[bookmark: _GoBack]Example #2 provided as a guide, customize as needed: Process diagram (e.g., randomized controlled trial)


Week/Day (Insert time)


Screening


Week/Day (Insert time)


Randomization


Intervention Group 1 (n=y)


Week/Day (Insert time)


Baseline assessments/ Study Intervention


Placebo (n=z)


Week/Day (Insert time)


Follow-up assessments of study endpoints and safety


Week/Day (Insert time)


End of Study Assessments


Week/Day (Insert time)


Follow-up Telephone Call


Obtain informed consent


Screen potential participants by inclusion and exclusion criteria


Obtain history, document


Total n=x


<List specimens to be collected, examinations or imaging or laboratory assays to be performed, questionnaires to be completed OR refer to Section 1.3, Schedule of Activities>


<List specimens to be collected, examinations or imaging or laboratory assays to be performed, questionnaires to be completed OR refer to Section 1.3, Schedule of Activities>


Week/Day (Insert time)


Follow-up assessments of study endpoints and safety


<List specimens to be collected, examinations or imaging or laboratory assays to be performed, questionnaires to be completed OR refer to Section 1.3, Schedule of Activities> 


<List specimens to be collected, examinations or imaging or laboratory assays to be performed, questionnaires to be completed OR refer to Section 1.3, Schedule of Activities> 


<List questionnaires to be completed OR refer to Section 1.3, Schedule of Activities> 


Administer initial dose of study intervention 




























