
 

 

Friday Brief by ECNE Research | 29 May 2026 

This Week’s Top Global Headlines 

U.S.A 

• FDA issues draft guidance to reduce unnecessary animal testing for certain 
oncology products: On 29 May 2026, FDA issued draft guidance intended to reduce 
unnecessary animal testing in nonclinical safety assessments for certain cancer drugs, 
including biologics and conjugated products. FDA says the guidance could reduce the 
time and cost required to move certain oncology products into human trials, while 
supporting use of evidence-based alternatives such as weight-of-evidence approaches 
and New Approach Methodologies where appropriate. Comments are requested by 30 
July 2026. More info here.  

EU 

• EMA recommends eight new medicines for approval: At its 18–21 May 2026 meeting, 
EMA’s Committee for Medicinal Products for Human Use recommended eight new 
medicines for approval and extensions of therapeutic indication for 13 authorized 
medicines. The recommendations span pulmonary fibrosis, rare disease, breast cancer, 
cardiovascular risk reduction, diabetes, weight management, and ophthalmology. More 
info here.  

• CHMP backs camizestrant combination for ESR1-mutated breast cancer: CHMP 
also issued a positive opinion for Etcamah / camizestrant in combination with a CDK4/6 
inhibitor for certain adults with ER-positive, HER2-negative locally advanced or 
metastatic breast cancer with ESR1 mutation. EMA’s summary positions the product as 
pending European Commission decision. More info here. 

APAC 

• Japan's PMDA updates point to digital, orphan, SaMD, and regulatory-science 
priorities: The PMDA posted several updates between 19 and 29 May 2026, including 
new English translations of review reports, publication of four English-language “Early 
Considerations,” an updated Software as a Medical Device page, new pages on orphan 
drug designation and designation / early access, and a drug-agnostic CDx-related list. 
More info here.  

• Australia updates UDI timeframe guidance for medical devices: Australia’s TGA 
updated its guidance on 22 May 2026 for complying with Unique Device Identification 
timeframes for medical devices. The update clarified existing devices, EU MDD to EU 
MDR and EU IVDD to EU IVDR references, added additional timeline graphics, added 
information on consignment stock, sponsor control, compliance-date summaries, and 
surgical loan kits. More info here.  

https://www.fda.gov/news-events/press-announcements/fda-issues-draft-guidance-cut-unnecessary-animal-testing-cancer-drugs
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-18-21-may-2026
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-18-21-may-2026
https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-chmp-18-21-may-2026
https://www.pmda.go.jp/english/
https://www.tga.gov.au/resources/guidance/complying-unique-device-identification-timeframes-medical-devices


Deep Dive: The most important trend is evidence alignment 

This week’s regulatory updates point in the same direction: agencies are asking sponsors to 
generate evidence that is not only sufficient, but clearly justified, proportionate, and usable 
across the product lifecycle. 

FDA’s draft guidance on reducing unnecessary animal testing is a useful signal. Traditional 
nonclinical approaches remain important, but they are no longer enough by default. Sponsors 
increasingly need to explain why a model, endpoint, method, or study design is appropriate for 
the product, the risk, and the regulatory question being asked. 

EMA’s May CHMP recommendations show the same trend from a lifecycle perspective. Eight 
new medicines and multiple therapeutic indication extensions reinforce how much regulatory 
value now depends on evidence that can support new populations, new combinations, new 
routes of administration, and new clinical-use scenarios after first approval. 

Camizestrant is a particularly relevant example. The positive CHMP opinion reflects the 
continued movement toward precision evidence in oncology, where regulatory decision-making 
is closely tied to biomarker-defined populations, treatment sequencing, companion diagnostic 
considerations, and the practical ability to identify eligible patients in routine care. 

In Asia-Pacific, PMDA’s recent updates around SaMD, orphan designation, early access, 
English-language review information, and drug-agnostic companion diagnostics point to a 
regulatory environment preparing for more complex development models. TGA’s updated UDI 
timeframe guidance brings the same theme into post-market execution, where traceability, 
labelling, sponsor control, quality systems, and lifecycle compliance all affect market 
readiness. 

The through-line is clear: evidence is being judged not only by whether it supports approval, but 
by whether it is fit for purpose across development, authorization, adoption, and sustained use. 
For sponsors, it is no longer enough to ask, “What evidence do we need to get approved?” The 
stronger question is, “What evidence will support the product across the full lifecycle?” 

Why This Matters 

Strong data does not automatically translate into regulatory momentum, market readiness, or 
patient use. A product may have a promising clinical rationale and still face delays if the 
evidence package, regulatory pathway, diagnostic strategy, quality systems, labelling, post-
market obligations, or implementation model are not aligned early. 

That is why this week’s developments matter. FDA’s draft guidance points to more targeted and 
scientifically justified nonclinical evidence. EMA’s CHMP activity reinforces the importance of 
lifecycle evidence. PMDA’s updates show how digital, diagnostic, orphan, and early-access 
pathways are becoming more operationally important. TGA’s UDI guidance reminds device and 
IVD manufacturers that regulatory readiness continues well beyond approval. 

For companies, the implication is simple: the organizations that move fastest will not 
necessarily be those with the most evidence. They will be those with the clearest evidence logic. 
The strongest programs can answer four questions early: 

• What decision does this evidence need to support? 

• Which stakeholder needs to rely on it? 



• How will it be used beyond approval? 

• What systems are required to sustain confidence once the product reaches the market? 

Evidence generation should not be treated as a submission exercise. It should be built as a 
connected pathway from development to authorization, adoption, access, and sustained real-
world use. 

ECNE Insight: The Real Barrier Is Misalignment 

Most products lose momentum because the evidence, regulatory pathway, operational 
systems, and post-market requirements are not aligned early enough. 

At ECNE Research, we increasingly see that the strongest programs are designed as connected 
systems. They do not treat nonclinical development, regulatory submission, quality readiness, 
access planning, and post-market compliance as separate handoffs. They build evidence and 
infrastructure around the full lifecycle of the product. 

The organizations that move fastest will not necessarily be those with the largest evidence 
package. They will be those with the clearest evidence logic: the right evidence, generated at the 
right time, for the right decision-makers, with the operational readiness to support what comes 
next. 

On Our Radar 

• USA | 4 June 2026 —FDA town hall on BLA Submissions for cell and gene therapy 
products: The FDA’s Center for Biologics Evaluation and Research (CBER), Office of 
Therapeutic Products (OTP) is hosting its next virtual town hall on June 4, 2026. During 
this town hall, experts from OTP’s Office of Review Management & Regulatory Review 
(ORMRR) will answer questions regarding Biologic License Application (BLA) readiness, 
including how to request pre-BLA meetings, best practices for preparing submission 
packages, and tools to navigate the application process. More info here.  

• EU | 8-11 June 2026 — EMA CTIS sponsor end-user training program: EMA will hold its 
Clinical Trials Information System sponsor end-user training program online from 8–11 
June 2026. The training is relevant for sponsors submitting clinical trial applications in 
the EEA under the Clinical Trials Regulation and for teams working to strengthen CTIS 
readiness, submission quality, and operational consistency. More info here. 

• Global | 8–10 June 2026 — WHO Prequalification Workshop for IVD Manufacturers 
WHO will hold a Prequalification Workshop for manufacturers of in vitro diagnostics at 
its Geneva headquarters from 8–10 June 2026. The workshop will provide an overview of 
WHO prequalification requirements and processes, supporting manufacturers in 
strengthening regulatory readiness and facilitating access to quality-assured IVDs for 
global use. 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. 

 

https://www.fda.gov/vaccines-blood-biologics/news-events-biologics/otp-town-hall-best-practices-preparing-bla-submissions-cell-and-gene-therapy-products-06042026
https://www.ema.europa.eu/en/events/clinical-trials-information-system-ctis-sponsor-end-user-training-programme-june-2026
https://extranet.who.int/prequal/news/who-prequalification-workshop-ivd-manufacturers-who-geneva-8-10-june-2026

