
Safety actions and trial evidence
reset operating priorities

A dense week of safety action, pivotal trial evidence and regulatory change is

reduced to nine decision-relevant developments. The issue preserves primary-

source traceability while showing the practical consequence for clinical, quality and

market teams.

9 signals traced to primary sources selected by iFeed

iFeed WEEKLY SIGNALS · W35 · 24 AUG – 30 AUG 2026



1 CT Clinical trials 2026-08-25

FDA Approves Drug to Treat HIV Infection in Newborns

PK bridging supported a high-need population where conventional trials are difficult.

WHY IT MATTERS

Closes a neonatal treatment gap while illustrating model-

informed paediatric development.

WHAT TO CHECK

Verify neonatal dosing tables, formulation handling and

interaction controls.

Source · FDA ↗

https://www.fda.gov/drugs/news-events-human-drugs/fda-approves-drug-treat-hiv-infection-newborns


2 QMS Quality 2026-08-26

FDA posts Boston Scientific ENROUTE transcarotid neuroprotection
recall

FDA issued a material official action requiring impact assessment: FDA posts Boston Scientific ENROUTE

transcarotid neuroprotection recall.

WHY IT MATTERS

The official action can change product, quality-system,

clinical, supply, classification or evidence obligations. It is

decision-relevant across regulated life-science

operations, but implementation must remain bounded to

the exact scope and status of the source.

WHAT TO CHECK

Assign qualified regulatory and quality review; bind the

authoritative version and effective date; identify affected

products, procedures, suppliers, training and evidence;

open controlled actions where applicable; and verify

completion without treating this signal as legal advice.

Source · FDA ↗

https://www.fda.gov/medical-devices/medical-device-recalls-and-early-alerts/percutaneous-catheter-recall-boston-scientific-removes-enroute-transcarotid-neuroprotection-system


3 QMS Quality 2026-08-27

FDA Reminds Compounders Not to Use Dietary Supplement Grade
Glutathione for Injectables

The same named ingredient is not automatically suitable for injection.

WHY IT MATTERS

Direct raw-material qualification and route-of-

administration control failure.

WHAT TO CHECK

Stop use, notify customers and examine supplier-grade,

CoA and endotoxin controls.

Source · FDA ↗

https://www.fda.gov/drugs/human-drug-compounding/fda-reminds-compounders-not-use-dietary-supplement-grade-glutathione-injectables


4 CT Clinical trials 2026-08-27

Real World Effectiveness and Safety of Deutetrabenazine in Adult
Chinese Participants With Huntington's Disease (HD) Chorea in
China, NCT07601516 results posted
NCT07601516 has moved from protocol-only visibility to a public results record with Change From Baseline

in TMC Score in Participants Receiving ≥24 mg/Day as a primary or first available measure.

WHY IT MATTERS

A first results posting changes the public evidence position

for NCT07601516. It makes outcome, participant-flow and

adverse-event tables available for independent review and

can alter clinical-development, evidence-generation and

competitor assumptions; it does not by itself establish

regulatory acceptance or clinical adoption.

EVIDENCE BOUNDARY

Primary source: ClinicalTrials.gov API v2 and canonical

study page for NCT07601516; ResultsFirstPostDate 2026-

08-27; retrieved and frozen at 2026-08-

30T08:20:00+01:00. Outcome count and the quoted

measure are taken from the posted results module.

Evidence boundary: Primary evidence is the

ClinicalTrials.gov record retrieved at the frozen cutoff. This

record may be amended; full publications, regulator

reviews and sponsor interpretation may not yet be

available.

Source · ClinicalTrials.gov ↗

https://clinicaltrials.gov/study/NCT07601516


5 QMS Quality 2026-08-28

B. Braun Medical Voluntary Nationwide Recall of 0.9% Sodium
Chloride Injection

Container or process particulate control failed in a high-use sterile product.

WHY IT MATTERS

Affects a ubiquitous injectable diluent and creates

particulate-infusion risk.

WHAT TO CHECK

Quarantine by lot and assess administration or exposure.

Source · FDA/B. Braun Medical ↗

https://www.fda.gov/safety/recalls-market-withdrawals-safety-alerts/b-braun-medical-inc-issues-voluntary-nationwide-recall-09-sodium-chloride-injection-usp-100-ml-150


6 BA Bioanalytical 2026-08-25

An Open Label Study of ANX005 in Participants With, or at Risk for,
Manifest Huntington's Disease, NCT04514367 results posted

NCT04514367 has moved from protocol-only visibility to a public results record with Number of

Participants With Treatment-Emergent Adverse Events (TEAEs) as a primary or first available measure.

WHY IT MATTERS

A first results posting changes the public evidence

position for NCT04514367. It makes outcome, participant-

flow and adverse-event tables available for independent

review and can alter clinical-development, evidence-

generation and competitor assumptions; it does not by

itself establish regulatory acceptance or clinical adoption.

EVIDENCE BOUNDARY

Primary source: ClinicalTrials.gov API v2 and canonical

study page for NCT04514367; ResultsFirstPostDate 2026-

08-25; retrieved and frozen at 2026-08-

30T08:20:00+01:00. Outcome count and the quoted

measure are taken from the posted results module.

Evidence boundary: Primary evidence is the

ClinicalTrials.gov record retrieved at the frozen cutoff.

This record may be amended; full publications, regulator

reviews and sponsor interpretation may not yet be

available.

Source · ClinicalTrials.gov ↗

https://clinicaltrials.gov/study/NCT04514367


7 CT Clinical trials 2026-08-28

Dose-Escalated Photon IMRT or Proton Beam Radiation Therapy
Versus Standard-Dose Radiation Therapy and Temozolomide in
Treating Patients With Newly Diagnosed Glioblastoma, NCT02179086
results posted

NCT02179086 has moved from protocol-only visibility to a public results record with Median Survival Time

(Within Center Group) as a primary or first available measure.

WHY IT MATTERS

A first results posting changes the public evidence position

for NCT02179086. It makes outcome, participant-flow and

adverse-event tables available for independent review and

can alter clinical-development, evidence-generation and

competitor assumptions; it does not by itself establish

regulatory acceptance or clinical adoption.

EVIDENCE BOUNDARY

Primary source: ClinicalTrials.gov API v2 and canonical

study page for NCT02179086; ResultsFirstPostDate 2026-

08-28; retrieved and frozen at 2026-08-

30T08:20:00+01:00. Outcome count and the quoted

measure are taken from the posted results module. Evidence

boundary: Primary evidence is the ClinicalTrials.gov record

retrieved at the frozen cutoff. This record may be amended;

full publications, regulator reviews and sponsor

interpretation may not yet be available.

Source · ClinicalTrials.gov ↗

https://clinicaltrials.gov/study/NCT02179086


8 BA Bioanalytical 2026-08-25

A Phase 2 Proof of Concept Study to Evaluate the Efficacy and Safety
of Daxdilimab in Participants With Dermatomyositis (DM) or Anti-
synthetase Inflammatory Myositis (ASIM), NCT05669014 results
posted

NCT05669014 has moved from protocol-only visibility to a public results record with Mean Total Improvement

Score (TIS) at Week 24 as a primary or first available measure.

WHY IT MATTERS

A first results posting changes the public evidence position

for NCT05669014. It makes outcome, participant-flow and

adverse-event tables available for independent review and

can alter clinical-development, evidence-generation and

competitor assumptions; it does not by itself establish

regulatory acceptance or clinical adoption.

EVIDENCE BOUNDARY

Primary source: ClinicalTrials.gov API v2 and canonical

study page for NCT05669014; ResultsFirstPostDate 2026-

08-25; retrieved and frozen at 2026-08-

30T08:20:00+01:00. Outcome count and the quoted

measure are taken from the posted results module. Evidence

boundary: Primary evidence is the ClinicalTrials.gov record

retrieved at the frozen cutoff. This record may be amended;

full publications, regulator reviews and sponsor

interpretation may not yet be available.

Source · ClinicalTrials.gov ↗

https://clinicaltrials.gov/study/NCT05669014


9 BE Bioequivalence 2026-08-26

Bioequivalence Study of Two Treatments for the Treatment of
Plaque Psoriasis, NCT05763082 results posted

NCT05763082 has moved from protocol-only visibility to a public results record with Investigator's

Global Assessment (IGA) as a primary or first available measure.

WHY IT MATTERS

A first results posting changes the public evidence

position for NCT05763082. It makes outcome,

participant-flow and adverse-event tables available for

independent review and can alter clinical-development,

evidence-generation and competitor assumptions; it does

not by itself establish regulatory acceptance or clinical

adoption.

EVIDENCE BOUNDARY

Primary source: ClinicalTrials.gov API v2 and canonical

study page for NCT05763082; ResultsFirstPostDate

2026-08-26; retrieved and frozen at 2026-08-

30T08:20:00+01:00. Outcome count and the quoted

measure are taken from the posted results module.

Evidence boundary: Primary evidence is the

ClinicalTrials.gov record retrieved at the frozen cutoff.

This record may be amended; full publications, regulator

reviews and sponsor interpretation may not yet be

available.

Source · ClinicalTrials.gov ↗

https://clinicaltrials.gov/study/NCT05763082

