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Certification means the official notification by the institution to the supporting 
Federal department or agency component, in accordance with the requirements of 
this policy, that a research project or activity involving human subjects has been 
reviewed and approved by an IRB in accordance with an approved assurance. 
46.102(j) 

Certification means the official notification by the institution to the supporting Federal 
department or agency component, in accordance with the requirements of this policy, that a 
research project or activity involving human subjects has been reviewed and approved by 
an IRB in accordance with an approved assurance. 46.102(a) 

N/A Clinical trial  means a research study in which one or more human 
subjects are prospectively assigned to one or more interventions (which may include 
placebo or other control) to evaluate the effects of the interventions on biomedical or 
behavioral health related outcomes. 46.102 (b) 

Department or agency head means the head of any federal department or agency 
and any other officer or employee of any department or agency to whom authority 
has been delegated. 46.102(a) 

Department or agency head means the head of any Federal department or agency, for 
example, the Secretary of HHS, and any other officer or employee of any Federal 
department or agency to whom the authority provided by these regulations to the 
department or agency head has been delegated. 46.102 (c) 

N/A Federal department or agency refers department or agency (the department or agency 
itself rather than its bureaus, offices or divisions) that takes appropriate administrative 
action to make this policy applicable to the research involving human subjects it conducts, 
supports, or otherwise regulates (e.g., the U.S. 





(3) Collection and analysis of information, biospecimens, or records by or for a criminal 
justice agency for activities authorized by law or court order solely for criminal justice or 
criminal investigative purposes. 
(4) Authorized operational activities (as determined by each agency) in support of 
intelligence, homeland security, defense, or other national security missions. 46.102 (l) 

N/A Written, or in writing, for purposes of this part, refers to writing on a tangible medium 
(e.g., paper) or in an electronic format. 46.102 (m) 
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