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Scientific conclusions

Taking into account the PRAC Assessment Report on the PSUR(s) for ulipristal acetate (treatment of
moderate to severe symptoms of uterine fibroids), the scientific conclusions of CHMP are as foZows:

A cumulative review of hypersensitivity based on pooled data from the phase Il clinical tria RL
studies and VENUS 1) identified 43 non-serious adverse events, 7 of which (pruritus, gener@t
oedema, hypersensitivity with swelling face in one patient, rash generalised and urticari ere
considered related to ulipristal acetate. In the post-marketing setting, 132 cases of I{&ensitivity
reactions have been reported cumulatively. Taking into account the cases of positi

challenge and the close temporal association, causality between drug hyperse%gand ulipristal

acetate can be concluded with an at least reasonable possibility. &

and de-

With regards to angioedema, 3 serious cases of angioedema have been re
setting. Considering the close temporal association and positive de-chal causal association
between ulipristal acetate and angioedema is at least of reasonable pos ity

in the post-marketing

Therefore, in view of available data, changes to section 4.8 of th C are considered warranted, to
add the adverse reactions of drug hypersensitivity with a freque ncommon and of angioedema
with a frequency not known. The Package leaflet is updated mgly

The CHMP agrees with the scientific conclusions made by AC

Grounds for the variation to the terms of the marketing authorisation(s)

On the basis of the scientific conclusions for uli al acetate (treatment of moderate to severe
symptoms of uterine fibroids) the CHMP is of tki@qoinion that the benefit-risk balance of the medicinal
product(s) containing ulipristal acetate (t&{ryent of moderate to severe symptoms of uterine fibroids)
is unchanged subject to the proposed changes to the product information

The CHMP recommends that the t the marketing authorisation(s) should be varied.
’\Q
O

N
Ko

Scientific conclusions and grounds for the variation to the terms of the marketing authorisation(s)
EMA/11208/2018 Page 2/2



