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	AE
	Adverse Event

	CFR
	Code of Federal Regulations

	CIOMS
	Council for International Organizations of Medical Sciences

	CRF
	Case Report Form

	DMID
	Division of Microbiology and Infectious Diseases, NIAID, NIH, DHHS

	DSMB
	Data and Safety Monitoring Board

	FWA
	Federal-Wide Assurance

	GCP
	Good Clinical Practice

	ICF
	Informed Consent Form

	ICH
	International Conference on Harmonisation

	IEC
	Independent or Institutional Ethics Committee

	IRB
	Institutional Review Board

	ISM
	Independent Safety Monitor

	JAMA
	Journal of the American Medical Association

	MOP
	Manual of Procedures

	N
	Number (typically refers to subjects)

	NEJM
	New England Journal of Medicine

	NIAID
	National Institute of Allergy and Infectious Diseases, NIH, DHHS

	NIH
	National Institutes of Health

	OCRA
	Office of Clinical Research Affairs, DMID, NIAID, NIH, DHHS

	OHRP
	Office for Human Research Protections

	ORA
	Office of Regulatory Affairs, DMID, NIAID, NIH, DHHS

	PI
	Principal Investigator

	SAE
	Serious Adverse Event

	SMC
	Safety Monitoring Committee

	SOP
	Standard Operating Procedure

	WHO
	World Health Organization
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