
5 signals this week: 1
Quality, 3 Clinical trials, 1

Bioequivalence
5 developments across quality, clinical trials and bioequivalence, each traced to its

primary source and selected by iFeed. Covering 27 Jul – 2 Aug 2026.
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1 BE Bioequivalence 2026-07-31

Section 232 pharmaceutical tariffs take first effect (up to 100% on patented
drugs/APIs) for 17 Annex III companies on 31 July 2026
Washington is using tariff tiers as an onshoring and pricing lever, and 31 July is the date the lever engages for the first

cohort. The structure rewards firms that onshore or sign MFN pricing deals and penalizes import-reliant patented supply,

reshaping where APIs and finished patented drugs are made. For the bioequivalence economy, the exemption is a reprieve

with an expiry, not a carve-out - the review clock makes today's generic supply chains tomorrow's exposure.

WHY IT MATTERS

For bioequivalence/generics, supply-chain and QMS teams, the

effective date turns a policy instrument into a live cost and
sourcing event: patented-drug and API import economics change

on 31 July for named companies, and every import-dependent

programme now needs a mapped exposure and mitigation plan.
Although generics and biosimilars are exempt for now, the shared

API and key-starting-material supply base means bioequivalence
and manufacturing teams inherit second-order effects - sourcing

shifts, capacity reallocation to domestic sites, and a one-year
clock before the generics exemption is reviewed. The tiered,

country- and deal-contingent structure makes tariff exposure a
function of corporate strategy (onshoring, MFN deals), not just

product.

WHAT TO CHECK

Generic, biosimilar and branded sponsors should map import

exposure now: identify patented products, APIs and key starting
materials sourced from tariffed jurisdictions, model the

100%/15%/+20% scenarios, and check Annex III / effective-date

status per legal entity. Evaluate onshoring-plan and MFN-
agreement pathways against the tariff math; stress-test dual-

sourcing and domestic-CDMO capacity; and put the
generics/biosimilar one-year-review date on the risk calendar so

a potential lapse of the exemption is planned for, not reacted to.

Source · White House Section 232 proclamation (Apr 2026); first tier effective 31 Jul 2026 (legal analysis, Crowell &

Moring) ↗

https://www.crowell.com/en/insights/client-alerts/trump-administration-imposes-section-232-tariffs-on-patented-pharmaceutical-imports-tiered-rate-structure-takes-effect-beginning-july-31-2026


2 CT Clinical trials 2026-07-27

argenx to acquire Forte Biosciences for ~$2.2B, adding first-in-class
anti-CD122 antibody FB102 to its immunology pipeline
This is large-cap immunology consolidating around novel upstream T-/NK-cell targets before Phase 2, not a late-
stage bet. argenx is buying a mechanism (anti-CD122) and a platform indication set (vitiligo, celiac, alopecia),

signalling that CD122/IL-2-IL-15 axis biology is the next contested space in autoimmune drug development - and that
whoever owns the cleanest early biomarker and immunogenicity data owns the negotiating leverage.

WHY IT MATTERS

For clinical-development and bioanalytical teams inside

immunology programmes, a $2.2B acquisition of a single
Phase 1b asset resets the benchmark for what early

autoimmune proof-of-concept is worth and signals where trial

and biomarker investment will concentrate next. FB102's

mechanism (IL-2/IL-15 signalling via CD122) puts pressure on
competing T-/NK-cell modulation programmes and pulls

immunogenicity, cytokine and receptor-occupancy assay

demand toward CD122 biology. An 86% premium on a mid-
stage readout raises the bar on data quality: the bioanalytical

and clinical evidence underpinning a Phase 1b vitiligo signal is

now the diligence surface a multibillion-dollar deal turns on.

WHAT TO CHECK

Immunology sponsors and their CROs should benchmark

their own early-asset valuation and diligence packages
against an 86%-premium bar: ensure Phase 1b

immunogenicity, receptor-occupancy and PK/PD datasets are

audit-grade and independently reproducible. Competitive-

intelligence and portfolio teams should map internal T-/NK-
cell programmes against FB102's CD122 mechanism and

reassess differentiation. Bioanalytical labs should anticipate

demand for CD122-axis assays (IL-2/IL-15 signalling, NK-cell
pharmacodynamics).

Source · argenx (company press release, 27 Jul 2026) ↗

https://argenx.com/news/2026/press-release-3333257.html


3 CT Clinical trials 2026-07-27

FDA finalizes three oncology trial-eligibility guidances (performance
status; washout periods & concomitant medications; laboratory values)
to broaden cancer-trial enrollment
The FDA is institutionalizing broader, evidence-justified eligibility as the default posture in oncology development, not

an optional aspiration. By finalizing performance-status, washout and lab-value criteria together, the agency signals

that exclusions now require affirmative scientific justification - reversing the historical default of conservative, copy-

forward eligibility and pushing trial designs toward populations that resemble real-world patients.

WHY IT MATTERS

For clinical-operations, biostatistics and protocol teams, these

finals convert long-discussed inclusivity principles into citable
FDA expectations that sponsors will be asked to justify against.
Eligibility criteria drive screen-fail rates, accrual timelines and

the generalizability of efficacy estimates; loosening
performance-status, washout and lab-value cutoffs widens
eligible populations and shifts the burden onto sponsors to

defend any exclusion with a documented rationale. Expect
protocol templates, statistical analysis plans and enrollment-
feasibility models to be revised, and IRBs/investigators to

reference these documents during review.

WHAT TO CHECK

Oncology sponsors and CROs should audit active and planned

protocols against the three finals: default to including ECOG
PS 2 patients, replace fixed washout windows with PK/PD-
justified, protocol-specific criteria, and re-derive lab-value

thresholds from clinical rationale. Update protocol templates,
SAPs and feasibility/enrollment models; brief medical monitors
and sites; and prepare documented rationales for any retained

exclusion in anticipation of review questions.

Source · FDA Oncology Center of Excellence, final guidances 27 Jul 2026 (reported by RAPS) ↗

https://www.raps.org/resource/fda-finalizes-three-guidances-to-broaden-cancer-clinical-trial-eligibility.html


4 CT Clinical trials 2026-07-29

FDA Cellular, Tissue and Gene Therapies Advisory Committee to review
Capricor's deramiocel BLA for Duchenne cardiomyopathy on 29 July 2026
This is the FDA adjudicating, in public, how much a functional-plus-cardiac endpoint package and a resubmitted
allogeneic cell-therapy dossier can carry in a rare cardiomyopathy. The outcome sets a reference point for

CMC/potency and comparability expectations across cardiosphere-derived and allogeneic cell products, and for

whether Class 2 resubmissions can rehabilitate a prior CRL on strengthened Phase 3 evidence.

WHY IT MATTERS

For clinical-development, regulatory-affairs and bioanalytical
teams in cell and gene therapy, this adcom is a live test of the

evidentiary bar for an allogeneic cell therapy in a genetic
cardiomyopathy - a rare, hard-to-power indication where
endpoint choice (functional PUL vs cardiac LVEF) and
potency/comparability assays are decisive. The panel's

questions and vote will signal how the agency weighs a
functional-plus-cardiac endpoint package, the durability of a
Class 2 resubmission after a CRL, and the CMC/analytical
expectations for allogeneic cardiosphere-derived cell products

- precedents that ripple to other cell-therapy sponsors.

WHAT TO CHECK

Cell-therapy sponsors and their CMC/bioanalytical teams
should watch the panel's handling of potency/comparability

and endpoint selection and map it against their own
programmes; regulatory teams should read the FDA briefing
document and Capricor's 27 Jul response for the specific
review concerns. Sponsors with allogeneic products should

pressure-test potency-assay strategy and endpoint-
justification packages now, and note the 22 Aug PDUFA as the
decision milestone that follows the vote.

Source · FDA Advisory Committee Calendar (CTGTAC meeting 29 Jul 2026); Capricor briefing-materials statement 27 Jul

2026 ↗

https://www.fda.gov/advisory-committees/advisory-committee-calendar/cellular-tissue-and-gene-therapies-advisory-committee-july-29-2026-meeting-announcement-updated


5 QMS Quality 2026-07-27

USP and EDQM publish stakeholder-forum outcome, committing to
deeper pharmacopoeial harmonisation and reliance
The underlying shift is compendial convergence being treated as shared regulatory infrastructure: two major
pharmacopoeias reaffirming prospective co-development and reliance signals that, over time, a specification written

for one market is more likely to travel to the other without re-work. This is direction-of-travel, not a dated mandate -

no new monograph or method is required - but it frames where duplicated testing burden will fall.

WHY IT MATTERS

For BA/QC and regulatory-affairs teams, USP-EDQM
convergence is the quiet infrastructure that determines
whether an analytical method, specification or monograph
written for one market travels to another without re-work.
Prospective co-development of monographs narrows the gap
that forces duplicate method validation and dual-compendial
testing; deeper reliance signals that a specification accepted
by one authority is more likely to be accepted by the other. It
is a direction-of-travel signal rather than a dated compliance
action - no new monograph or method is mandated here -
but it frames how compendial requirements will harmonise
and where duplicated testing burden should fall over time.

WHAT TO CHECK

BA/QC and regulatory-affairs teams should treat USP-EDQM
convergence as a planning input, not an action item: track
which specifications, methods and monographs are written
to a single compendium and could travel under reliance, and
where prospective co-development is likely to remove
divergence over time. Prioritise reducing duplicate
compendial testing and dual method-validation where a
specification accepted by one authority is increasingly likely
to be accepted by the other; monitor the free on-demand
forum course and future co-developed monographs for
concrete changes.

Source · EDQM (European Directorate for the Quality of Medicines & HealthCare) ↗

https://www.edqm.eu/en/-/usp-edqm-stakeholder-forum-reinforces-commitment-to-pharmacopoeial-collaboration-and-global-alignment

