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A year ago, the US Food and Drug Administration (FDA) launched a
new “ultra-fast” review programme intended to dramatically shorten
review times for drug and biological product applications, as well
as for manufacturing or efficacy supplements. The initiative aligns
with the agency’s broader effort to improve approval efficiency and
modernise regulatory frameworks to address emerging public health
needs. With several actions already taken since launch, the FDA plans
to publicly review the programme in early June.

Announced in June 2025 by then-FDA Commissioner Marty
Makary, MD, MPH, the Commissioner’s National Priority Voucher
(CNPV) Pilot Program employs a “tumour board—style” review model
to accelerate the evaluation and review of products aligned with one of
five critical US national health priorities:

»  Public Health Crisis Response: Products addressing urgent or
emerging threats or significant population impact.

+  Innovative Breakthrough Therapies: Transformative treatments
with novel mechanisms that fundamentally change disease
management.

»  Large Unmet Medical Needs: Therapies for conditions where
existing treatments inadequately address patient outcomes.

+  Onshoring and Supply Chain Resilience: Efforts that strengthen
domestic capacity, reduce foreign dependencies and improve
national security.

«  Affordability: Approaches that improve overall value through
reduced costs to the healthcare system or expand access to
important products.!

Makary noted that although the FDA has long led global medical
innovation, “that leader status has been in jeopardy”and described
the CNPV Pilot Program as a step toward modernising the agency’s
regulatory processes.? The pilot programme aims to reduce review
times for qualifying new drug applications (NDAs), biologics license
applications (BLAs), and manufacturing or efficacy supplements from
the standard 10-12 months to a target of 1—2 months.

Core Elements of the Programme

Coordinated by the Office of the Chief Medical Officer (OCMO)
within the Office of the Commissioner, the pilot programme involves
the Center for Drug Evaluation and Research (CDER), the Center for
Biologics Evaluation and Research (CBER), and the Oncology Center
of Excellence (OCE)3

To participate, companies must submit a statement of interest
identifying the relevant national health priority and briefly describe
how their programme aligns with it. Requested information includes:

+  The targeted disease or condition
+  The potential impact of the drug

+  The current stage of development (with clinical data highlights,
as relevant)

+  The unique aspects of the approach

+  The specific issues for which enhanced communication with the
FDA would facilitate development*

Potential participants may also be identified through internal
nominations. In either case, factors considered in the voucher
selection phase include alignment with national priorities, anticipated
public health impact, readiness indicators (e.g., completeness of
results), resource and timing considerations, and known risks,
uncertainties, or dependencies.?

As part of the programme, the FDA established the CNPV Review
Council, which provides recommendations to the delegated official
(e.g., the deputy chief medical officer) on voucher selection and to the
relevant center director to inform the center director’s approvability
recommendation for the portions of the application reviewed by the
council.

Makary likened the council’s multidisciplinary structure to clinical
tumour boards, where experts jointly evaluate complex evidence.
While the council informs review, final approval decisions remain
within the FDA centers and follow the usual FDA processes. Criteria
for voucher selection are outlined in the agency’s FDA Staff Manual
Guide issued in January 2026.5

Companies selected for the pilot programme receive a voucher
entitling them to benefits including enhanced communications and
rolling review to support a shortened review timeline. As described
in the FDA’s Guidance for Industry: Expedited Programs for Serious
Conditions — Drugs and Biologics (May 2014), rolling review allows the
agency to evaluate portions of an application as they are submitted.®
According to the agency’s CNPV Pilot Program submission webpage
(updated July 22, 2025), the FDA will award a limited number of
vouchers on a rolling basis.

The February 2026 Town Hall slides posted on the CNPV landing
page note that the pilot programme includes an approximately 60-
day presubmission period, followed by an abbreviated filing period
of 1421 days and an application review period of 30-60 days.*”
During presubmission, sponsors may meet with review divisions to
establish a mutually agreed-upon timeline and address review issues
(e.g., chemistry, manufacturing, and controls [CMC] and inspection)
in advance to prevent delays.3

How the Pilot Compares

Complementing the FDA’s established expedited programmes —
including Fast Track, Breakthrough Therapy, Accelerated Approval,
and Priority Review — the CNPV Pilot Program targets products of
national significance, combining expedited review with intensified
regulatory engagement. Key differentiators of the CNPV Pilot
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Program are its ultra-rapid review pathway and the nontransferability
of its vouchers. By contrast, the FDA'’s Priority Review Voucher (PRV)
programme awards transferable vouchers to sponsors who obtain
approval for certain qualifying applications (e.g., treatments for
tropical diseases, rare pediatric diseases, or material threat medical
countermeasures).®

PRV recipients may use the voucher for a future human drug
application submitted to the FDA or transfer it to another party. A
redeemed PRV entitles the holder to obtain priority review (a 6-month
review clock)® for a future application that would not otherwise
qualify, upon payment of the annual PRV user fee announced in the
Federal Register.®

The FDA noted in the Town Hall overview that the CNPV Pilot
Program builds on elements from the OCE'’s Real-Time Oncology
Review (RTOR) and the Split Real Time Application Review (STAR)
pilot programme. Both the RTOR and STAR programmes shift review
activities earlier in the process to shorten overall time to approval
without altering statutory review clocks.** Each programme permits
the FDA to begin evaluating portions of an application before the
traditional complete submission milestone, enabling reviewers to
identify issues sooner, reduce back-and-forth communication later
in the cycle, and streamline the path to a final decision.

Achievements and Current Status

Completed in two months, the first review decision under the CNPV
Pilot Program was issued in December 2025 for Augmentin XR
(amoxicillin-clavulanate potassium) from USAntibiotics.12 Originally
approved by the FDA in 2002, Augmentin XR is indicated for the
treatment of community-acquired pneumonia and acute bacterial
sinusitis in adults and pediatric patients.

According to the sponsor, Augmentin XR had been off the US
market since August 2011, when the previous manufacturer ceased
production.”® The sponsor indicated that the FDA had confirmed
in October 2024 that the drug had not been withdrawn for safety
or effectiveness reasons. Based on available information, the
December 2025 action appears to have been a manufacturing-focused
re-approval rather than a new NDA or labeling supplement. Because
Drugs@FDA posts only original applications, efficacy supplements,
and labeling supplements, this CMC-based action does not appear in
the public database (see Sidebar below).

The FDA updates its Drugs@FDA database with information
from original NDAs/BLAs, efficacy supplements, and labeling
supplements, as described on the Drugs@FDA Frequently Asked
Questions webpage.* Under 21 CFR 314.70, many post-approval
manufacturing changes — such as facility or supply chain changes —
are submitted as Changes Being Effected in 30 Days (CBE 30),
CBE, or annual reportable supplements, categories that generally
do not require labeling updates.s

In announcing the approval, the FDA noted that essential medicines
such as amoxicillin and Augmentin XR “have experienced documented
shortages... highlighting the critical need for stable domestic
manufacturing capacity to protect public health” The agency stated
that the Augmentin XR application demonstrated “clear alignment”
with the CNPV programme’s national health priorities by strengthening
the US drug supply chain and addressing antibiotic shortages.

By May 2026, the agency had awarded vouchers for 21 products and
granted seven approvals, including two notable programme firsts. On

April 1, the FDA approved the first new molecular entity (NME) under
the programme, Foundayo (orforglipron) from Eli Lilly and Company. In
the press release announcing the approval, the FDA noted that this was
also the fastest approval of an NME since 2002 The second notable first
under the pilot was the April 23 approval of Otarmeni (lunsotogene parvec-
cwha) from Regeneron Pharmaceuticals, Inc,, representing first-ever dual
adeno-associated virus (AAV) vector-based gene therapy for the treatment
of a type of genetic hearing loss.”” All of these awards and approvals are
summarised in Tables 1 and 2; the dates of these entries are drawn from
FDA press announcements published between 2025 and 2026.

On June 4, 2026, the FDA will host a public meeting to solicit feedback
and perspectives on the CNPV Pilot Program, including topics such as the
eligibility criteria, voucher selection processes, sponsor responsibilities,
FDA review procedures, and overall programme implementation®
Written comments may be submitted through June 29, 2026.
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