Canada: Health professional risk communication: TAVNEOS (avacopan) and Health
Canada’s review of data integrity concerns

Affected products
TAVNEOS (avacopan) capsules, 10 mg

Issue

Health Canada is reviewing significant concerns regarding the data integrity of the pivotal
ADVOCATE trial, which served as the primary efficacy study supporting the authorization of
TAVNEOS (avacopan).

Audience

Healthcare professionals involved in the treatment and management of patients with severe active
anti-neutrophil  cytoplasmic  autoantibody = (ANCA)-associated  vasculitis, including
rheumatologists, nephrologists, pulmonologists, internal medicine physicians, family physicians,
nurse practitioners, and pharmacists.

Key messages
Health Canada has identified significant concerns about the data that supported the
authorization of TAVNEOS (avacopan).
These concerns raise questions about the efficacy of TAVNEOS.
Pending the outcome of Health Canada’s review of these concerns, healthcare professionals
are advised to:
o NOT initiate treatment with TAVNEOS in new patients.
o Contact and monitor patients currently receiving TAVNEOS and assess whether
continued treatment remains appropriate.

Background information

TAVNEOS (avacopan) is indicated for the adjunctive treatment of adult patients with severe active
anti-neutrophil cytoplasmic autoantibody (ANCA)-associated vasculitis (granulomatosis with
polyangiitis [GPA] and microscopic polyangiitis [MPA]) in combination with standard background
therapy including glucocorticoids. TAVNEOS is not indicated for use as monotherapy and does
not eliminate glucocorticoid use.

The authorization of TAVNEOS in Canada (April 2022) was supported primarily by the pivotal
Phase 3 ADVOCATE trial, sponsored by ChemoCentryx, which evaluated the use of avacopan in
patients with GPA or MPA receiving standard therapy.

New information has raised significant concerns regarding the integrity of the clinical data from
the ADVOCATE trial. The concerns relate to how the data for the ADVOCATE trial was handled
before TAVNEOS was authorized, creating uncertainty about the reliability of the efficacy
evidence supporting the product’s benefit-risk profile.



Due to the data integrity concerns, the ADVOCATE trial publication was retracted by the New
England Journal of Medicine on June 29, 2026.

Health Canada is currently reviewing this information and assessing its impact on the authorization
of TAVNEOS in Canada.

Information for consumers

TAVNEOS is used to treat adults with conditions known as severe active anti-neutrophil
cytoplasmic autoantibody (ANCA)-associated vasculitis, which are rare autoimmune diseases that
cause inflammation of blood vessels. They include granulomatosis with polyangiitis (GPA) and
microscopic polyangiitis (MPA). TAVNEOS is used along with other medicines to treat these
conditions.

TAVNEOS was authorized in Canada after Health Canada reviewed the information available at
the time, including the main clinical trial data used to support its use. Recently, new information
has raised serious concerns about the reliability of that data, creating uncertainty about the
evidence used to show how well TAVNEOS works. Health Canada is reviewing this information,
together with the known risks of TAVNEOS, to determine whether its benefits continue to
outweigh its risks.

Patients should not stop taking TAVNEOS without first speaking to their healthcare professional.

Patients currently taking TAVNEOS should contact their healthcare professional to discuss their
treatment and whether another therapy may be appropriate.

Information for healthcare professionals

Pending the outcome of Health Canada’s review of these concerns, healthcare professionals are

advised to:

- NOT initiate treatment with TAVNEOS in new patients.

- Contact and monitor patients currently receiving TAVNEOS and assess whether continued
treatment remains appropriate.

Please refer to the following website in Health Canada for details:
http://recalls-rappels.canada.ca/en/alert-recall/tavneos-avacopan-and-health-canada-s-review-

data-integrity-concerns

In Hong Kong, the above product is not a registered pharmaceutical product. Related news was
previously issued by the United States Food and Drug Administration and European Medicines
Agency, and was posted on the Drug Office website on 1 Apr 2026, 13 Jun 2026 and 27 Jun 2026.
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