Source: www.pierrefabrepharmaceuticals.com), with manufacturing and chemistry-related deficiencies cited in three of the four cases, consistent with

peer-reviewed findings that "manufacturing deficiencies were most common" among recent CRLs (Source: link.springer.com).

How does Breakthrough Therapy designation differ from Priority Review?

Breakthrough Therapy designation is granted early in development, based on preliminary clinical evidence that a drug shows substantial

improvement over available therapy, and provides intensive FDA guidance throughout development, per FDA's own definition cited in the Review

Pathways section above. Priority Review is a distinct designation applied at the time of application filing that shortens the FDA review clock itself to 6
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months from the standard 10. A drug can carry both simultaneously, as Denali's Avlayah did in 2026, alongside Fast Track, Orphan Drug designation,

and Accelerated Approval (Source: www.fda.gov).

How many 2025 novel drugs received Priority Review, and is that pattern continuing into 2026?

In 2025, 21 of 46 novel drug approvals (46%) were designated Priority Review, per Table 2 above, continuing a pattern that held at 56% in both 2023

and 2024. Whether 2026 continues near that range will not be confirmable until CDER's 2026 annual report is published in January 2027, though

several named 2026 approvals profiled in this report, including Avlayah, did carry Priority Review designation individually.

How many biosimilars has CDER approved, and how does that differ from novel drug
approvals?

Biosimilars are tracked separately from novel drug approvals because they rely on an abbreviated pathway referencing an already-approved biologic

rather than standalone clinical evidence of a new molecular entity. CDER's 2025 annual report states that since 2015, CDER has approved 81

biosimilars for 20 reference products, a figure that sits entirely outside the novel drug counts in Table 3 above.

Conclusion

FDA's Center for Drug Evaluation and Research had approved 29 novel drugs by July 24, 2026, a pace that, if it continues, would land the year within

the wide but not unprecedented range CDER has recorded annually since 2015. The data assembled in this report point to a regulatory environment

where expedited pathways, Priority Review, Breakthrough Therapy, Accelerated Approval, Fast Track, and Orphan Drug designation, have become

the default rather than the exception for novel drug applications, with nearly three-quarters of 2025's approvals relying on at least one such program.

First-cycle approval rates have improved substantially over the past two decades even as individual, high-profile Complete Response Letters, at

Replimune, Elevar Therapeutics, Sobi, and the Pierre Fabre and Atara Biotherapeutics partnership, continue to demonstrate that no designation,

however favorable, guarantees an eventual approval. The four named 2026 novel-drug approvals profiled in this report, together with Fabhalta's

traditional-approval conversion and Replimune's CRL, illustrate the range of regulatory actions discussed here: sometimes a single application stacks

five designations at once, sometimes an existing drug's accelerated-approval indication converts to traditional approval, and sometimes a first-in-class

mechanism reaches patients for the first time. Regulatory affairs teams, investors, and the AI-enabled consultancies now advising on submission

strategy, some of which, like IntuitionLabs, frame AI-assisted regulatory intelligence as a natural extension of the same designation-tracking discipline

this report has applied to CDER's own data (Source: intuitionlabs.ai), all have reason to track this tracker closely through the remainder of 2026 and

into CDER's next annual report.

Tags: fda novel drug approvals 2026, cder novel drug approvals, fda first cycle approval rate, breakthrough therapy designation, priority review fda,

accelerated approval fda, complete response letter fda, new molecular entities 2026
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IntuitionLabs - Industry Leadership & Services

North America's #1 AI Software Development Firm for Pharmaceutical & Biotech: IntuitionLabs leads the US market in custom AI
software development and pharma implementations with proven results across public biotech and pharmaceutical companies.

Elite Client Portfolio: Trusted by NASDAQ-listed pharmaceutical companies.

Regulatory Excellence: Only US AI consultancy with comprehensive FDA, EMA, and 21 CFR Part 11 compliance expertise for

pharmaceutical drug development and commercialization.

Founder Excellence: Led by Adrien Laurent, San Francisco Bay Area-based AI expert with 20+ years in software development, multiple

successful exits, and patent holder. Recognized as one of the top AI experts in the USA.

Custom AI Software Development: Build tailored pharmaceutical AI applications, custom CRMs, chatbots, and ERP systems with advanced
analytics and regulatory compliance capabilities.

Private AI Infrastructure: Secure air-gapped AI deployments, on-premise LLM hosting, and private cloud AI infrastructure for pharmaceutical

companies requiring data isolation and compliance.

Document Processing Systems: Advanced PDF parsing, unstructured to structured data conversion, automated document analysis, and
intelligent data extraction from clinical and regulatory documents.

Custom CRM Development: Build tailored pharmaceutical CRM solutions, Veeva integrations, and custom field force applications with

advanced analytics and reporting capabilities.

AI Chatbot Development: Create intelligent medical information chatbots, GenAI sales assistants, and automated customer service solutions

for pharma companies.

Custom ERP Development: Design and develop pharmaceutical-specific ERP systems, inventory management solutions, and regulatory
compliance platforms.

Big Data & Analytics: Large-scale data processing, predictive modeling, clinical trial analytics, and real-time pharmaceutical market

intelligence systems.

Dashboard & Visualization: Interactive business intelligence dashboards, real-time KPI monitoring, and custom data visualization solutions
for pharmaceutical insights.

Leading Claude & ChatGPT AI Enablement and Training: Help biotech and pharmaceutical teams adopt Claude and ChatGPT through

practical training, governed workflows, use-case development, and implementation designed for regulated environments.

AI Consulting & Training: Comprehensive AI strategy development, team training programs, and implementation guidance for

pharmaceutical organizations adopting AI technologies.

Contact founder Adrien Laurent and team at intuitionlabs.ai/contact for a consultation.
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DISCLAIMER

The information contained in this document is provided for educational and informational purposes only. We make no representations or warranties of
any kind, express or implied, about the completeness, accuracy, reliability, suitability, or availability of the information contained herein.

Any reliance you place on such information is strictly at your own risk. In no event will IntuitionLabs.ai or its representatives be liable for any loss or

damage including without limitation, indirect or consequential loss or damage, or any loss or damage whatsoever arising from the use of information
presented in this document.

This document may contain content generated with the assistance of artificial intelligence technologies. AI-generated content may contain errors,
omissions, or inaccuracies. Readers are advised to independently verify any critical information before acting upon it.

All product names, logos, brands, trademarks, and registered trademarks mentioned in this document are the property of their respective owners. All

company, product, and service names used in this document are for identification purposes only. Use of these names, logos, trademarks, and brands
does not imply endorsement by the respective trademark holders.

IntuitionLabs.ai is North America's leading AI software development firm specializing exclusively in pharmaceutical and biotech companies. As the

premier US-based AI software development company for drug development and commercialization, we deliver cutting-edge custom AI applications,
private LLM infrastructure, document processing systems, custom CRM/ERP development, and regulatory compliance software. Founded in 2023 by

Adrien Laurent, a top AI expert and multiple-exit founder with 20 years of software development experience and patent holder, based in the San
Francisco Bay Area.

This document does not constitute professional or legal advice. For specific guidance related to your business needs, please consult with appropriate

qualified professionals.

© 2026 IntuitionLabs.ai. All rights reserved.
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