
Policy Governing Inpatient Admission of Pediatric Research Subjects

Policy:

Pediatric research subjects are defined as children or adolescents who are under the age of 18 years who are participants in clinical research.  As a general rule, inpatient admission of pediatric research subjects will occur on the Clinical Translational Research Center (CTRC) at The Children’s Hospital (TCH) regardless of the COMIRB risk assessment made at the time of approval. 

Exceptions:

1) Predominantly adult oriented clinical research protocols which contain inclusion criteria allowing for enrollment of pediatric research subjects 16 – 18 years of age, will be permitted to admit their pediatric research subjects 16 years or older to the CTRC at the University of Colorado Hospital (UCH) only if the research involves no more than minimal risk.
  Investigators wishing to admit such pediatric research subjects to the UCH CTRC must obtain the approval of the UCH CTRC RSA and the UCH CTRC SARC Chairman.  

Any pediatric research subject participating in a Pediatric or Adult Clinical Research Center protocol involving more than minimal risk 
 must be admitted to the CTRC at TCH regardless of age.

2) Occasionally, certain research protocols will require that pediatric research subjects less than 16 years of age be admitted to the UCH CTRC because the necessary instrumentation, expertise or resource does not exist at TCH.  One example of such a situation would be for research protocols using the Whole Room Calorimeter which is located on the UCH CTRC. Another example would be for research protocols that include procedures pediatric subjects typically have performed at UCH.  Approval for such exceptions must be consistent with existing UCH policy governing admission of children, and must be approved by the UCH CTRC and TCH CTRC SARC Chairmen.  

� Pediatric research protocols that involve no more than minimal risk are those research protocols that are approved by the COMIRB under 45 CFR 46.404.  


� Pediatric research protocols that involve more than minimal risk are those research protocols that are approved by the COMIRB under 45 CFR 46.405, 46.406, or 46.407.  





