
A 12-Month, Randomized, Active-controlled, Open-label Study of the Efficacy 
and Safety of Oral Testosterone Undecanoate 

in Hypogonadal Men 
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MRS-TU-2019EXT Substudy: Schedule of
Assessments
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New Subject Enrollment into Extension Study

would be 
required to consent and then complete screening assessments of the Screening Visit 1(EXT) 
and Screening Visit 2 (EXT),

See 16.12.2 Schedule of Assessments, ABPM Extension 
Study Pre-Treatment Period: For Newly Enrolled Subjects (MRS-TU-2019 naïve or Late 
Entry subjects who qualify for new enrollment due to extended time off study).
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New Subject Enrollment into MRS-TU-2019EXT

would be required to consent and then 
complete screening assessments of the Screening Visit 1 (EXT) and Screening Visit 2 (EXT), 
consistent with the main protocol, prior to being enrolled into MRS-TU-2019EXT

Subjects who would otherwise be considered Late Entry Subjects from the main study MRS-
TU-2019 and who completed the main study >8 weeks before the start of MRS-TU-
2019EXT, may be considered for new subject screening

See 16.12.2 Schedule of Assessments Pre-Treatment Period, 
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Following confirmation of eligibility at Screening Visit 1(EXT) and Screening Visit 
2(EXT), newly enrolled subjects may proceed to Visit 6E
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Subjects who would otherwise be considered Late Entry Subjects from the main study MRS-TU-2019 
and completed the main study >8 weeks before start of MRS-TU-2019EXT, may be considered for new subject screening 





EXT

New Subject Enrollment into MRS-TU-2019EXT

would be required to consent and then complete screening assessments of the 
Screening Visit 1(EXT) and Screening Visit 2(EXT), consistent with the main protocol, prior to 
being enrolled into MRS-TU-2019EXT.  See 16.12.2 Schedule of Assessments-

determine lower oral and titration as appropriate, as measured by:  
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