Lenacapavir Regulatory Approval
6 regulatory approvals, 12 pending approvals as of December 2025

European Medicines Agency (EMA)*

* The European Commission has granted LEN marketing
authorization following a positive recommendation by
the EMA. In addition, EMA simultaneously reviewed LEN
under the ‘EU-Medicines for all’ (EU-M4all) program,
aimed to make products of major public health interest
available in low- and middle-income countries faster,
while avoiding duplication of efforts from regulators.
Regulators in LMICs can now use the M4all
recommendation to expedite national approvals.
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+tEswatini uses an alternate pathway for
regulatory approval - approval from the
South African Health Products
Regulatory Authority (SAHPRA) and pre-
qualification from the World Health

Organization (WHO) to authorize an
Import License.
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