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Gap or Purpose: 
The purpose of this educational activity is to enhance clinician knowledge in the ever-changing area of 
complications associated with Neonatology as well as promising new techniques and interventions for improving 
outcomes in this arena. This presentation will address the new evidence-based FDA guidance and label updates 
for drugs and devices used in the Neonatal Intensive Care Unit, as it is critical for clinicians to stay current 
regarding new drug and device development and drug label updates that pertain to therapeutics used in 
premature infants. 
 
Objectives:  At the conclusion of this activity, the participant will be able to: 
ACCME Objectives 
1. Describe the new FDA guidance on clinical pharmacology considerations for neonatal studies for drugs and 

biological projects. 
2. Identify new label changes for commonly used drugs and devices in the NICU.  
3. Summarize the importance of obtaining label changes for drugs in infants. 
 

CME – ACGME/ABMS Competencies 
1. Patient Care and Procedural Skills 
2. Systems-Based Practice  
 
ANCC Learning Outcomes 
1. Describe the new FDA guidance on clinical pharmacology considerations for neonatal studies for drugs and 

biological projects. 
2. Identify new label changes for commonly used drugs and devices in the NICU. 

3. Summarize the importance of obtaining label changes for drugs in infants. 

 

ANCC – IOM Competencies 
1. Employ evidence-based practice 
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self-directed learning, take and score 70% or greater correct on the post test, and complete the evaluation in 
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hour(s). 
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