
What is the purpose of the study?
The purpose of the Engage 11 clinical research 
study is to evaluate an investigational drug to see 
whether it is safe and effective and how well it 
is tolerated in adolescents with major depressive 
disorder (MDD). The drug is considered 
investigational in this study because it has not 
been approved to treat adolescents with MDD. 

Study participants will receive one of three  
study drugs: 

1. The investigational drug, which is in a class 
of drugs known as serotonin-norepinephrine 
reuptake inhibitors (SNRIs) 

2. A different study drug that has already been 
approved in the United States to treat MDD in 
children and adolescents ages 8 to 18

3. Placebo, which looks like the investigational 
drug but has no active drug 

Who can participate in the study? 
Your child may be eligible if he or she:

•	 Is	12	to	17	years	old

•	 Has	been	diagnosed	with	MDD	or	has	been	
having feelings of depression

How long will the study last?
The Engage 11 clinical research study will last 
about 10 weeks and will require up to 9 visits to 
the study site. The study doctor will discuss your 
child’s condition with you at the study visits.
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What will happen during the study?
The Engage 11 clinical research study will include:

•	 1	screening	visit	to	determine	if	your	child	is	
eligible for the study

•	 A	washout	period	of	up	to	5	weeks	where	
your child must stop taking some medications; 
the study doctor will provide instructions 
about when and how your child should stop 
taking these medications

•	 An	8-week	period	when	your	child	will	take	
the study drug 

•	 1	follow-up	visit

All participants will undergo study-related tests 
and procedures during the study, including blood 
and urine tests and physical exams. The study staff 
will also use several standard depression tests to 
evaluate participants. 

Participants will have blood draws for something 
called sparse pharmacokinetic (PK) sampling to 
measure the level of the study drug in their blood. 
For sparse PK, participants will have a total of five 
blood draws at certain visits. 

Participants will have the option to have serial PK 
sampling instead of sparse PK sampling. For serial 
PK, seven blood draws will be taken over a  
24-hour period.  

The study staff can answer any 
additional questions you may have about 
the Engage 11 clinical research study.
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