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FIG. 1

Visit 1, Day -21 to Day -11

Efficacy period
Titrations based on
plasma T samples
collected 3 to 5 hours

Screening
Assessments

Visit 2, Day -10 to Day -7

Visit 3, Day 1 (Baseline)

ArSOVIETEFisubjects

400 mg AM, 200 mg PM

post-morning dose:

Tas

600 mg (N=200)

Tys< 235 ng/dL

Visit 4, Day 14 (+/- 2)

T, 5> 1120 ng/dL

Increase dose to 800 mg
Visit 5, Day 28 (+/- 2) 400 mg AM, 400 mg PM

Decrease dose to 400 mg
200 mg AM, 200 mg PM

No dose change

Tos <235 ng/dL " o . Tes>1120ng/dl 1, <935 ngfoL - | Tes>1120mg/dl 1 <35 ng/al /// 13,53»‘1»12 e/t
Visit 6, Day 42 (+/-2) " To5= 23541120 ng/di™~.. T35 = 2351120 ng/dl ", AThs=2351120 ng/dt,
Increase dose No dose Decrease dose Increase dose No dose Decrease dose Increase dose No dose § Decrease
Visit 7, Dayf 10 1000 mg change 0 600 mg 10 800 mg, change t0 400 mg to 600 mg change dose to
56 (+/-2)] 600 MEAN 400 mg AM 400 mg AM 200 mg AM 400 mg AM 200 mg Al
400 mg PM 200 mg PM 400 mg PM 200 mg PM 200 mg PM

Visit 8, Day 90 (+/- 3)

9 Month Safety Evaluation Period
Visit 9, Day 166 (+-3) Single-draw PK samples collected 3 to 5 hours post-morning dase
Visit 10, Day 180 (+/-3} Adjust dose if needed based on titration algorithm
Visit 11, Day 256 (+/-3) Single-draw PK samples collected 3 to 5 hours post-morning dose
Visit 12, Day 270 (+/-3) Adjust dose if needed based on titration algorithm
End of Treatment, Day 365 (+/-3) Single-draw PK samples collected 3 to 5 hours post-morhing dose

14 Days (+/-3) After end of treatment Follow-up visit

(57) Abstract: The present invention features new testosterone undecanoate (TU) dosing regimens, e.g., for testosterone replacement
O therapy. The TU may be formulated with phytosterols or phytosterol esters.
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