[image: ]

IRB Acronyms and Definitions
	Acronym:
	Meaning:
	Definition:

	A:

	AAHRPP
	Association for the Accreditation of Human Research Protection Programs
	The HRPP accreditation agency.

	AE
	Adverse Event	Comment by Berger, Megan K: add SAE; definition of AE and SAE is serious (see SAE)
	Any untoward or unfavorable occurrence in a human subject temporally associated with the subject’s participation in the research. May be expected or unexpected.

	B:

	BAA
	Business Associate Agreement
	A contract between a HIPAA covered entity and a HIPAA business associate (BA) that is used to protect personal health information (PHI) in accordance with HIPAA guidelines.

	BMC
	Bellevue Medical Center
	

	C:

	CAHP
	College of Allied Health Professionals
	

	CA
	Coverage Analysis 
	The financial risk to subjects as a result of study participation. Required for studies that have the potential for generating charges that are billed to subjects and comes out of the Clinical Research Center.

	CCTR
	Center for Clinical and Translational Research
	Serves as a repository of clinical research resources, policies, education and training opportunities, and has navigators to assist researchers conducting clinical and translational research. Manages core facilities including the Clinical Research Center (CRC), the Electronic Health Record Access Core, The Nebraska Biobank, and the Research Subject Advocate Office. 

	CF (ICF)
	Informed Consent Form
	The form used to provide subjects with the information they need to make a decision to volunteer for a research study.

	CFR
	Code of Federal Regulations
	The codification of the general and permanent rules and regulations of the federal government of the United States. 

	CHMC
	Children’s Hospital & Medical Center
	Now referred to as Children’s Nebraska, but the old acronym may still be referenced in places.

	CHRI
	Child Health Research Institute
	Home to the Pediatric Research Office (PRO), a team of research nurses, coordinators, administrators, and support staff that oversees pediatric research being conducted at Chlidren’s Nebraska and Nebraska Medicine. 

	CIP
	Certified IRB Professional
	Formal recognition of an IRB professional’s broad knowledge of IRB functions and expertise about human research protection programs (HRPPs).

	CIRB/CB
	Central IRB
	Application used for multi-site research where UNMC is ceding review to another reviewing IRB.

	CITI
	Collaborative Institutional Training Initiative
	The certification program required for all personnel engaging in Human Subject Research at UNMC or any of its affiliated institutions. 

	COD
	College of Dentistry
	

	COI
	Conflict of Interest
	When an investigator’s personal financial interests or fiduciary duties owed to third parties may compromise, or have the appearance of comprising, their professional judgment or behavior in carrying out their research obligations.

	COIC
	Conflict of Interest Committee
	Responsible for reviewing study personnel financial COIs, develop the management plan, and inform the IRB.

	CON
	College of Nursing
	

	COND
	Conditional
	Used in conditional approval/acceptance letters.

	COP
	College of Pharmacy
	

	COPH
	College of Public Health
	

	CR
	Continuing Review
	The IRB’s continued review of research that occurs annually unless determined otherwise. 

	CROC
	Clinical Research Oversight Committee
	Committee which discusses clinical research topics, develop workflows, implement processes, and provide education and support to the clinical research community.

NOTE: this committee is more for leadership across various research stakeholders at UNMC and not for the research teams.

	CRC
	Clinical Research Center
	An outpatient clinical research facility that supports a broad range of clinical trials.

	CT.gov
	Clinicatrials.gov
	Where applicable clinical trials are registered including FDA regulated trials, NIH funded trials, and trials which will render claims for items and services to the Center of Medicare and Medicaid Services (CMS).

	CTA
	Clinical Trial Agreement 
	A legally blinding agreement that governs the conduct of a particular study and sets forth the obligations of each party to the agreement.
NOTE: typically this agreement is between the institution and the sponsor of the research.

	CTMM
	Clinical Trials Master Matrix
	An excel spreadsheet workbook that records basic information about a clinical trial with protocol-specific scheduling of research-related procedures/treatments and details how these will be billed. 

	CTMS
	Clinical Trials Management System
	Electronic platform supporting centralized management of therapeutic protocols and subjects.

	D:

	DHHS
	Department of Health and Human Services
	Cabinet-level department of the U.S. Federal Government with the goal of protecting the health of all Americans and providing essential human services. 

	DMC
	Data Monitoring Committee
	Committee established to monitor data to ensure subject safety, consider the risks, complexity, and nature of the research.

	DOD
	Department of Defense
	

	DOE
	Department of Energy
	

	DOEd
	Department of Education
	

	DOJ
	Department of Justice
	

	DSMB
	Data and Safety Monitoring Board
	A formal board required to review phase III clinical trials, multicenter randomized phase II clinical trials, and high risk phase II clinical trials

	DSMC
	Data and Safety Monitoring Committee
	Committee established to monitor data to ensure subject safety, consider the risks, complexity, and nature of the research.

	DSMP
	Data and Safety Monitoring Plan
	Developed to include elements such as specific data to be reviewed, the frequency and duration of review, the identities of the person conducting the review, conditions under which subjects should be withdrawn, conditions under which the study will be halted, etc.

	DTA/DUA
	Data Transfer/Use Agreement
	A contractual document used for the transfer of data that has been developed, where the data is nonpublic or is otherwise subject to some restrictions on its use.

	E:

	EP
	Expedited
	Category of review of research where the research represents minimal risk and meets one or more expedited category as outlined in 45 CFR 46.  The review of expedited research does not need to go to a fully convened Board.

	ER
	Emergency Use
	Research that utilizes a test article under emergency circumstances where there is not sufficient time to obtain IRB approval at a convened meeting.

	ET
	External
	Research that accepts the review and approval of an external IRB for human subject research determined to be exempt under 45 CFR 46.104.

	EX
	Exempt
	Category of review of research where the research represents no more than minimal risk and meets one or more exempt criteria as outlined in 45 CFR 46.  Review of exempt research is not done by a fully convened Board.

	F:

	FB
	Full Board
	

	FDA
	Food and Drug Administration
	The federal regulatory agency responsible for protecting the public health by assuring the safety, efficacy, and security of human and veterinary drugs, biological products, medical devices, our nation’s food supply, cosmetics, and products that emit radiation.

	FERPA
	Family Education Rights and Privacy Act
	A United States federal law that governs the access to educational information and records by public entities such as potential employers, publicly funded educational institutions, and foreign governments.

	FPBCC
	Fred and Pamela Buffett Cancer Center
	

	FWA
	Federal Wide Assurance
	A formal agreement between the institution and the Office of Human Research Protections (OHRP) indicating the institution’s commitment to comply with federal regulations for the protection of human subjects. The HRPP operates under the authority of its current FWA. Research conducted at Children’s Nebraska operates under the authority of the FWA held by that legal entity. 

	G:

	GCP
	Good Clinical Practice
	

	GDPR
	General Data Protection Regulation
	A set of international ethical and scientific quality standards for designing, conducting, recording, and reporting clinical trials involving human subjects.

	H:

	H&K
	Health and Kinesiology
	

	HBM
	Human Biological Materials
	Including (but not limited to) sub-cellular structures (e.g. DNA), cells, tissues, organs, gametes, and waste (e.g. hair, nail clippings, urine, feces, saliva, and sweat).

	HDE
	Humanitarian Device Exemption
	An approval process provided by the FDA allowing a medical device to be marketed without requiring evidence of effectiveness. The FDA calls such a device approved in this manner a "Humanitarian Use Device" (HUD).

	HHS
	Health & Human Services
	Cabinet-level department of the U.S. Federal Government with the goal of protecting the health of all Americans and providing essential human services.

	HIPAA
	Health Insurance Portability and Accountability Act
	United States Act of Congress established to protect sensitive health information from disclosure without patient’s consent.

	HRPP
	Human Research Protections Program
	A comprehensive system to ensure the protection of human subjects participating in research. 

	HUD
	Humanitarian Use Device
	A medical device intended to benefit patients with rare diseases or conditions affecting fewer than 8,000 individuals in the US annually. It is exempt from the usual requirements for demonstrating effectiveness and must have a Humanitarian Device Exemption (HDE) to be marketed. Before use, an HUD requires Institutional Review Board (IRB) approval.

	I:

	IACUC
	Institutional Animal Care and Use Committee
	The committee that oversees and evaluates all aspects of the institution’s animal care and use program.

	IB
	Investigator’s Brochure
	A document summarizing the body of information about an investigational product obtained during a drug trial.

	IBC
	Institutional Biosafety Committee
	Charged with planning and implementation of the campus Biosafety Program to ensure the health and safety of all personnel working with biohazardous agents.

	ICF
	Informed Consent Form
	The form used to provide subjects with the information they need to make a decision to volunteer for a research study.

	IDE
	Investigational Device Exemption
	An application submitted to the FDA to conduct a clinical investigation with an investigational device subject to 21 CFR 812.

	IDRC
	Investigational Device Review Committee
	Reviews the use of investigational devices in research to assure regulatory and operational compliance. This includes receiving, storing, dispensing, returning or destroying, and billing.

	IIT
	Investigator Initiated Trial
	A clinical study started and managed by an investigator or a team of researchers, rather than a pharmaceutical company.

	IND
	Investigational New Drug
	An application submitted to the FDA to conduct a clinical investigation with an investigational drug that is subject to 21 CFR 312. Submitted by the sponsor of the research.

	IO
	Institutional Official
	An official legally authorized to represent the Organization, and is the signatory of the FWA and assumes the obligations specific in the FWA. Ultimately responsible for the HRPP.

	IPI
	Identifiable Private Information
	Information that can be used to distinguish or trace an individual’s identity, either alone (direct) or when combined with other personal or identifying information that is linked or linkable to a specific individual (indirect).

	IR
	Incident Report
	A form submitted to report noncompliance.

	IRB
	Institutional Review Board
	Responsible for the protection of the rights and welfare of human research subjects through assuring compliance with all federal regulations and HRPP policies and procedures. The IRB is authorized to independently review and approval all non-exempt human subject research.

	L:

	LAR
	Legally Authorized Representative
	An individual or judicial or other body authorized under applicable law to consent on behalf of a prospective subject to the subject’s participation in the procedure(s) involved in the research.

	LC
	Lead Coordinator
	The primary regulatory contact point for the ORA.

	LIRB
	Local IRB
	A participating site’s IRB. (NOTE: in most cases, this means the UNMC IRB)

	M:

	MTA
	Material Transfer Agreement
	Contract that governs the transfer of tangible research specimens for research use. 

	N:

	NCI
	National Cancer Institute
	The federal government’s principal agency for cancer research and training. NCI is part of the NIH.

	NCT
	National Clinical Trial
	The NCT number is an identification that clinicaltrials.gov assigns a study when it is registered.

	NHSR
	Not Human Subject Research
	Research that does not fit the regulatory definition of human subject research.

	NIH
	National Institutes of Health
	A federal agency within the Public Health Service, DHHS, comprising of 21 institutes and centers. It is responsible for carrying out and supporting biomedical and behavior research.

	NM
	Nebraska Medicine
	

	NSA
	No subjects accrued
	Used in the context of closing a study, subjects have been accrued (SA) or no subjects have been accrued (NSA).

	O:

	OHRP
	Office of Human Research Protections
	The federal office for ensuring ethical conduct of human subject research. 

	ORA
	Office of Regulatory Affairs
	The department that exercises oversight of UNMC’s Human Research Protection Program (HRPP).

	P:

	P&T
	Pharmacy and Therapeutics
	Oversees the use of pharmaceutical and investigational agents in human subject research. 

	PAM
	Post Approval Monitoring
	Audits conducted in order to measure, maintain, and improve human subject research protection effectiveness, quality, and compliance with all applicable regulations and HRPP policies. 

	PHI
	Protected Health Information
	Individually identifiable health information that is created or received by the organization and relates to health status, provision of health care, or payment for health care.

	PI
	Principal Investigator
	The individual under whose direction the research is conducted and who assumes overall responsibility for the safe and proper conduct of the research in full compliance with all applicable regulations and UNMC HRPP policies. 

	PRIM&R
	Public Responsibility in Medicine and Research 
	A nonprofit working to ensure the highest ethical standards in research by providing education, membership, and other professional resources to the research oversight community.

	PRMS
	Protocol Review and Monitoring System
	Out of the Fred & Pamela Buffett Cancer Center, PRMS provides central management and oversight functions for all cancer-related trials involving human subjects conducted by member of the cancer center.

	PRO
	Pediatric Research Office
	The clinical research unit supporting Pediatric Clinical Research at UNMC/NM and Children’s Nebraska. 

	pSite
	Participating Site
	A participating site in a single IRB model.

	Q:

	QI/QA
	Quality Improvement/Assessment
	Activities that take place in a particular localized setting, their design is expected to incorporate the specific features of that setting, they are led by people who work in that setting, and they incorporate rapid feedback of results to bring about positive change for people in that setting.

	R:

	RFC
	Request for Change
	The form submitted to make changes in the IRB application or supporting documents.

	RITO
	Research IT Office
	A core facility on the UNMC campus that serves the growing information technology needs of the research community.

	RSS
	Research Support System
	UNMC’s electronic platform supporting research which includes SPA, IRB, IBC, IAUCUC, CMMS, and CMS.

	S:

	SA
	Subjects Accrued
	Used in the context of closing a study, subjects have been accrued (SA) or no subjects have been accrued (NSA).

	SI
	Secondary Investigator
	An individual who shares responsibility with the PI for the safe and proper conduct of the research in full compliance with all applicable regulations and UNMC HRPP policies.

	sIRB
	Single IRB
	A model of IRB review for multisite studies where UNMC acts as the IRB of record. 

	SOP
	Standard Operating Procedure 
	A detailed, written set of instructions that outlines how to perform a specific task or process.

	SPA
	Sponsored Programs Administration
	Handles grant and contract submissions and management.

	SRC
	Scientific Review Committee
	Oversees the scientific aspects of cancer-related research involving human subjects and conducted by members of the UNMC faculty and students and members of the Fred & Pamela Buffett Cancer Center.

	SSD/SSPD
	Single Subject Protocol Deviation
	A change requested in an IRB-approved protocol for an individual subject. This change is requested and must be approved before implemented.

	SSN
	Social Security Number
	

	T:

	TBL
	Tabled
	An action made by the IRB when the IRB requires additional information in order to determine whether the regulatory criteria for approval have been satisfied.

	TNMC
	The Nebraska Medical Center
	The former name of Nebraska Medicine (NM).

	U:

	UNK
	University of Nebraska Kearney
	

	UNL
	University of Nebraska Lincoln
	

	UNMC
	University of Nebraska Medical Center
	

	UNO
	University of Nebraska Omaha
	

	UPs
	Unanticipated Problems
	Any incident, experience, or outcome that occurs during the course of a study that meets all of the following criteria:
· Unexpected given the research procedures and the subject population 
· Related to, or possibly related to, the subject’s participation in the research 
· The subject or others suffered harm or were placed at greater risk of harm than was previously known or recognized when the IRB granted approval


	V:

	VA
	Veteran’s Affair
	

	VCR
	Vice Chancellor for Research
	

	VP/VPCC
	Village Pointe/Village Pointe Cancer Clinic
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