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TODAY'S QUESTION

If clinical development gets faster, what has to change in data and statistical programming?

WHY SELECTED

FDA's current modernization program links Expedited INDs, CRO participation, quantitative dose selection, real-time trial signals
and more flexible late-stage designs. It is a practical way to ask what shorter development cycles mean for validated data and
analysis workflows.

Difficulty: C1 - FDA + CRO + real-time trials + statistical programming

READING ORDER - 30 MINUTES

Min Task Focus

0-3 Preview Identify early- and late-stage actions.

3-13 FDA overview Expedited IND, QSP and master protocols.

13-19 CRO angle CROs as potential Qualified Research Institutions.
19-25 Real-time Define predefined trial signals.

25-30 Output Design one SP signal pipeline.

SOURCES - OPEN ACCESS

Main - FDA - August 2026
FDA Actions to Accelerate and Modernize Early and Late-Stage Clinical Development
Open source

Support - FDA - 6 Aug 2026
Expedited IND Pilot Program Educational Webinar
Open source

Support - FDA - 28 Apr 2026
FDA Announces Major Steps to Implement Real-Time Clinical Trials
Open source

BRIEF BACKGROUND

The proposed Expedited IND pilot would connect sponsors with Qualified Research Institutions, including CROs, to support
first-in-human protocol and Phase 1 IND preparation.

FDA is emphasizing phase-appropriate requirements and QSP-based dose selection for selected first-in-human programs.

FDA has initiated real-time trial proofs of concept and states that it has received and validated predefined signals from
AstraZeneca's TRAVERSE study.

Real-time trial architecture is about lower decision latency for predefined information, not automatically streaming every raw trial
record.

For SP teams, faster cycles increase the importance of incremental extracts, deterministic derivations, automated QC, versioning
and reviewer accountability.
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https://www.fda.gov/industry/fda-actions-accelerate-and-modernize-early-and-late-stage-clinical-development
https://www.fda.gov/news-events/fda-meetings-conferences-and-workshops/expedited-ind-pilot-program-educational-webinar-stakeholders-08062026
https://www.fda.gov/news-events/press-announcements/fda-announces-major-steps-implement-real-time-clinical-trials

KEY VOCABULARY

Term

development continuum
first-in-human trial

rolling submission

clinical hold
phase-appropriate

qualified research institution
quantitative systems

pharmacology

minimum anticipated biological
effect level

real-time clinical trial

data signal

continuous trial

master protocol

confirmatory evidence

decision latency

operational readiness
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Meaning / use

The connected path from early development through pivotal trials and
regulatory submission.

The first clinical study in which an investigational product is
administered to people.

Submitting components as they become ready rather than waiting for
one complete package.

An FDA action that delays or stops a proposed or ongoing clinical
investigation.

Suitable for the development stage rather than applying late-stage
requirements too early.

A proposed partner organization, including CROs, that may help
sponsors prepare early IND work.

Mechanistic modeling used to connect biology, pharmacology and
dose selection.

A dose-selection concept used for certain first-in-human studies.

A trial architecture in which selected endpoints or data signals are
shared and reviewed rapidly.

A predefined piece of trial information used to support monitoring or
decision-making.

A development concept that aims to reduce gaps between
conventional trial phases.

A shared trial framework that can evaluate multiple diseases,
subgroups or treatments.

Additional evidence used to support the conclusion from a pivotal
investigation.

The time between data becoming available and a decision being
made.

The ability of systems and teams to run a workflow reliably under real
production conditions.
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USEFUL PHRASES

1

. shorten the time from drug identification to first-in-human study - The pilot aims to shorten the time from drug

identification to first-in-human study.

2

3
4
5
6.
7
8
9

. clarify phase-appropriate requirements - FDA is trying to clarify phase-appropriate requirements.

. reduce unnecessary regulatory burden - The initiative seeks to reduce unnecessary regulatory burden.

. share predefined signals in real time - Sponsors may share predefined signals in real time.

. minimize the need for clinical holds - Better early submissions may minimize the need for clinical holds.
compress the decision cycle - Real-time data can compress the decision cycle.

.remove handoff latency between teams - Automation can remove handoff latency between teams.

. preserve traceability while increasing speed - The challenge is to preserve traceability while increasing speed.

. support rapid but reproducible analysis - Statistical programming must support rapid but reproducible analysis.

10. design for continuous rather than batch processing - Some workflows may need to be designed for continuous rather
than batch processing.

COMPREHENSION QUESTIONS

1
2
3
4
5

. Why does FDA frame modernization as a continuum?

. What role could CROs play in the Expedited IND model?

. Why do phase-appropriate requirements matter?

. What is the difference between a real-time signal and all raw data?

. Which SP bottlenecks become more serious when decisions are faster?

RETELLING PROMPTS

30 sec: Expedited IND -> quantitative development -> real-time trials.

45 sec: Sponsor -> CRO/QRI -> first-in-human protocol -> rolling IND -> FDA.

60 sec: Explain why speed increases the need for reproducibility and traceability.

5-MINUTE SPEAKING / OUTPUT TASK

Minute 1: Choose DLT, Grade 3+ TEAE, SAE, lab stopping rule, PK or response.
Minutes 2-3: Define source data, deterministic derivation, QC and threshold.
Minute 4: Add timestamps, versions, reviewer identity and regeneration rules.
Minute 5: Explain when the signal is safe to use.

ONE SENTENCE TO KEEP

Faster clinical development does not reduce the need for statistical-programming controls; it makes reproducible

d

erivations, automated QC, and traceable decision signals more important.
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