




 
 
 

 
       

     
     

       
    

    
       

    
               

      

             
            

        
        

               
                  
                 
   

 
 
 

 
            

         
            

   

           
        

   
  

    
       

               
        

           
             

 

 
        

    
     

 
 

      
 

    

 
 
 
 

    

Introduction 
Mental health problems are underdiagnosed and undertreated.1 Dermatologists and other 
isotretinoin prescribers often see patients who are otherwise healthy, and they may be among 
the only professionals who have opportunities to evaluate patients’ mental health. Healthcare 
providers who recognize the signs and symptoms of psychiatric illness and respond 
appropriately can improve, and perhaps even save, their patients’ lives. 

Isotretinoin may cause depression, psychosis and, rarely, suicidal ideation, suicide attempts, 
suicide, and aggressive and/or violent behaviors. Although causality has not been established 
for these reports, awareness of signs and symptoms may save your patient’s life. This 
brochure provides an overview of depression. The goal of this brochure is to help you identify 
when a psychiatric consult is advisable. 

You and your staff may feel uncomfortable evaluating your patients’ mental health status. 
It is often difficult to distinguish clinical depression from other responses. It may also be 
difficult to decide whether erratic behavior may warrant psychiatric evaluation, especially if 
that behavior seems to be age-appropriate in a teenager. However, as with any specialized 
problem, you may identify patients who seem to need more than dermatologic care, and you 
may need to refer them to a specialist. Knowing when to make a referral for a patient who 
may be at psychiatric risk can make a major difference in the patient’s life. In extreme cases, 
it can mean the difference between life and death. 

Depression 
Depression and suicidal tendencies are two important psychiatric conditions that may be 
observed in dermatology and family practice settings. This brochure provides an overview 
of depression because depression is the most commonly reported psychiatric adverse event 
in patients taking isotretinoin and is also a well established risk factor for suicidal behavior. 

Depression is characterized by symptoms that include intense, persistent sadness; anxiety; 
loss of pleasure from usual activities; and loss of energy.2 These feelings can be normal 
responses to a negative life event, but clinical depression is either not triggered by such an 
event or is disproportionate to the trigger.3 

Depression can be episodic. According to the National Comorbidity Survey, 16.2% (between 
32.6 and 35.1 million) of Americans will experience depression at some point during their 
lives, and 6.6% (between 13.1 and 14.2 million) are depressed in any given month.4,5 Several 
epidemiological studies reported that up to 8.3% of adolescents in the United States suffer 
from depression.6 Older adolescents experience more depressive symptoms than adults and 
comparable symptom persistence, suggesting that these adolescents may be at the highest risk 
for depression.7 

Please see accompanying complete product information, including boxed 
CONTRAINDICATIONS AND WARNINGS, CONTRAINDICATIONS, 
WARNINGS, PRECAUTIONS, and ADVERSE REACTIONS. 

4 

Reference ID: 3814959 
c Prescriber Kit 6 1 r2 indd 77 6/4/12 1 29 PM 









 
 

         
 

    - -c Prescriber Kit 6 1 r2 indd 78 6/4/12 1 29 PM
 

APPEARS THIS WAY ON ORIGINAL

Reference ID: 3814959
 











         
 

    - -c Prescriber Kit 6 1 r2 indd 82 6/4/12 1 29 PM
 

APPEARS THIS WAY ON ORIGINAL

Reference ID: 3814959
 





 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

    

 
 
 
 

         

      
    

      
          
         

          
    

 
 

    - -

Isotretinoin must not be used by female patients who are 
or may become pregnant. There is an extremely high risk 
that severe birth defects will result if pregnancy occurs 
while taking isotretinoin in any amount, even for a short 
period of time. Potentially any fetus exposed during pregnancy 
can be affected. There are no accurate means of determining 
whether an exposed fetus has been affected. 
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