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O signals this week: 4 Quality, 2
Clinical trials, 1Bioequivalence, 2
Bioanalytical

Nine developments across quality, clinical trials, bioequivalence and bioanalytical,
each traced to its primary source and selected by iFeed. Covering 4 —10 May 2026.

Nine signals traced to primary sources selected by iFeed



0 @ Quality 2026-05-06

FDA Elsa 4.0 + HALO unified review platform launches

FDA consolidated fragmented review portals into unified HALO with Elsa 4.0 Al infrastructure. Reviewers
cross-reference historical submission layers, deficiency letters, label histories, and inspection records
instantly. Al-assisted reviewers identify traceability gaps within seconds vs months of inspection cycles

WHY IT MATTERS WHAT TO CHECK

A submission with inconsistent deficiency responses, an Pull your own eCTD archive the way a HALO reviewer
undocumented label revision, or an unclosed 483 would: check deficiency-letter responses for
commitment used to surface slowly, if at all, across completeness, confirm the label version history
separate review cycles. HALO puts all three in the same reconciles, and verify every 483 or warning-letter
query. Sponsors with clean eCTD provenance now have a commitment has a documented closure. Do this before
visible advantage over sponsors with scattered the review, not after a query comes back.

submission history, the gap shows up in the first pass, not

the third.

Source * FDA Elsa platform : HALO unified review system »


https://www.fda.gov/about-fda/center-drug-evaluation-and-research-cder/elsa-platform

2026-04-28

6 ° Clinical trials

UK MHRA EG6(R3) Full Enforcement - RBQM + vendor oversight now
auditable

Amended UK Clinical Trial Regulations now fully active; E6(R3) shifted from guidance to enforceable
operational law. Inspectors evaluate whether systems actively prevent protocol deviations, data-integrity
gaps, vendor failures - not whether procedures exist on file. RBQM evidence + vendor-oversight artefacts
auditable

WHY IT MATTERS

MHRA's guidance ties sponsor accountability directly to
oversight: sponsors are expected to maintain oversight of
all trial staff, including contracted and remote personnel,
and to have contracts and oversight mechanisms robust
enough to catch non-compliance before it becomes a
finding. A CRO contract that doesn't produce that kind of
evidence is now a gap an inspector can cite.

WHAT TO CHECK

Replace procedural documentation with operational
evidence: risk-assessment records that show a signal was
caught, RBQM dashboard outputs from active trials,
vendor qualification outcomes, and a log of escalations
with how each was resolved. An SOP that exists but never
triggered an action won't satisfy this inspection standard.

Source :+ MHRA - UK Clinical Trial Regulations - E6(R3) enforcement -


https://www.gov.uk/government/publications/medicines-and-medical-devices-act-2021

2026-04-22

e o Clinical trials

FDA One-Study Standard becoming default regulatory pathway
(NEJM commentary)

Single pivotal trial plus confirmatory evidence becoming default pathway. Confirmatory evidence now
includes RWE, adaptive-design readouts, external control arms, Bayesian borrowing. Capital shifting from
duplicate Phase lll to evidence-intelligence platforms

WHY IT MATTERS

Sponsors running parallel Phase Ill programmes for the
same indication should test whether RWE, an adaptive-
design readout, or an external control arm could serve the
confirmatory role a second randomised trial currently
plays. If it can, the second trial is an expense the pathway
no longer requires.

Source - FDA One-Study Standard - NEJM perspective -

WHAT TO CHECK

For every active Phase lll programme, write down the
specific evidence-value case for that trial: what it
confirms, what it's being compared against, and what
would replace it if a One-Study approach were adopted
instead. A trial without a documented confirmatory
rationale is the one to scrutinise first.


https://www.nejm.org/doi/full/10.1056/NEJMp2026-onestudy

° @ Quality 2026-04-30

Trans-Atlantic Al Principles - FDA + EMA Joint Good Al Practice
statement

FDA and EMA issued unified Good Al Practice principles across the medicine lifecycle. Transatlantic
expectations on context-of-use, transparency, performance monitoring, lifecycle governance. Black-box
vendors without explainability + model cards become non-viable in regulated submissions

WHY IT MATTERS WHAT TO CHECK

Any Al tool touching medicines development, signal Inventory every Al system in your regulatory, clinical, and
detection, trial recruitment, manufacturing quality, needs a manufacturing workflows against the four named
documented context-of-use statement, a performance principles: does each have a context-of-use document, a
specification, and a monitoring plan to clear the four transparency record (model card or equivalent), a

named principles. Tools running without one of those performance-monitoring plan, and a defined lifecycle-
three are exposed to a finding under either agency's governance owner. Flag any system missing one of the
framework, not a hypothetical one. four before an inspector does.

Source : EMA-FDA joint Good AI Practice statement ~


https://www.ema.europa.eu/en/news/ema-fda-joint-statement-ai-medicines

e @ Bioanalytical 2026-05-02

FDA escalates Warning Letters on analytical traceability + audit-trail
integrity
FDA escalated enforcement around incomplete analytical traceability and audit-trail integrity. Inspection

focus narrowed to raw evidence - instrument audit logs, sequence integrity, e-signature records, full path
from acquisition to final result. Static PDF reports no longer sufficient

WHY IT MATTERS WHAT TO CHECK

A lab whose LIMS entries reconcile but whose instrument Trace the audit-trail path instrument by instrument, HPLC,
acquisition logs, sequence files, or e-signature LC-MS, spectroscopy, dissolution, from raw acquisition
timestamps don't fully trace back is now inside the letters' file through processing to the final certificate. Every step
target pattern. The gap between what the software shows needs to be traceable and tamper-evident on its own; a
and what the instrument actually recorded is where this narrative explanation of what should have happened does
enforcement wave is looking. not substitute for the trail itself.

Source - FDA Warning Letters : analytical data integrity 2026 -


https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters

° e Bioequivalence 2026-04-25

India CDSCO BA/BE Prior-Intimation Shift - accelerated notification
routes

CDSCO replaced prior-approval with accelerated notification routes for selected BA/BE studies. Pre-
approval gate removed; retrospective inspection now the controlling layer. Operational liability shifts to
sponsor + CRO governance systems. Speed advantage traded for heightened inspection scrutiny

WHY IT MATTERS WHAT TO CHECK

A sponsor or CRO that used the prior-approval review as Build a pre-notification readiness checklist that covers

its quality checkpoint no longer has that safety net, study everything the prior-approval gate used to check: protocol
readiness now has to be validated internally, before the completeness, bioanalytical method validation status, site
study starts, because the first outside check happens qualification, and ethics committee approval. Keep it

after the fact, during inspection. audit-ready, because it's the only checkpoint left before a

retrospective inspection.

Source - CDSCO - BA/BE notification framework 2026


https://www.cdsco.gov.in/notification/ba-be-notification-framework-2026

a @ Quality 2026-05-08

Regulatory Data Fabric - submissions shifting to continuously
reconciled pipelines

Regulatory submissions shifting from static PDFs into continuously reconciled intelligence pipelines. EDC,
EHR, RWE, manufacturing, PV nodes converging into living data fabric feeding both submissions and
agency review intelligence. Document assembly era ending; submission-as-stream era beginning. Work
shifts to pipeline validation and governance engineering

WHY IT MATTERS WHAT TO CHECK

A sponsor still assembling submissions from static PDFs Trace the reconciliation path from each source system,

is building for a reader that agency platforms like Elsa 4.0 EDC, EHR, RWE, manufacturing, PV, to your submission
aren't optimised for. The submission that reads cleanest output. Every manual data transfer, format conversion, or
to an Al-assisted reviewer is the one built from structured, document-assembly step in that path is a point where the
queryable data, not the one that prints well on paper. data won't survive Al-indexed retrieval intact.

Source : Endpoints News - Regulatory data fabric - industry analysis »


https://www.endpointsnews.com/regulatory-data-fabric-may-2026

° @ Bioanalytical 2022-05-24

ICH M10 Cross-Region Drift - SOPs still cite retired EMA BMV 2011
guideline

Global M10 adoption accelerating but site SOPs still cite retired EMA BMV 2011 guideline. Harmonised text
moves faster than SOP layer beneath. Inspector citation-chain pointing to obsolete guidance opens broader
inspection scope. Supersession governance is audit-critical gap

WHY IT MATTERS WHAT TO CHECK

A bioanalytical lab or clinical site whose QC system still Audit every bioanalytical and bioequivalence SOP
references the 2011 EMA guideline in an SOP gives an specifically for EMA BMV 2011 citations. Replace each one
inspector a citation chain to an obsolete document, and with the M10 cross-reference, and log the supersession
that citation gap can become the finding itself, expanding acknowledgement in the change-control record so the

the inspection beyond whatever analytical question was update itself is traceable.

actually being checked.

Source - ICH M10 Guideline - supersession audit-trail risk »


https://database.ich.org/sites/default/files/M10_Guideline_Step4_2022_0524.pdf

QOO

2024-07-12

EU Al Act Compliance CIiff - Annex lll high-risk Al enforcement Aug

22026

High-risk Al obligations under Annex Illl become enforceable on 2 August 2026. Compliance window
narrowing rapidly. Conformity-assessment infrastructure (Notified Bodies, harmonised standards)
assembling in parallel. Non-compliant Al vendors risk EU market exclusion. Al inventories still in build phase

are now demonstrably behind schedule

WHY IT MATTERS

Vendors and medtech companies with Al/ML products
deployed in the EU need conformity-assessment
procedures completed, or actively underway, before 2
August 2026. There's no grace period built into the
enforcement date, a system still in the assessment queue
on 3 August is a system out of compliance.

WHAT TO CHECK

Map every Al system in your EU healthcare portfolio
against the Annex lll categories. For each one classified
high-risk, assign either a Notified Body route or a
documented self-assessment route, and record where
each system currently sits against the 2 August deadline.

Source + EU Regulation 2024/1689 (AI Act) - enforcement calendar -


https://eur-lex.europa.eu/eli/reg/2024/1689/oj

