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This Week’s Top Global Headlines

U.S.A

EU

APAC

FDA expands sunscreen options under modernized OTC monograph process: FDA
added bemotrizinol to the list of permitted sunscreen active ingredients, marking the
first new OTC sunscreen active ingredient in more than 20 years. The action highlights
how streamlined monograph processes can support innovation, competition, and
consumer access while maintaining safety and effectiveness standards. More info here.
More info here.

UK approves oral Wegovy for weight management: UK regulators approved oral
Wegovy, making the UK the first European market to authorize the tablet form of
semaglutide for weight management. The approval broadens treatment options beyond
weekly injections, but patient access will still depend on pricing, prescribing controls,
clinical guidance, and future NICE assessment. More info here.

EMA PRAC updates valproate safety information and restricts chikungunya vaccine
use: EMA’s PRAC concluded its review of new data on potential neurodevelopmental
risks in children born to men treated with valproate, finding the evidence inconsistent
while recommending updated product information and continued precautionary
measures. PRAC also recommended restricting use of the chikungunya vaccine Ixchiq
to individuals at high risk of infection following review of serious adverse events. More
info here.

Australia’s TGA publishes medical device advisory committee meeting statements:
TGA published recent Advisory Committee on Medical Devices meeting statements,
offering visibility into expert advice informing device regulation and oversight. For
medtech sponsors, these updates reinforce the importance of tracking regulatory
expectations across safety, performance, clinical evidence, and post-market device
governance. More info here.

Japan’s PMDA advances work on Al utilization principles for medical product
lifecycle management: PMDA added a new project team focused on guiding principles
for the appropriate use of Al across medical product lifecycle management. The work
will consider issues including accountability, transparency, and the appropriate
handling of data and personal information, reinforcing the growing importance of Al
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governance in regulatory science, development, and post-market oversight. More info
here.

Deep Dive: Building Trust Beyond Authorization

This week’s updates show that regulatory success is also shaped by what happens after a
product, pathway, or system is authorized.

In the U.S., FDA’s addition of bemotrizinol through the modernized OTC monograph process
shows how regulatory pathways can be updated to support access and innovation without
abandoning safety and effectiveness standards. The significance is not only the new sunscreen
ingredient itself, but the use of a more streamlined process to bring established science into
regulated consumer use.

In Europe, the UK authorisation of oral Wegovy highlights a different access challenge. A new
formulation may broaden patient choice and reduce reliance on injectable delivery, but
approval alone will not determine impact. Pricing, prescribing controls, clinical guidance,
health-system capacity, and reimbursement decisions will shape how widely patients can
actually access the product.

EMA’s PRAC updates show the other side of lifecycle regulation: authorization is not a fixed
endpoint. The valproate and Ixchiq updates demonstrate how regulators continue to reassess
benefit-risk as new data emerge, even when evidence is inconsistent or evolving. In practice,
regulatory confidence depends on the ability to update product information, refine use
recommendations, and communicate risk clearly.

Across APAC, the same theme appears through governance and expert oversight. TGA’s medical
device advisory committee statements offer visibility into the expert input informing device
regulation, while PMDA’s work on Al utilisation principles shows that regulators are preparing for
more complex, data-driven product lifecycles. As Al becomes more embedded in development,
regulation, and post-market oversight, questions of accountability, transparency, and data
handling will become central to regulatory trust.

Taken together, this week’s developments emphasize that the regulatory decision is no longer
the main endpoint. It is one part of a longer confidence-building process. Sponsors need to plan
for approval, and for the systems, evidence, communication, and governance required to
sustain trust after products reach patients, clinicians, and health systems.

Why This Matters

Approvalis no longer the point at which regulatory strategy ends. It is the point at which a new
set of questions begins.

e Canthe product be accessed in practice?
e Canitsrisks be monitored and communicated clearly?
e Canregulators update recommendations as new data emerge?

e Can sponsors maintain confidence as products move into broader, more complex real-
world settings?

This week’s developments show why those questions matter. The UK approval of oral Wegovy
shows that a new formulation can expand treatment options, but access will still depend on
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prescribing controls, pricing, clinical guidance, and health-system readiness. EMA’s PRAC
updates reinforce that benefit-risk assessment is not static. As new evidence emerges,
regulators may need to adjust product information, refine precautions, or restrict use to specific
populations. In APAC, TGA’s advisory committee statements and PMDA’s Al utilization work
point to the same direction: regulatory trust increasingly depends on expert oversight, data
governance, transparency, and lifecycle systems.

For sponsors, the implication is clear. Regulatory success is not just about reaching a positive
decision. It is about being ready for what comes next. That means planning early for access,
safety monitoring, risk communication, post-market obligations, data infrastructure, Al
governance, and evidence updates. The companies best positioned for long-term success will
be those that can sustain confidence after authorization, with systems that support regulators,
clinicians, payors, patients, and health systems over time.

The goalis not simply to get products approved. The goal is to keep them trusted, usable, and
accessible once they reach the people they are intended to help.

ECNE Insight: Plan for After Approval
The strongest regulatory strategies are built with the next decision in mind.

At ECNE Research, we see this a lot across pharma, medtech, diagnostics, and biotech. A
positive regulatory decision is essential, but it does not automatically create access, adoption,
clinical confidence, or sustained use. Those outcomes depend on what has been planned
around the product: the evidence base, the risk communication strategy, the post-market
systems, the data infrastructure, and the practical realities of use in healthcare settings.

This week’s updates show why that matters. A modernised pathway can accelerate access, but
only if safety and effectiveness remain clear. A new formulation can broaden patient choice, but
only if prescribing, reimbursement, and clinical guidance are ready. A safety review can refine
confidence, but only if sponsors have the systems to respond. Al can support lifecycle
management, but only if accountability, transparency, and data handling are built in.

For sponsors, the opportunity is to stop treating approval as the final milestone and start
treating it as the gateway to the next set of decisions. The organizations best positioned for
success will be those that ask early:

e What needs to be true for this product to be adopted?

o Whatrisks will need to be monitored and communicated?
¢ Whatevidence will be needed after authorization?

o Whatinfrastructure is required to maintain trust over time?

That is where regulatory strategy becomes more than submission planning. It becomes the
discipline of building confidence across the full product lifecycle.

On Our Radar

e USA| 3 August 2026 — FDA comment deadline for draft guidance on
communications with payors: Comments are due by 3 August 2026 on FDA’s revised
draft guidance on drug and device manufacturer communications with payors,
formulary committees, and similar entities. The guidance is relevant for teams



developing healthcare economic information, value communication strategies, and
evidence packages intended to support access and reimbursement discussions. More
info here.

e EU|16June 2026 — EMA/HMA European Platform for Regulatory Science Research
meeting: EMA will hold the June meeting of the European Platform for Regulatory
Science Research online on 16 June 2026. The agenda includes new approach
methodologies, Al regulatory science research needs, and translating research into
regulatory impact. This is a useful watchpoint for sponsors tracking how innovation, Al,
and regulatory science may shape future evidence expectations. More info here.

e EU |17 June 2026 — EMA CTIS Information Day: EMA will hold a Clinical Trials
Information System information day online on 17 June 2026. The session will provide
updates on CTIS progress, upcoming priorities, legal and regulatory developments,
sponsor support materials, common errors, and implementation challenges. More info
here.

The Friday Brief is curated by Elizabeth Weathers, PhD, RN, RGN, FAAN, Founder & CEO of
ECNE Research. Follow ECNE Research on LinkedIn for ongoing insights in regulatory
strategy, clinical evidence, and market intelligence.
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