	AE
	Adverse Event

	AIDS
	Acquired Immune Deficiency Syndrome

	ANDA
	Abbreviated New Drug Application

	BLA
	Biologic License Application

	CBER
	Center for Biologic Evaluation and Research

	CDC
	Centers for Disease Control and Prevention

	CDER
	Center for Drug Evaluation and Research

	CDRH
	Center for Devices and Radiological Health

	CFO
	Chief Financial Officer

	CFR 
	Code of Federal Regulations

	COI
	Conflict of Interest

	CRF 
	Case Report Form

	CRO
	Clinical Research Organization

	CSA 
	Clinical Study Agreement

	CTA 
	Clinical Trial Agreement

	DHHS
	Department of Health and Human Services

	FDA 
	Food and Drug Association

	FDAMA
	Food and Drug Administration Modernization Act

	FY
	Fiscal Year

	GAO
	General Accounting Office

	GCP/GMP 
	Good Clinical [Manufacturing] Practices

	HDE
	Humanitarian Device Exemption

	HIPAA 
	Health Insurance Portability and Accountability Act

	HIV
	Human Immunodeficiency Virus

	ICF 
	Informed Consent Form

	ICH 
	International Conference on Harmonization

	IDE
	Investigational Device Exemption

	IND
	Investigational New Drug

	LAR 
	Legally Authorized Representative

	LOA
	Letter of Agreement

	LOI 
	Letter of Indemnification

	NDA
	New Drug Application

	NIH
	National Institutes of Health

	NME
	New Molecular Entity

	OIG
	Office of Inspector General

	OMB
	Office of Management and Budget

	OMS
	Office of Management and Systems

	PDP
	Product Development Protocol

	PDUFA
	Prescription Drug User Fee Act

	PHS
	Public Health Service

	PLA
	Product License Application

	PMA
	Premarket Approval Application

	RII 
	Researcher Initiated Investigation

	SAE 
	Serious Adverse Event

	USC
	United States Code


