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	AE
	Adverse Event/Adverse Experience

	CFR
	Code of Federal Regulations

	CIOMS
	Council for International Organizations of Medical Sciences

	CONSORT
	Consolidated Standards of Reporting Trials

	CFR
	Code of Federal Regulations

	CIB
	Clinical Investigator’s Brochure

	CRF
	Case Report Form

	CRO
	Contract Research Organization

	CSOC
	Clinical Study Oversight Committee

	DCC
	Data Coordinating Center

	DHHS
	Department of Health and Human Services

	DMFS
	Decayed, missing, and filled tooth surfaces

	DSMB
	Data and Safety Monitoring Board

	eCRF
	Electronic Case Report Form

	FDA
	Food and Drug Administration

	FWA
	Federalwide Assurance

	GCP
	Good Clinical Practice

	HIPAA
	Health Insurance Portability and Accountability Act

	ICF
	Informed Consent Form

	ICH
	International Conference on Harmonisation

	ICMJE
	International Committee of Medical Journal Editors

	IDE
	Investigational Device Exemption

	IND
	Investigational New Drug Application

	IRB
	Institutional Review Board

	ISM
	Independent Safety Monitor

	JAMA
	Journal of the American Medical Association

	JADA
	Journal of the American Dental Association

	MedDRA(
	Medical Dictionary for Regulatory Activities

	MOP
	Manual of Procedures

	N
	Number (typically refers to subjects)

	NDA
	New Drug Application

	NEJM
	New England Journal of Medicine

	NIDCR
	National Institute of Dental and Craniofacial Research, NIH, DHHS

	NIH
	National Institutes of Health

	OCTOM
	Office of Clinical Operations and Management, NIDCR, NIH, DHHS

	OHRP
	Office for Human Research Protections

	OHSR
	Office of Human Subjects Research

	PHI
	Protected Health Information

	PI
	Principal Investigator

	QA
	Quality Assurance

	QC
	Quality Control

	SAE
	Serious Adverse Event/Serious Adverse Experience

	SMC
	Safety Monitoring Committee

	SOP
	Standard Operating Procedure

	US
	United States

	WHO
	World Health Organization
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