Children's Hospital, Boston, MA

Certification of Human Subject Protection Education/Training for NIH Funded Research
	Principal Investigator:
	
	Grant #:
	


	Title of Grant:
	


Children's Hospital is committed to providing a comprehensive educational program that assures the protection of human subjects in research in accordance with current federal regulations and various guiding ethical principles. The core element of this program is an IRB Training Lecture that addresses the following topics:

· Definition of research and human subjects

· The Belmont Report

· HHS, FDA and State regulations

· Function of the IRB

· Criteria for IRB approval

· Amendments and continuing review

· Informed consent/assent process

· Adverse event reporting

· Maintenance of records

· Pediatric regulations

· Human subject issues specific to particular medical specialties/discipline (genetics, surgery, and adolescent medicine)

· Development of a research protocol

· Biological Specimen Research

· Medical record/chart review/database research

· Current federal initiatives and compliance concerns

Other training activities include use of the IRB website for access to policies and procedures, educational materials and additional resources.  The Hospital offers an Introduction to Clinical Research course to trainees which includes human subject protections. Other lectures are also offered during the year. The administrative staff of the Committee on Clinical Investigation also provides ongoing individualized training when staff are planning a protocol or responding to human subject protection concerns.
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The key personnel listed above have completed or are scheduled to complete human subject protection education/training.
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Susan Kornetsky, Director, Clinical Research Compliance 

Print Name and Title

