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APPENDIX I

Glossary

A. Abbreviations
B. Frequently Used Terms in Research
C. Lay Equivalents to Commonly Used Medical Terminology (for use in preparing informed consent documents)

Abbreviations

	Term
	Definition

	AAALAC Int'l
	Association for Assessment and Accreditation of Laboratory Animal Care International

	AAHRPP
	Association for the Accreditation of Human Research Protection Programs

	AAMC
	Association of American Medical Colleges

	ACOS
	Associate Chief of Staff

	ACOS/R&D
	Associate Chief of Staff for Research and Development

	AE
	Adverse Event

	AL
	Assurance Letter

	AMA
	American Medical Association

	AMIS
	Automated Management Information System

	AO/R&D
	Administrative Officer for Research & Development

	APHIS
	Animal and Plant Health Inspection Service

	ARENA
	Applied Research Ethics National Association

	AWIC
	Animal Welfare Information Center

	BVA
	Board of Veterans Appeals

	CAAT
	Center for Alternatives to Animal Testing

	CBOC
	Community Based Outpatient Clinic

	CDL
	Central Dental Lab

	CFO
	Chief Financial Officer

	CFR
	Code of Federal Regulations

	CHAMPUS
	Civilian Health and Medical Program of the Uniformed Services

	CHAMPVA
	Civilian Health and Medical Program of the Department of Veterans Affairs

	CIO
	Chief Information Officer

	CITI
	Collaborative IRB Training Initiative

	CLIA
	Clinical Laboratory Improvement Act

	CMOP
	Consolidated Mail Outpatient Pharmacy

	CNO
	Chief Network Officer

	CoC
	Certificate of Confidentiality

	CPA
	Cooperative Project Assurance

	CPT
	Current Procedural Terminology

	CQI
	Continuous Quality Improvement

	CRADO
	Chief Research and Development Officer

	CSPCC
	Cooperative Studies Program Coordinating Center

	CVAMC
	The Louis Stokes Cleveland DVA Medical Center

	DCC
	Data Consent Committee (HIPAA abbreviation)

	DCHV
	Domiciliary Care for Homeless Veterans

	DCRB
	Design Change Review Board

	DEERS
	Defense Eligibility Enrollment System

	DHHS
	Department of Health and Human Services

	DMC
	Data Monitoring Committee

	DME
	Durable Medical Equipment

	DOD
	Department of Defense

	DRG
	Diagnostic Related Groups

	DSMB
	Data and Safety Monitoring Board

	DSMO
	Designated Standard Maintenance Organization (HIPAA abbreviation)

	DSS
	Decision Support System

	DUSH
	Deputy Under Secretary for Health

	EDMS
	Electronic Document Management System

	EMPO
	Emergency Medical Preparedness Office

	EMSHG
	Emergency Management Strategic Healthcare Group

	EOB
	Explanation of Benefits

	EOC
	Environment of Care Committee

	FCP
	Fund Control Point

	FDA
	Food and Drug Administration

	FDAMA
	FDA Modernization Act of 1997 (Section 561 of the Federal Food, Drug & Cosmetic Act)

	FDP
	Facility Development Process

	FFP
	Falsification, Fabrication, and Plagiarism

	FMS
	Financial Management System

	FOIA
	Freedom of Information Act

	FR
	Federal Register

	FWA
	Federal-Wide Assurance

	GAO
	General Accounting Office

	GCP
	Good Clinical Practice

	GPRA
	Government Performance Results Act

	HAC
	Health Administration Center

	HCFA
	Health Care Financing Administration

	HCHV
	Health Care for Homeless Veterans

	HCMI
	Homeless Chronically Mentally Ill

	HDE
	Humanitarian Device Exemption

	HHS
	Health and Human Services

	HIPAA
	Health Insurance Portability and Accountability Act of 1996

	HRPP
	Human Research Protection Program

	HUD
	Humanitarian Use Device

	IAC
	Case Western University IRB Advisory Committee

	IACUC
	Institutional Animal Care and Use Committee

	IBC
	Institutional Biosafety Committee

	ICD
	International Classification of Diseases

	IDCU
	Integrated Data Communication Utility

	IDE
	Investigational Device Exemption

	IIA
	Inter-Institutional Amendment

	ILAR
	Institute of Laboratory Animal Resources

	IND
	Investigational New Drug

	IRB
	Institutional Review Board

	IRM
	Information Resource Management

	IRMFO
	Information Resource Management Field Office

	LOI
	Letter of Intent

	LTC
	Long Term Care

	LVA
	Leadership VA

	MCCF
	Medical Care Cost Fund

	MOU
	Memorandum of Understanding

	MPA
	Multiple Project Assurance (obsolete - refer to FWA)

	MSG
	Management Science Group

	NABR
	National Association for Biomedical Research

	NBAC
	National Bioethics Advisory Committee

	NCI
	National Cancer Institute

	NCQA
	National Committee for Quality Assurance

	NCURA
	National Council of University Research Administrators

	NFR
	National Fund Reserve

	NHGRI
	National Human Genome Research Institute

	NIH
	National Institutes of Health

	NLB
	National Leadership Board

	NPSP
	National Patient Safety Partnership

	NSC
	Non-Service Connected

	NSF
	National Science Foundation

	NSR
	Non-Significant Risk

	OBA
	Office of Biotechnology Activities (NIH)

	OER
	Office of Extramural Research

	OHRP
	Office for Human Research Protections

	OIG
	Office of the Inspector General

	OMB
	Office of Management and Budget

	OMI
	Office of the Medical Inspector

	OPRR
	Office for Protection from Research Risks (now OHRP)

	ORCA
	Office of Research Compliance and Assurance (now ORO)

	ORD
	Office of Research and Development

	ORI
	Office of Research Integrity

	ORO
	Office of Research Oversight

	PATH
	Physicians at Teaching Hospitals

	PCS
	Permanent Change of Station

	PHS
	Public Health Service

	PI
	Principal Investigator

	PRIM&R
	Public Responsibility in Medicine and Research

	P&T
	Pharmacy & Therapeutics

	PTSD
	Post-Traumatic Stress Disorder

	PVA
	Paralyzed Veterans of America

	QA
	Quality Assurance

	RAC
	Recombinant DNA Advisory Committee (NIH)

	RCO
	Research Compliance Officer

	RDRC
	Radioactive Drug Research Committee

	RSC
	Radiation Safety Committee

	SAE
	Serious Adverse Event

	SOP
	Standard Operating Procedures

	SR
	Significant Risk

	VHA
	Veterans Health Administration

	WOC
	Without Compensation


Frequently Used Terms

Adverse event – An undesirable and unintended, although not necessarily unexpected, result arising during the course of a research protocol.

Adverse Event Report – Report to appropriate institutional officials about adverse events.

Advertising – One mechanism or method used by researchers to recruit subjects for research studies.

Alternatives – Options that exist for a subject who is thinking about participating in research.

ARENA – Applied Research Ethics National Association: a membership organization for individuals interested in ethical issues relating to medicine and research. 

Assent – Agreement by an individual not competent to give legally valid informed consent to participate in research (e.g., a child).

Assurance – A formal written, binding commitment that is submitted to a federal agency in which an institution promises to comply with regulations governing the protection of human subjects in research. Assurance is the word used in the Federal Policy (Common Rule).

Authorized Institutional Official – See “Institutional Official.”

Autonomy – See “Respect for Persons.” 

Belmont Report – A statement of basic ethical principles governing research involving human subjects issued in 1978 by the National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research.

Beneficence – An ethical principle discussed in the Belmont Report that entails an obligation to protect persons from harm. The principle of beneficence can be expressed in two general rules: (1) do not harm; and (2) protect from harm by maximizing possible benefits and minimizing possible risks of harm.

Benefit – A valued or desired outcome; an advantage.

Certificate of Confidentiality – A Certificate of Confidentiality protects the compelled release of identifiable information about research subjects in any legal proceeding. These documents are issued by the DHHS and can be requested for all research, regardless of funding source [42 USC 241(d)].

Certification – The human subject regulations, in certain parts require the Institutional Review Board (IRB) to provide a “certification” to the government. For example, see the prisoner regulations at 45 CFR Part 46, Subpart C.

Chair – The person who leads the activities of the IRB.

Children – Persons who are minors as defined by law.

Clinical Investigation – Any experiment that involves a test article and one or more human subjects that is subject to Food and Drug Administration (FDA) requirements for research or marketing permits [21 CFR Part 50.3(c) and 56.102(c)].

Clinical Trial – A controlled study involving human subjects designed to contribute to generalizable knowledge about the safety and/or effectiveness of an intervention or treatment.

Coercion – The act of inducing or pressuring an individual to consent to participate in research or to stay in research.

Cognitive Impairment – Some disorder that affects cognitive or emotional functions to the extent that capacity for judgment and reasoning is significantly diminished.

Common Rule – The short description of the Federal Policy for the Protection of Human Subjects in Research [56 FR 29003].

Compensation – Refers to payment or other benefits that will be given to subjects who volunteer to participate in research protocols.

Competence – The capacity to act on one’s own behalf; the ability to understand information presented; to appreciate the consequences of acting or not acting on that information, and to make a choice.

Confidentiality – Pertains to the treatment of information that an individual has disclosed in a relationship of trust and with the expectation that it will not be divulged to others without permission in ways that are inconsistent with the understanding of the original disclosure. 

Consent – Agreement to do something. Informed consent is agreement to do something based upon a complete understanding of that task.

Control – Subject(s) used for comparison who are not given a treatment under study or who do not have a given condition, background, or risk factor that is the object of the study. 

Continuing Review – The regulatory requirement that the Institutional Review Board (IRB) review research at intervals not greater than one year. The IRB may review research at more frequent intervals [45 CFR 46.109(e); 21 CFR 56.109(f)].

Data and Safety Monitoring Board (DSMB) – A group of people who monitor a clinical trial for adverse events and other trends. The Data and Safety Monitoring Board looks for any information that might warrant modification or termination of the trial or notification of subjects about new information that might affect their willingness to continue in the trial.

Deception – Intentionally misleading with respect to a research protocol.

Declaration of Helsinki – A code of ethics for clinical research approved by the World Medical Association. It has been widely adopted by medical associations worldwide and has been revised numerous times.

DHHS – Acronym for U.S. Department of Health and Human Services.

DSMB – Acronym for Data and Safety Monitoring Board. 

Emancipated Minor – Defined by law, this refers to the legal status of a person who has not yet attained the age of legal competency but who is entitled to adult status for certain matters. 

Embryo – Early stages of a developing organism, broadly used to refer to stages immediately following fertilization of an egg through implantation and very early pregnancy.

Exemptions – The Federal Policy for the Protection of Human Subjects contains six exemptions. Research falling under one of these exemptions is not required to undergo IRB review and the investigator is not required to abide by the requirements for obtaining information consent [See 45 CFR 46.101(b)]. FDA regulations contain an exemption from IRB review requirements for the emergency use of a test article [21 CFR 56.104(c)] and for certain taste and food quality evaluations and consumer acceptance studies [21 CFR 56.104(d)].

Expedited Review – Review of proposed research by the IRB chair or a designated voting member or group of voting members rather than by the entire convened IRB. Federal regulations permit expedited review for: (1) certain kinds of research involving no more than minimal risk and that fall within a category listed on the November 9, 1998 Federal Register [63 FR 60364]; and, (2) for minor changes in previously approved research [45 CFR 46.110; 21 CFR 56.110].

Experiment – Generally, this refers to an intervention or interaction that is unproven and not yet scientifically validated.

FDA – Acronym for the Food and Drug Administration, a component of DHHS. 

Federal Policy – Another short reference, along with the phrase “Common Rule,” for the Federal Policy for the Protection of Human Subjects in Research [56 FR 28003].

Federal Register – The government’s publication in which final and proposed rules or notices are published.

Fetus – The product of conception from the time of implantation until delivery. Refer to Subpart B of 45 CFR Part 46 for specific findings that are required for research involving fetuses.

FR – Acronym for Federal Register.

Full Board Review – Review of proposed research at a convened meeting of the IRB, at which a majority of the membership of the IRB are present, including at least one member whose primary concerns are in a nonscientific area [45 CFR 46.109; 21 CFR 56.108].

Grant – Financial support provided for a research study designed and proposed by the principal investigator. 

Guardian – An individual who is authorized under applicable state or local law to give permission on behalf of another person to participate in research.

Helsinki Declaration – See “Declaration of Helsinki.”

Human in Vitro Fertilization – Any fertilization involving human sperm and ova that occurs outside the human body.

Human Protections Administrator – An individual who has responsibility for day-to-day operation and implementation of the institution’s program for protecting human subjects. The institutional title and duties of the Human Protections Administrator may vary widely from institution to institution. For example, an institutional compliance officer, head IRB administrator, or some other individual might fill this role, depending upon the nature of the institution.  In any case, the Human Protections Administrator should have detailed knowledge of institutional protection mechanisms and be readily available for consultation with federal officials and institutional personnel. The IRB Chairperson should not serve as the Human Protections Administrator.

Human Subject – An individual who is the object of study in a research project. Under the Federal Policy (Common Rule), human subject means a living individual about whom an investigator conducting research obtains: (1) data through intervention or interaction with the individual; or (2) identifiable private information [45 CFR 46.102(f)]. Under FDA regulations, “human subject” means an individual who is or becomes a participant in research, either as a recipient of the test article or as a control. A subject may be either a healthy individual or a patient [21 CFR 50.3(g) and 56.102(e)].

IDE – Acronym for Investigational Device Exemption.

IEC – Acronym for Independent Ethics Committee.

Incapacity – Refers to a person’s mental status and means inability to understand information presented, to appreciate the consequences of acting (or not acting) on that information, and to make a choice.

Inclusion Criteria – The criteria that establish whether a person is eligible to participate in a clinical trial.

Incompetence – A legal term meaning inability to manage one’s own affairs. 

IND – Acronym for Investigational New Drug Application.

Independent Ethics Committee (IEC) – The equivalent of an IRB under the International Conference on Harmonisation Guidelines for Good Clinical Practice.

Informed Consent – A person’s voluntary agreement, based upon adequate knowledge and understanding of relevant information, to participate in research or to undergo a diagnostic, therapeutic, or preventive procedure. 

Institution – Any public or private entity or agency (including federal, state, and other agencies) [45 CFR 46.102(b); and, 21 CFR 50.3(h) and 56.102(f)].

Institutional Review Board (IRB) – A review body established by regulation to protect the welfare of human subjects recruited to participate in research. 

Institutional Official – The individual at an institution who is responsible for ensuring the effective administration and implementation of the institution’s system for the protection of human subjects.

Investigational Device Exemption (IDE) – Exemptions from certain regulations found in the FDA, Medical Device Amendments that allow shipment of unapproved devices for use in clinical investigations [21 CFR 812.20].

Investigational New Drug Application (IND) – An application to conduct a clinical investigation involving a drug not yet determined by the Food and Drug Administration to be safe and effective for a particular use in the general population and not yet licensed for marketing [21 CFR 312.1]. 

Investigator – The individual who actually conducts a research investigation [21 CFR 50.3(d) and 56.102(h)].

IRB – Acronym for Institutional Review Board.

IRB Forum (formerly know as “McWIRB” – An IRB Listserve that is widely used and can be found at http://www.irbforum.org.

Justice – An ethical principle discussed in the Belmont Report requiring fairness in distribution of burdens and benefits; often expressed in terms of treating persons of similar circumstances or characteristics similarly.

Legally Authorized Representative (LAR) – The person authorized by law to consent to something on behalf of another person. For research purposes, only select states permit a LAR to consent for research participation [45 CFR 46.102(c); 21 CFR 50.3(e)].

Member – A person who is listed on the roster of an IRB as a voting participant in IRB deliberations and actions.

Minimal Risk (Federal Policy, DHHS Subpart A, and FDA) – The probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests [45 CFR 46.102(i); and, 21 CFR 50.3(k) and 56.102(j)].

Minimal Risk (DHHS Subpart C - prisoners) – The probability and magnitude of physical or psychological harm that is normally encountered in the daily lives, or in the routine medical, dental, or psychological examination of healthy persons [45 CFR 46. 303(d)].

Monitoring – A mechanism for keeping track of any part of the research process: data analysis, recruitment of subjects, informed consent process, to ensure its compliance with Institutional Review Board dictates and the federal regulations.

National Bioethics Advisory Commission (NBAC) – A Presidentially appointed commission that issues reports and makes recommendations relating to the protection of human subjects in research.

NIH – Acronym for National Institutes of Health.

Non-Affiliated Member – Member of an IRB who has no ties (and whose immediate family members have no ties) to the parent institution, its staff, or faculty. This individual is usually from the local community [45 CFR 46.107(d); and 21 CFR 56.107(d)].

Non-Scientist – Member of an IRB who does not have a scientific background, but may be affiliated with the institution [45 CFR 46.107(c); and, 21 CFR 56.107(c)]. At least one non-scientist member must be present at convened meetings to approve research [45 CFR 46.108(b); and, 21 CFR 46.108(c)].

Normal Volunteers – Volunteer subjects in a research study who do not have the condition under study. The 1993 Office for Protection from Research Risks (OPRR) Guidebook defines normal volunteers as follows: “Normal” may not mean normal in all respects. For example, patients with broken legs (if not on medication that will affect the results) may serve as normal volunteers in studies of metabolism, cognitive development, and the like. Similarly, patients with heart disease but without diabetes may be the “normals” in a study of diabetes complicated by heart disease [OPRR IRB Guidebook, 1993, G-9].

Notice of Proposed Rule-Making (NPRM) – Pursuant to the Administrative Procedure Act, the government must typically issue a notice of a proposed rule before it issues the final rule. This affords the public the opportunity to comment on contemplated government action.

Nuremberg Code – A code of research ethics developed during the trials of Nazi war criminals following World War II and widely recognized as a standard during the 1950s and 1960s for protecting human subjects.

Oral Consent – Typically refers to informed consent that is obtained from a subject without use of a written informed consent document.

Office for Human Research Protections (OHRP) – An office within the DHHS that was created in June of 2000. OHRP is responsible for the implementation of the DHHS regulations [45 CFR Part 46] governing the protection of human subjects in research. 

Office for Protection from Research Risks (OPRR) – Until June 2000, this office was within the DHHS as part of the National Institutes of Health (NIH). OPRR was responsible for the implementation of the DHHS regulations [45 CFR Part 46] governing research involving human subjects. The Office for Human Research Protections supercedes OPRR.

Parental Permission – The agreement of one or both parents or a guardian to research involving a minor [45 CFR 46.402(c)].

Phase 1,2,3,4, Clinical Trials – Different stages of testing drugs in humans, from first application in humans (Phase 1) through limited and broad clinical tests (Phase 3), to postmarketing studies (Phase 4).

Phase 1 Clinical Trials – Phase 1 trials include the initial introduction of an investigational new drug into humans. These studies are typically conducted with healthy volunteers; however, where the drug is intended for use in patients with a particular disease, such patients may participate as subjects. Phase 1 trials are designed to determine the metabolic and pharmacological actions of the drug in humans, the side effects associated with increasing doses (to establish a safe dose range), and, if possible, to gain early evidence of effectiveness. They are typically closely monitored. The ultimate goal of Phase 1 trials is to obtain sufficient information about the drug’s pharmacokinetics and pharmacological effects to permit the design of well-controlled, sufficiently valid Phase 2 studies. Other examples of Phase 1 studies include studies of drug metabolism, structure-activity relationships, and mechanisms of actions in humans, as well as studies in which investigational drugs are used as research tools to explore biological phenomena or disease processes. Typically, Phase 1 investigations involve anywhere from 20-80 subjects [21 CFR 312.21(a)]. 

Phase 2 Clinical Trials – Phase 2 trials include controlled clinical studies conducted to evaluate the drug’s effectiveness for a particular indication in patients with the disease or condition under study, and to determine the common short-term side effects and risks associated with the drug. These studies are typically well-controlled, closely monitored, and conducted with a relatively small number of patients, usually involving no more than several hundred subjects [21 CFR 312.21(d)].

Phase 3 Clinical Trials – Phase 3 trials involve the administration of a new drug to a larger number of patients in different clinical settings to determine its safety, efficacy, and appropriate dosage. They are performed after preliminary evidence of effectiveness has been obtained, and are intended to gather necessary additional information about effectiveness and safety for evaluating the overall benefit-risk relationship of the drug, and to provide an adequate basis for physician labeling. In Phase 3 studies, the drug is used the way it would be administered when marketed. When these studies are completed and the sponsor believes that the drug is safe and effective under specific conditions, the sponsor applies to the FDA for approval to market the drug. Phase 3 trials usually involve several hundred to several thousand subjects [21 CFR 312.21(c)].

Phase 4 Clinical Trials – The FDA, when it gives market approval, may seek an agreement from the sponsor to conduct certain postmarketing studies to ascertain additional information about the drug’s risks, benefits, and optimal use. These studies could include, but would not be limited to, studying different doses or schedules of administration than were used in Phase 2 studies, use of the drug in other patient populations or other stages of the disease, or use of the drug over a longer period of time [21 CFR 312.85].

Public Health Service (PHS) – A division within the DHHS. PHS agencies include the National Institutes of Health, Centers for Disease Control, the Indian Health Service, and the Substance Abuse and Mental Health Services Administration.

Placebo – In biomedical research, a chemically inert substance given in the guise of medicine for its psychologically suggestive effect; used in controlled clinical trials to determine whether improvement and side effects may reflect imagination or anticipation rather than the actual power of a drug. In social and behavioral research, a condition that mimics the experimental context but does not include the experimental manipulation under study. As in biomedical research, the control condition is used to confirm that observed effects are the result of the experimental manipulation rather than the research context itself.

Pregnancy – The period of time from confirmation of implantation of a fertilized egg within the uterus until the fetus has entirely left the uterus (i.e., has been delivered). Implantation is confirmed through a presumptive sign of pregnancy such as missed menses or a positive pregnancy test [45 CFR 46.203(b)]. This confirmation may be in error, but, for research purposes, investigators must presume that a living fetus is present until evidence to the contrary is clear. Although fertilization occurs a week or more before implantation, the current inability to detect the fertilization event or the presence of a newly fertilized egg makes a definition of pregnancy based on implantation necessary.

Principal Investigator (PI) – The person with primary responsibility for design and conduct of a research project.

Public Responsibility in Medicine and Research (PRIM&R) – A non-profit organization that organizes conferences, workshops, and other activities to further the protection of human subjects in research. 

Prisoner – An individual involuntarily confined or detained in a penal institution, including persons: (1) sentenced under a criminal or civil statute; (2) detained pending arraignment, trial, or sentencing; and (3) detained in other facilities (e.g., for drug detoxification or treatment of alcoholism) under statutes or commitment procedures providing such alternatives to criminal prosecution; or (4) incarcerated in a penal institution [45 CFR 46.303(c)].

Prisoner Representative – A member of an IRB who has appropriate background and experience to represent the interests and concerns of an individual who is involuntarily confined to an institution [45 CFR 46.304(b)].

Privacy – Concealment from others of information about oneself. 

Protocol – The formal design or plan of an experiment or research activity. The protocol includes a description of the research design or methodology to be employed, the eligibility requirements for prospective subjects and controls, the treatment regimen(s), and the proposed methods of analysis that will be performed on the collected data.

Random Assignment – Assignment of subjects to different treatments, interventions, or conditions according to chance.

Recruitment – The process of enrolling human subjects in research protocols.

Research – Under the Federal Policy and the DHHS Subpart A, research is a systematic investigation designed to develop or contribute to generalizable knowledge [45 CFR 46.102(d)]. Under FDA regulations, “research” is synonymous with “clinical investigation” [21 CFR 56.102(c)].

Respect for Persons – A principle enunciated in the Belmont Report stating that (1) individuals should be treated as autonomous agents, and, (2) persons with diminished autonomy are entitled to protection.

Risk – The probability of harm or injury occurring as a result of participation in a research study.

Secretary – In the context of the federal regulations pertaining to the protection of human subjects in research, refers to the head of a federal agency [45 CFR 46.102(a)].

Site Visit – Typically refers to a visit from a federal office to ensure the entity is complying with federal regulations.

Sponsor – Typically refers to the entity that initiates a clinical investigation but does not actually conduct the investigation [21 CFR 50.3(e) and 56.102(j)].

Sponsor-Investigator – An individual who both initiates and actually conducts a clinical investigation [21 CFR 50.3(f) and 56.102(k)].

Subjects – See “Human Subject.”

Subpart A – The DHHS codification of the Federal Policy for the Protection of Human Subjects in Research is found in Subpart A of 45 CFR Part 46.

Subpart B – Subpart B of the DHHS regulations [45 CFR Part 46] contains additional protections for pregnant women and fetuses that are involved in research, and references human in vitro fertilization research.

Subpart C – Subpart C of the DHHS regulations [45 CFR Part 46] contains additional protections for prisoners who are involved in research.

Subpart D – Subpart D of the DHHS regulations [45 CFR Part 46] contains additional protections for children who are involved in research.

Surveys – Studies designed to obtain information from human subjects through written questionnaires, telephone interviews, door-to-door canvassing, or similar procedures.

Suspension – Typically used in the context of a federal agency taking action against an institution. For example, the Office for Human Research Protections can suspend an Assurance, preventing the institution from continuing to conduct studies supported with federal funds.

Test Article – Any drug, biological product for human use, medical device for human use, human food additive, color additive, electronic product subject to FDA regulations under 42 USC 262, 263b-263N [21 CFR 50.3(j) and 56.102(e)].

Tuskegee – Often used erroneously to refer to the U.S. Public Health Service Syphilis Study in Tuskegee, Alabama.

Undue Influence – This refers to a prohibition in the Common Rule that investigators not use unfair measures or influence to enroll persons in research [45 CFR 46.116].

Unaffiliated Member – See “Non-affiliated member.”

Unanticipated Problems Involving Risks to Subjects or Others – This is a regulatory phrase which requires reporting of this event to the IRB and to the government [45 CFR 46.103(d)(5); 21 CFR 56.108(b)].

Voluntary – Free of coercion, duress, or undue influence.

Vulnerable population – This is a regulatory phrase which refers to a group of people who have some condition or situation that makes them more susceptible to coercion or undue influence [45 CFR 46.107(a)].

Waiver of Informed Consent – An action taken by the IRB permitting the investigator to pursue research involving human subjects without obtaining informed consent [45 CFR 46.116(d)].
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	absorb
	take up fluids, take in 

	acidosis
	condition when blood contains more acid than normal

	acuity
	clearness, keenness, especially of vision

	acute
	new, recent, sudden

	adenopathy
	swollen lymph glands

	adjuvant
	helpful, assisting, adding

	adjuvant treatment
	added treatment

	adverse effect
	side effect

	allergic reaction
	rash, trouble breathing

	ambulate/ambulation/ambulatory
	to walk, able to walk

	anaphylaxis
	serious, potentially life threatening allergic reaction

	anemia
	low red blood cell count

	anesthetic/anesthesia
	a drug or agent used to stop pain, or to stop pain by putting you to sleep

	angina or angina pectoris
	pain resulting from insufficient blood to the heart

	antecubital
	area inside the elbow

	antibiotic
	drug that kills germs (bacteria)

	antibody
	protein made in the body to fight off foreign substance; attacks foreign substance and protects the body from infection.

	anticonvulsant
	drug used to prevent seizures

	antilipemic
	a drug that counteracts the fat in the blood

	antimicrobial
	drug that kills germs (bacteria)

	antitussive
	a drug used to relieve coughing


	arrhythmia
	any change from the heartbeat (abnormal heartbeat)

	aspiration
	fluid entering lungs when inhaling

	assay
	lab test

	assess
	to learn about

	asymptomatic
	without symptoms

	axilla
	armpit

	benign
	not malignant; without serious consequences

	binding/bound
	carried by; to make stick together, transported

	bioavailability
	the extent to which a drug or other substance becomes available to the body

	blood profile
	series of blood tests

	bolus
	a large amount

	bone mass
	the amount of (calcium in a given amount of) bone

	bradyarrhythmias
	slow irregular heart beats

	bradycardia
	slow heartbeat

	bronchospasm
	breathing distress caused by narrowing of the airways

	carcinogenic
	capable of causing cancer

	carcinoma
	type of cancer

	cardiac
	pertains to the heart

	cardioversion
	restoration of normal heart beat by electric shock

	catheter
	a tube for removing or introducing fluids

	catheter (epidural)
	a tube placed near the spinal cord used for giving anesthesia during operations

	cerebral trauma
	damage to the brain

	CHD
	coronary heart disease

	chemotherapy
	treatment of disease, usually cancer, using drugs (chemicals)

	chronic
	continuing for a long time

	clinical
	pertaining to medical care

	clinical trial
	an experiment involving patients

	complete response
	total disappearance of disease

	consolidation phase
	treatment phase intended to make a remission permanent, follow induction

	controlled trial
	study in which the experimental treatment or procedure is compared to standard (control) treatment or procedure 

	cooperative group
	a group of institutions that perform clinical trials

	coronary
	the blood vessels that supply the heart

	CT scan (CAT)
	computerized series of x-rays

	culture
	test for infection or germs that can cause infection

	CVA cerebrovascular accident
	stroke

	diastolic
	lower number in blood pressure reading

	distal
	toward the end, away from the center of the body

	diuretic
	"water pill" or drug that causes increase in urination

	doppler
	sound waves

	double blind
	study in which neither investigators nor subjects know what drug the subject is getting

	dysplasia
	abnormal cells

	ECG or EKG (electrocardiogram)
	electrical tracing of heartbeat

	echocardiogram
	sound wave test of the heart

	edema
	increased fluid

	EEG (electroencephalogram)
	electric brainwave tracing

	effective
	how well it works

	efficacy
	effectiveness

	electrolyte imbalance
	imbalance of minerals in the blood

	emesis
	Vomiting

	empiric
	based on experience

	endoscopic examination
	exam of an internal part of the body with a lighted tube

	enteral
	by way of the intestines

	epidural
	outside the spinal cord

	expedited review
	rapid review of a protocol by the IRB chair without full committee approval, only permitted with certain low risk studies

	extravasate
	to leak outside of a blood vessel

	FDA
	U.S. Food and Drug Administration, the branch of government which approves new drugs

	fibrillation
	irregular beat of the heart or other muscle

	general anesthesia
	to avoid pain by inducing a drugged sleep

	hematocrit
	amount of red blood cells in the blood

	hematoma
	a bruise, a black and blue mark 

	hemodynamic measuring
	measuring of blood flow

	hemolysis
	breakdown in red blood cells

	heparin lock
	needle placed in the arm with blood thinner to keep the blood from clotting

	hepatoma
	cancer or tumor of the liver

	Holter monitor
	a portable machine for recording heart beats

	hypercalcemia
	high blood calcium level

	hyperkalemia
	high blood potassium level

	hypernatremia
	high blood sodium level

	hypertension
	high blood pressure

	hypocalcemia
	low blood calcium level

	hypokalemia
	low blood potassium level

	hyponatremia
	low blood sodium level

	hypotension
	low blood pressure

	hypoxemia
	a decrease of oxygen in the blood

	hypoxia
	a decrease of oxygen in the blood

	iatrogenic
	caused by a doctor or by treatment

	IDE
	investigational device exemption; the license to test an unapproved new medical device

	idiopathic
	of unknown cause

	immunoglobin
	a protein that makes antibodies

	immunosuppressive
	drug which suppresses the body's immune response; it is used in transplantation operations, and in diseases that are caused by faulty/poorly working immune system 

	immunotherapy
	giving drugs to help the body's immune (protective or disease fighting) system; it is usually used to kill cancer cells 

	IND
	investigational new drug; the license to test an unapproved (FDA) new drug

	induction phase
	beginning phase or stage of a treatment

	induration
	hardening

	infarct
	death of a tissue because of a lack of blood supply

	infusion
	introduction of a substance into the body; usually into the blood

	ingestion
	eating; taking into the mouth

	intramuscular
	into the muscle; within the muscle

	intrathecal
	into the spinal fluid

	intravenous (IV)
	through the vein

	intravesical
	in the bladder

	intubate
	the placement of a tube into the mouth and throat to clear the airway; to allow one to breathe

	invasive procedure
	puncture; opening or cutting the skin

	ischemia
	decreased; lowered amount of oxygen in a tissue; usually because of lowered blood flow 

	leukopenia
	low white blood cell count

	lipid content
	fat content in the blood

	local anesthesia
	lowers pain in a small area of your body

	localized
	limited to one area

	lumen
	the cavity of an organ or tube; e.g. the inside of the stomach or inside of a blood vessel

	lymphangiography
	an x-ray of the lymph nodes or tissues after injection of dye in the lymph vessels; e.g. in feet

	lymphocyte
	a type of white blood cell important in defense against infection (immunity)

	lymphoma
	a cancer of the lymph nodes (or tissues)

	malaise
	a vague feeling of bodily discomfort; feeling bad

	malignancy
	cancer or other slow enlarging and spreading tumor; usually fatal if not successfully treated

	medullablastoma
	a type of brain tumor

	megaloblastosis
	change in red blood cells

	metabolize
	process of breaking down substances in the cells to obtain energy

	metastasis
	spread of cancer cells from one part of the body to another

	MI
	(myocardial infarction) heart attack; death of the muscular tissue of the heart because of a lack of good blood supply

	minimal
	slight; small amount

	minimize
	reduce; lessen

	mobility
	ease of movement

	monitor
	check on; keep track of; watch carefully

	morbidity
	sickly; sick or unhealthy

	mortality
	death

	motility
	the ability to move

	MRI
	(magnetic resonance imaging); pictures of the inside of your body created that use magnetic rather than x-ray energy

	mucosa; mucous membrane
	moist lining of digestive, respiratory, reproductive and urinary tracts

	multiple project assurance
	agreement between institutions and OPRR regarding policies on the  involvement of human subjects in research

	myocardia
	pertaining to the heart

	nasogastric tube
	a tube from the nose to the stomach

	NCI
	National Cancer Institute

	necrosis
	death of tissue

	neoplasia
	a tumor; it may be benign [favorable for recovery] or malignant [tending to become worse]

	neuroblastoma
	cancer of the nerve tissue

	neutropenia
	decrease in the main part of the white blood cells

	NIH
	the National Institutes of Health; famous research center

	noninvasive
	not breaking, cutting, or entering the skin

	nosocomial pneumonia
	infection in the lungs that one may catch while being treated in the hospital for something else

	occlusion
	closing; obstruction

	oncology
	the study of tumors or cancer

	OPRR
	the Office of Protection from Research Risks of the NIH; regulates committees responsible for ethical treatment of human subjects in research (Institutional Review Boards)

	ophthalmic
	pertaining to the eye

	optimal
	best; most favorable or desirable

	oral administration
	by mouth

	orthopedic
	pertaining to the bones

	osteopetrosis
	rare bone disorder characterized by dense bone

	osteoporosis
	bone disorder characterized by soft bones

	ovaries
	female sex glands

	parenteral
	administration by injection

	patency
	condition of being wide open; unobstructed

	pathogenesis
	how disease is formed; the mechanism of disease

	per os, [PO]
	by mouth; orally

	percutaneous
	through the skin

	pharmacokinetics
	the study of the way the body absorbs, distributes and gets rid of a drug

	Phase I
	the initial study of a new drug in human to determine limits of tolerance

	Phase II
	second phase of new drug in humans to determine initial information

	Phase III
	large scale tests to confirm information gathered in Phase I and II and to expand information on safety and usefulness of the drug

	phlebitis
	irritation or inflammation of the vein

	placebo
	an identical appearing pill/capsule that contains no medicine

	placebo effect
	an odd or peculiar occurrence when a person gets better [from being sick] because he/she took a pill that had no medicine in it

	platelets
	small particles in the blood that help with clotting

	potentiate
	increase or multiply the effect of a drug or toxin by taking or getting another drug or toxin at the same time

	potentiator
	an agent that helps another agent work better

	PRN
	as needed

	prognosis
	outlook; probable outcomes

	prone
	lying on stomach

	prophylaxis
	a drug given to prevent disease or infection

	prospective study
	a study following patients forward in time

	protocol
	plan of study

	proximal
	closer to the center of the body; away from the end

	pulmonary
	pertaining to the lungs

	radiation therapy
	x-ray or cobalt treatment; treatment to help a person get better (usually from cancer) by using radioactive materials

	random
	by chance

	randomization
	chance selection

	RBC
	red blood cell

	recombinant
	formation of new combination of genes

	reconstitution
	putting back together the original parts or elements

	refractory
	not responding to treatment

	regeneration
	re-growth of a structure or of lost tissue 

	relapse
	the return of disease

	relapsed
	the disease has come back

	remission
	disappearance of evidence of cancer or other disease

	renal
	pertaining to the kidneys

	replicable
	possible to duplicate

	resect
	remove or cut out surgically

	retrospective study
	study looking back over  past experience

	sarcoma
	a type of cancer

	sedative
	a drug to calm or make less anxious

	seminoma
	a type of testes cancer

	sequentially
	in a row

	spirometer
	an instrument to measure the amount of air taken into and exhaled from the lungs

	staging
	a determination of the extent of the disease

	stenosis
	narrowing of a duct, tube or one of the valves in the heart

	stomatitis
	mouth sores; inflammation of the mouth

	stratify
	arrange in groups for analysis of results; e.g. stratify by age, sex, etc.

	subclavian
	under the collarbone

	subcutaneous
	under the skin

	supine
	lying on the back

	supportive care
	general medical care aimed at symptoms; not intended to improve or cure the underlying disease

	symptomatic
	having symptoms

	systolic
	top number in blood pressure; pressure during active contraction of the heart

	tachycardia
	fast heart beat

	teratogenic
	capable of causing malformations in fetuses

	testes
	male sex glands

	thrombosis
	clotting

	titration
	a method for adjusting (over time) the dose of medication administered

	t-lymphocytes
	type of white blood cells

	topical
	surface

	topical anesthetic
	applied to a certain area of the skin and reducing pain only in that area where it was applied

	transdermal
	through the skin

	trauma
	injury or wound

	treadmill
	walking machine used to determine heart function

	uptake
	absorption and incorporation of a substance by living tissue; absorb and incorporate

	valvuloplasty
	surgical repair of a valve; especially of the heart

	varices
	enlarged veins

	vasospasm
	narrowing of the blood vessels in the brain

	vector
	a carrier (usually an insect) that carries and transmits disease causing germs

	venipuncture
	needle stick; entering a vein through the skin with a needle

	WBC
	white blood cell
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