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Development Pathways. In preparation for the workshop, a 
literature review was conducted and a landscape analysis was 
compiled, the latter comprising named “regulatory science” 
or related graduate education programs at US universities 
(Appendix  1 ).  

  Survey Methods and Results 
 Prior to the workshop, a survey was developed to query experts 
about the CTSA Regulatory Science Workgroup-proposed Core 
Th ematic Areas and related competencies. Th e survey asked 
respondents to apply a fi ve-point scale to rate their level of 
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provided with opportunities to engage in regulatory science 
research and these eff orts should be recognized in promotion 
and tenure decisions. 

 (3) Apply the competencies in consideration of the global nature 
of regulatory science, including the roles of authorities such 
as FDA, international regulatory agencies, or global health 
agencies with regulatory authority. Recognize that the 
authority and requirements of any regulatory agency can be 
addressed in these competencies. 

 (4) Design education and training programs with evaluation 
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planning committee as well as her assistance with the workshop. 
Th e Regulatory Science workgroup was instrumental in the 
creation of these competencies and we would also like to thank 
the participants of the 2014 Regulatory Science Workshop. Th e 
authors thank Alicia Augustine, PhD, for assistance with the 
landscape research and survey design, Katie Libby for graphics 
assistance, as well as Robert Meyer, MD, and Carol Merchant, 
MD, MPH, for their review of the manuscript. Additional support 
came from the University of Rochester CTSA award number UL1 
TR000042 from the National Center for Advancing Translational 
Sciences of the National Institutes of Health, and the Georgetown 
University Center of Excellence in Regulatory Science and 
Innovation award number U01 FD004319 from the U.S. Food and 
Drug Administration. Th e content is solely the responsibility of the 
authors and does not necessarily represent the offi  cial views of the 
National Institutes of Health or Food and Drug Administration.  

  Supporting Information 
 Additional supporting information may be found in the online 
version of this paper. 
  Appendix S1:  Programs at a Glance: Regulatory Science 
Education Programs at US Academic Institutions. Th is summary 
of Regulatory Science programs was taken from coursework and 
curriculum details that are available online at institutions across 
the US. As new programs are developed, this landscape will be 
updated. 
  Appendix S2:  Regulatory Science Competencies in 11 Core 
Th ematic Areas. Th e 68 specifi c Regulatory Science Competencies 
are aligned with 11 broad Core Th ematic Areas.  
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