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FIGURE 1

160 subjects ‘
screened
| 70 subjects
screening failure
90 subjects ‘
randomised

88 subjects

receiving medication

not receiving medication

- positive pregnancy test after
inclusion

2 subjects

reason:

30 subjects receiving 29 subjects receiving 29 subjects receiving
0.095 mg 0.115mg 0.135mg
levonorgestrel/day levonorgestrel/day levonorgestrel/day
(19 subjects in (20 subjects in (18 subjects in
PK subgroup) PK subgroup) PK subgroup)
26 subjects 4 subjects 26 subjects 3 subjects 25 subjects 4 subjects
lcompleted as premature termination, lcompleted as premature termination, lcompleted as premature termination,
scheduled reasons: scheduled reasons: scheduled reasons:
(17 subjects in PK | active FLS >13 mm with E2 | |(17 subjects in PK I withdrawal of consent (N=1)| [(16 subjects in PK I withdrawal of consent
lsubgroup) level >100 pmol/L lsubgroup) | adverse event (N=1) lsubgroup) (N=2)
observed at first visit  active FLS >13 mm with E» [ serious adverse event
under treatment (N=3) level >100 pmol/L observed (N=1)
| non-adherence to trial at first visit under treatment | active FLS >13 mm with E»
conditions (N=1) (N=1) level >100 pmol/L
observed at first visit
under treatment (N=1)

Ez: estradiol, FLS: follicle-like structure, PK: pharmacokinetic
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FIGURE 2A
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FIGURE 2B
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FIGURE 2C

mean FSH concentration
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FIGURE 2D
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FIGURE 2E
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FIGURE 3




