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Executive Summary

The FDA publicly launched Elsa, its generative Al assistant, on June 2, 2025. Its documented uses include
reading, writing, summarizing adverse-event narratives, comparing labels, and helping identify high-priority
inspection targets (FDA launch announcement). Careful documentation of manufacturing deviations is a useful
inspection-readiness recommendation.

The documented 2025 workflow centered on materials supplied by FDA users. The September 2025 privacy
assessment describes user-created document libraries and uploads, and explicitly excludes direct access to
internal FDA databases or real-time FDA systems (FDA privacy assessment). This supports a document-
assistance account, rather than a claim that Elsa automatically scans a company’s entire electronic footprint or
continuously ranks facilities.

Potential inspection benefits should be treated as goals requiring evaluation. This article does not establish a
benchmark for inspection speed, completeness, precision, or improved outcomes. The phrase “regulatory
intelligence engine” should be read as an analytical description, not evidence of automatic surveillance.
Decisions remain subject to human oversight by authorized FDA personnel (FDA privacy assessment). Robust
validation and output review are important recommendations; this article does not establish an ongoing FDA
program of periodic Al-output audits.

This report examines Elsa’s documented capabilities and their implications for inspection selection. It
distinguishes agency announcements from illustrative scenarios and provides a dated timeline of the tool's
evolution. FDA announced optional agentic Al capabilities on December 1, 2025; its January 2026 Scientific
Computing Day was the planned showcase for an internal challenge (FDA agentic Al announcement). On May
6, 2026, FDA announced that HALO integration had begun, enabling a later data-querying workflow (FDA Elsa
4.0 and HALO announcement). These milestones do not establish that Elsa originally had direct database
connectivity or that a single “full agentic mode” was completed in January 2026.

1. Introduction and Background

1.1 FDA Inspection Framework and Challenges

The FDA has long maintained a compliance program to ensure product safety, quality, and efficacy — notably
through facility inspections of manufacturers, laboratories, and other regulated entities. Traditionally,
inspection scheduling has been risk-based, with higher-risk products (e.g. sterile injectables, biologics) and
sites with warning letters or recalls receiving priority. Inspectors relied on historical compliance data, reported
adverse events, and inspection planning to select sites. Under normal circumstances inspectors would travel
worldwide to conduct on-site evaluations, often reviewing physical records, interviewing staff, and verifying
quality systems.

Remote Regulatory Assessments (RRAS) are a separate remote oversight mechanism. FDA's final RRA
guidance covers foreign and domestic establishments and distinguishes mandatory participation under
applicable legal authorities from voluntary RRAs. An RRA is not an inspection under sections 704(a)(1) or
704(a)(5) of the Federal Food, Drug, and Cosmetic Act. The guidance preserves a specific exception: remote
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Foreign Supplier Verification Program (FSVP) records requests under section 805 and the implementing
regulations function as inspections of importers’ FSVP compliance. An RRA can precede, prompt, or follow an
inspection; it is not a substitute legal designation for an overseas inspection.

1.2 Emergence of Generative Al at FDA

FDA's June 2, 2025 announcement publicly launched Elsa agency-wide after a scientific-reviewer pilot. The
release describes an LLM-powered assistant for reading, writing, and summarizing, including adverse-event
summaries, label comparisons, clinical protocol reviews, scientific evaluations, and identification of high-priority
inspection targets. It does not establish that Elsa continuously accessed agency databases or company
systems.

The September 2025 privacy assessment describes general chat and document-library chat. FDA users
choose the materials used in Elsa, including documents they upload or place in libraries. This is the
documented basis for explaining the original tool’s inspection-support role.

1.3 Scope and Structure of This Report

This report examines Elsa’s technical architecture and operational role (Section 2), its documented inspection-
targeting use case (Section 3), and the limits of available evidence (Section 4). A dated timeline separates the
2025 launch and agentic deployment from May 2026 HALO integration. Illustrative scenarios are explicitly
hypothetical. Sections 5 and 6 discuss governance, industry preparation, and potential future applications.
Section 7 concludes with the distinction between documented assistance and inspection-performance claims
that require evaluation.

2. Elsa’s Development and Capabilities

2.1 Genesis of “Project Elsa”

FDA's June 2, 2025 launch release followed a pilot with scientific reviewers and made Elsa available agency-
wide ahead of the agency’s June 30 target. The release identifies protocol review, scientific evaluation, and
inspection targeting among the uses already underway.

The original tool should be understood as a work assistant. The September 2025 privacy assessment
describes responses based on user prompts, general chat, and document-library chat. It explicitly says that the
system did not directly access other internal FDA systems.

2.2 Technical Architecture and Data Access

The September 2025 privacy assessment describes Elsa in an FDA-controlled, high-security GovCloud
environment. It names the models then in use as pre-trained static versions of Claude Sonnet, Gemini, and
Titan Embeddings. That disclosure is dated information, not a claim about the current model configuration.

In that documented 2025 configuration, Elsa had no direct access to internal FDA databases or real-time FDA
systems. Users controlled the materials supplied through prompts, uploads, and user-created document
libraries. Inspection-related summaries or comparisons should therefore be described in terms of documents
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selected by FDA personnel, not automatic access to FAERS, MAUDE, inspection histories, or company
records. This article does not establish a deployed facility-ranking algorithm.

On May 6, 2026, FDA separately announced Elsa 4.0 and the start of HALO integration. HALO consolidated
more than 40 application and submission data sources, systems, and portals across FDA centers. The
integration was intended to let staff query data and build workflows without uploading documents in every chat.
The release describes Elsa in a FedRAMP High secure Google Cloud Platform environment, secure web-data

search while not connected to the internet, and human experts verifying inputs, analysis, and output

implementation. It does not establish unrestricted access to company systems, continuous automatic

monitoring, or validated inspection-ranking performance.

2.3 Pilot Phase and Rollout

The following timeline separates the public launch from subsequent capability announcements:

Date Documented milestone Evidence limit
June 2, 2025 FDA publicly launched Elsa agency-wide after a The release identifies inspection targeting as a use
scientific-reviewer pilot. case; it does not report an inspection-anomaly
experiment or a comparative targeting benchmark.
September FDA's privacy assessment describes prompts, This description applies to the assessed 2025
2025 document uploads, and user-created libraries without configuration.
direct internal-database or real-time-system access.
December 1, FDA announced agency-wide, optional agentic Al Availability is not evidence that every employee used
2025 capabilities for multi-step workflows. the tool or that Elsa entered a single “full” mode.
January 2026, The December release scheduled an Agentic Al This announcement does not establish winners,
planned Challenge showcase at Scientific Computing Day. completed demonstrations, or deployed winning
workflows.
May 6, 2026 FDA announced Elsa 4.0 and the start of HALO Later integration should not be projected backward

integration.

onto the original document-assistance workflow.

Sources: FDA launch release, September privacy assessment, December agentic Al release, and May Elsa

4.0/HALO release. The December release refers retrospectively to a May deployment; the public launch

release is dated June 2. These accounts should not be collapsed into a January 2026 launch.

3. Elsa in Inspection Targeting

3.1 Traditional Risk-Based Inspection Selection

Before Elsa, FDA's site selection was guided by risk assessment frameworks and periodic review cycles.

Inspectors considered factors such as product risk level, prior inspection outcomes, compliance history,
consumer complaints, and public health signals (like outbreaks). Tools like the Center for Drug Evaluation and
Research (CDER) Site Selection Model (SSM) already used scoring algorithms to support risk-based

selection.
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3.2 Elsa’s Approach to Risk Targeting

FDA's launch announcement identifies help with high-priority inspection targets as an Elsa use case. The
September 2025 privacy assessment limits the documented original workflow to materials controlled by users,
including document libraries and uploads. A defensible explanation is therefore that Elsa can assist staff in
reading and summarizing supplied material relevant to inspection planning.

Automatic scanning of all manufacturers’ batch records, real-time adverse-event feeds, site risk scores, and
continuous alerts are not established by these documents. Such claims should not be inferred from the stated
inspection-targeting use case. The May 2026 HALO announcement describes a later move toward querying
consolidated application and submission data, while retaining human verification. An inspection-specific
evaluation would be needed to assess how any such workflow changes site selection.

3.3 Impact on Facilities Selected for Inspection

The documented use case is assistance with identifying high-priority inspection targets (FDA launch
announcement). It should not be equated with demonstrated changes in which facilities were selected,
inspection notice periods, or reduced inspection frequency for compliant sites. Those effects would require
inspection-specific evidence.

Inspection Documented Elsa role or boundary Evidence needed for a performance claim
aspect
Data reviewed In the assessed 2025 workflow, FDA users supplied = A defined dataset and coverage assessment before
documents or created libraries. asserting review of all batches, deviations, or quality
metrics.

Identification of =~ FDA named identification of high-priority inspection Evaluation of the signals used, their accuracy, and human

risk targets as a use case. review.

Inspection The privacy assessment assigns final decisions to Evidence of the facility-selection method and its effect on
targeting authorized FDA personnel under human oversight. actual inspections.

Speed and Reading, writing, and summarizing are documented = Measured timing, workload, and a comparison baseline
efficiency functions. before asserting minutes-versus-weeks gains.
Inspector role Human personnel remain responsible for decisions. = Inspection-specific evidence before claiming a particular

field-office review or lead-validation procedure.

Table 1. Documented inspection-support functions and the evidence needed to evaluate their effects. Sources:
FDA launch announcement and September 2025 privacy assessment. This is not a measured before-and-after
performance comparison.

Elsa’s assistance may warrant evaluation, but this article does not demonstrate a changed inspection portfolio,
more precise targeting, or a ranked list of facilities. Potential benefits remain distinct from measured results.
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4. Evidence and Data on Elsa’s Impact

4.1 Available Inspection Data and Evaluation Limits

As of October 2026, FDA's FY2025 Report on the State of Pharmaceutical Quality provides aggregate
inspection statistics. It reports 1,248 FDA drug quality assurance inspections: 702 in the United States and
546 in foreign countries. Including 61 Mutual Recognition Agreement partner inspections, the total was 1,309.
Classifications for that combined total were 22% no action indicated, 60% voluntary action indicated, and 18%
official action indicated.

These figures concern drug quality assurance inspections, including surveillance and for-cause inspections
under the cited compliance program and its subprograms. They are aggregate inspection results, not an Elsa-
specific effectiveness evaluation. A causal claim about Elsa would require an identifiable evaluation, defined
dataset, scope, and comparison baseline. Totals or outcome percentages alone cannot establish that Elsa
improved inspection targeting.

FDA's launch release documents the targeting use case; it should not be read as a substitute for that
evaluation.

4.2 lllustrative Scenario: Human-Supplied Documents

Consider a hypothetical biologics manufacturer with a small increase in reported injection-site reactions and a
separate supplier contamination report. An FDA reviewer could select relevant documents, place them in an
Elsa library, and ask for a summary of reported events and unresolved questions. The reviewer would need to
verify the source material and decide whether further investigation was appropriate.

This is an illustration of document assistance, not a reported case, a prediction of inspection scheduling, or
evidence that Elsa can access the company’s records automatically. It assumes the reviewer has obtained and
deliberately supplied the relevant material. The workflow is consistent with the user-created libraries and
uploads described in the September 2025 privacy assessment; no processing-time or coverage benchmark is
implied.

4.3 Complementing Remote Assessments

Remote Regulatory Assessments are a distinct FDA oversight tool, not proof of Elsa connectivity or an
automated inspection pipeline. FDA's RRA guidance says an RRA can precede, prompt, or follow an
inspection. The legal scope, voluntary/mandatory distinction, and FSVP exception described in Section 1.1
continue to apply.

An illustrative sequence could involve FDA reviewing records remotely and then deciding whether an
inspection is warranted. Whether Elsa is used to summarize those records would be a separate, human-
controlled workflow. The existence of both tools does not by itself establish that FDA has operationally
integrated them in the manner hypothesized here.
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4.4 Challenges and Limitations

Potential limitations should be considered alongside the documented use cases. One concern is accuracy
and bias. Elsa’s outputs should be checked against the underlying evidence. The Al might over- or under-
emphasize certain signals (for example, by giving too much weight to easily-quantified data while missing
context). Also, Elsa’s underlying model may change with updates, possibly altering its performance over time.
There is also the risk of false positives — sites flagged as high-risk that are not, which could waste agency
resources if not reviewed critically.

The documented safeguard is human control. The September 2025 privacy assessment states that decisions
remain subject to human oversight and are made by authorized FDA personnel. The May 2026 release says
human subject-matter experts verify inputs, analytic processes, and output implementation.

Periodic output audits, structured validation, and review of false positives are recommendations here, rather
than claims that a specific ongoing FDA audit program has been confirmed. An inspection-specific evaluation
should document its method, scope, and results. Transparency about how an output contributes to a decision
would also help readers assess that workflow.

5. Perspectives from Industry and Regulators

5.1 Industry Preparation

For manufacturers, a practical response is to maintain clear documentation, traceable source records, and
inspection readiness. Those recommendations do not depend on assuming that Elsa automatically monitors a
company’s entire data trail. Potential benefits such as better targeting or fewer unnecessary inspections should
be treated as propositions to evaluate, rather than attributed to unidentified executives or online forums.

FDA's documented 2025 workflow places control of inputs with FDA users. Companies should distinguish the
records they provide through ordinary regulatory processes from speculation about automatic access to
internal systems. Outputs should be assessed against source evidence; this article does not establish that
industry has access to FDA's internal Elsa outputs.

5.2 Regulatory Perspective

FDA's June 2025 launch release presents Elsa as an assistant for agency employees, including investigators.
The December 1, 2025 agentic Al release announces optional capabilities for more complex, multi-step tasks
with human oversight. It also announces a two-month internal challenge, with a planned January 2026
Scientific Computing Day showcase. It does not report challenge winners or completed deployment of their
workflows.

The privacy assessment assigns final decisions to authorized FDA personnel under human oversight. This is
the relevant Elsa safeguard; the RRA guidance should not be cited for a supposed Elsa requirement to
interpret continuous data streams.
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5.3 Broader Stakeholder and Policy Context

Elsa raises governance questions about fairness, source verification, accountability, and the role of Al outputs
in regulatory actions. Questions about disclosure to inspected establishments should be assessed under the
applicable legal framework; this article does not establish a new disclosure right or treat proposed legislation
as an enacted requirement.

Some technical and recordkeeping information is public. The September 2025 privacy assessment names the
models then in use—pre-trained static versions of Claude Sonnet, Gemini, and Titan Embeddings—and
describes retention of user prompts, text extracted from uploaded documents, libraries, chats, and generated
outputs under applicable records schedules. These disclosures should be dated to that assessment. The May
2026 release separately describes a Google Cloud Platform environment and staff verification of the work
process.

Record retention is not itself an inspection-specific decision-provenance evaluation. Questions for further
evidence include how source records and model outputs are linked to particular targeting decisions, how errors
are measured, and whether inspection-specific performance evaluations can be reviewed.

5.4 International Comparisons

Comparisons should identify specific tools and use cases rather than assert regulatory precedence. EMA’s
primary account of its Al work describes Scientific Explorer, an Al-enabled knowledge-mining tool introduced in
March 2024 for scientific-advice searches. Its search functionality was extended in March 2026 to support
retrieval of information related to initial marketing-authorisation applications, including public assessment
reports. EMA and HMA also published the first version of network-staff LLM guiding principles in September
2024.

These are documented information-retrieval and staff-guidance activities, not evidence of equivalent
inspection-targeting systems. This article does not establish a comprehensive comparison with regulators in
Japan and China, or that FDA was first to deploy generative Al at scale for inspections.

6. Future Implications and Next Steps

6.1 Agentic Al and New Workflows

FDA announced optional agentic Al capabilities on December 1, 2025, for more complex multi-step tasks
(FDA announcement). The release describes planning, reasoning, and executing multi-step actions with built-
in guidelines, including human oversight. January 2026 was the planned Scientific Computing Day showcase
for the internal challenge, rather than the announced deployment date. This article does not establish
challenge winners, completed demonstrations, or a conversion of Elsa into one “full agentic mode.”

Possible future inspection workflows should be identified as proposals. For example, evaluating whether a
periodically requested summary helps reviewers notice changes would require a defined data source,
authorization, validation, and human review. The December release does not establish an operational daily
scanner of incoming reports or real-time facility-risk alerts.
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6.2 Data Governance and Quality

The success of Elsa is inextricably linked to the quality of FDA's data. Incomplete or outdated records will limit
what Elsa can detect. FDA's May 2026 HALO announcement documents consolidation of application and
submission data sources and the start of integration with Elsa; it should be distinguished from speculation
about future data sources or archive projects. A possible future direction would be to assess additional data
sources, such as social media reports of adverse events or electronic health records, for their relevance to
signal detection. This, however, raises privacy and data-sharing issues that will require new policies.

6.3 Industry Adaptation

Life-sciences companies can prepare by improving the quality and traceability of their records and keeping
their quality systems inspection-ready. Internal analytics or Al-assisted self-audits are possible approaches to
evaluate, rather than evidence that unidentified manufacturers have adopted Elsa-like tools or that digital
maturity guarantees better regulatory outcomes.

A future scenario could involve industry and FDA developing data-sharing workflows or submission checks.
Such proposals would require clear authorization, defined access, and appropriate governance. Digital
readiness alone should not be presented as a guarantee of better regulatory-review outcomes.

6.4 Ethical and Regulatory Considerations

As Elsa’s use grows, so does scrutiny on its ethical and legal footprint. Questions persist: How is Elsa’s
“knowledge” kept up to date? Who is responsible if an Elsa-guided inspection misses a critical issue? The
privacy assessment states that authorized FDA personnel make final decisions under human oversight; it does
not establish a change to the legal standards applicable to inspections. Nonetheless, stakeholders (Congress,
advocacy groups) may demand transparency audits. For example, a future inspector general review might
examine whether Elsa introduced any systematic biases (e.g. against certain types of products or geographic
regions).

Moreover, Elsa might influence international regulatory harmonization. Other countries’ authorities (e.g. Health
Canada) could challenge drug approvals citing data flagged by Elsa, even if FDA did not inspect. This raises
diplomatic and policy questions about Al-driven joint oversight. Discussion of Al in inspection oversight could
become a topic for international regulatory forums; no specific upcoming ICH or PIC/S meeting commitment is
established here.

7. Conclusion

FDA documents Elsa’s role in assisting staff with reading, writing, summarizing, and identification of high-
priority inspection targets (June 2025 launch release). The September 2025 privacy assessment describes a
user-controlled document workflow without direct access to internal FDA databases or real-time systems.
These facts support an account of inspection assistance, rather than a claim of continuous surveillance or
demonstrated faster and more precise targeting.

Pharma & biotech Al consulting - Custom software - Data engineering Page 9 of 11


https://www.fda.gov/news-events/press-announcements/fda-expands-ai-capabilities-and-completes-data-platform-consolidation
https://www.hhs.gov/sites/default/files/pia-fda-oc-elsa.pdf
https://www.fda.gov/news-events/press-announcements/fda-launches-agency-wide-ai-tool-optimize-performance-american-people
https://www.hhs.gov/sites/default/files/pia-fda-oc-elsa.pdf

IntuitionLabs

The chronology matters: the public launch was in June 2025, optional agentic capabilities were announced in
December 2025, and May 2026 brought the announcement of Elsa 4.0 and the start of HALO integration. The
later integration should not be presented as an original capability, and the planned January challenge
showcase should not be reported as a completed deployment of winning workflows.

Potential public-health and resource-allocation benefits require evaluation. The FY2025 pharmaceutical-quality
report provides aggregate inspection totals, but this article does not establish an Elsa-specific improvement in
speed, precision, inspection yield, or facility selection. An identifiable evaluation with a defined dataset and
comparison baseline would be needed to support those conclusions.

Human oversight remains central. Manufacturers can strengthen documentation and traceability, while
reviewers should verify outputs against source evidence. Periodic validation and output audits are
recommendations here, rather than an undocumented claim that such a program is already underway. Elsa’s
documented use cases, later capabilities, and possible future applications should remain clearly distinguished.
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About IntuitionLabs

IntuitionLabs is an Al consulting, custom software development and data engineering firm serving
pharmaceutical, biotechnology, medical-device and other life-science organizations. We work with clinical,
regulatory, medical-affairs, commercial, quality and IT teams to connect technology decisions with the work
people need to accomplish.

Al consulting and adoption

Our Al enablement services cover readiness assessments, use-case selection, governance and policies, team
workshops, adoption measurement and ongoing advisory support. We help organizations structure the
information layer behind Al: source material, context, permissions and maintained knowledge that make
generated answers useful and reviewable. Private LLM inference and hosted Al options support teams
evaluating how to operate Al with appropriate control over their data and infrastructure.

Software, data and life-science workflows

IntuitionLabs develops custom software for pharma and biotech, integrates enterprise systems, and builds
data engineering and business intelligence solutions. Areas of focus include Al agents, regulatory research,
medical writing, medical affairs, CMC information, competitive intelligence and clinical-document workflows.
Our eTMF intelligence work includes cross-system reconciliation and inspection-readiness support.

Enterprise platforms and regulated delivery

We provide Veeva services, application support, managed services, integrations and custom applications,
alongside enterprise content work involving platforms such as Egnyte. For regulated workflows, our services
include GxP enablement, computer-system validation and software development addressing 21 CFR Part 11
requirements. The applicable controls, validation responsibilities and acceptance criteria are defined for each
engagement.

Work with IntuitionLabs

Explore Al enablement, pharma and biotech software development, data engineering and Bl, and Veeva
services. Contact IntuitionLabs to discuss your workflow, information sources and implementation needs.

IntuitionLabs publishes educational research to help life-science teams make informed technology decisions.
Coverage of a product or organization does not imply a client relationship, endorsement or partnership.

Website: https://intuitionlabs.ali

This article is educational. Verify consequential medical, legal, financial, regulatory and technical decisions with appropriate professionals and the
cited primary sources. Company services are described separately from the article's research findings.
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