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Note: The following glossary is not intended to be a complete biomedical and social behavioral research glossary, but the intent of this glossary is to cover concepts that are important in the completion of IRB applications. This glossary does not include terms specific to any one research project.

Adjuvant Therapy: Remedy provided to enhance the effect of an primary therapy; auxiliary therapy

Adverse Effect: An undesirable and unintended, although not necessarily unexpected, result of therapy or other intervention.

Anonymity: A research condition in which no one, including the researcher, knows the identities of research subjects.

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

Assurance: A formal written, binding commitment that is submitted to a federal agency in which an institution promises to comply with applicable regulations governing research with human subjects and stipulates the procedures through which compliance will be achieved
Atomistic Fallacy: The fallacy one commits when making inferences about groups or aggregates from individuals (see Ecological Fallacy). 

Authorized Institutional Official: An officer of an institution with the authority to speak for, and legally commit the institution, to adherence to the requirements of the federal regulations regarding the involvement of human subjects in biomedical and behavioral research.

Autonomy: The personal capacity subjects should possess in research conditions to consider alternatives, make choices, and act without undue influence or interference of others.

Belmont Report: A statement of the basic ethical principles guiding research involving human subjects in the United States, issued by the National Commission for the Protection of Human Subjects in 1979.
Link: http://www.fda.gov/ohrms/dockets/ac/04/briefing/2004-4066b1_22_Belmont%20Report.pdf
Beneficence: An ethical principle that requires an obligation to protect research subjects 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.

Biologic: Any therapeutic serum, toxin, anti-toxin, or analogous microbial product applicable to the prevention, treatment, or cure of diseases or injuries.
Case Study: A research strategy that focuses on one case (an individual, a group, an organization, etc.) within its social context during one time period. 

CAT scan: Abbreviation for Computerized Axial Tomography, an X-ray technique for producing images of internal bodily structures through the assistance of a computer.

Causal Hypothesis: A statement hypothesizing that the independent variable affects the dependent variable in some way. 

Causal Relationship: A relationship where an independent variable affects a dependent variable in some way.

Children: Persons who have not yet attained the legal age for consent to treatment or procedures involved in the research, as determined under the applicable law of the jurisdiction in which the research will be conducted. 

Claim: A statement, similar to a hypothesis, which is made in response to the research question at hand, it is backed up with evidence based on research. 
Class 1, 2, 3 Devices: Classification by the Food and Drug Administration (FDA) of medical devices according to potential risks or hazards.
Link: http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/ClassifyYourDevice/default.htm
(Classic) Controlled Experiment: An experimental design with two or more randomly selected groups (an experimental group and control group) in which the researcher controls or introduces the independent variable and measures the dependent variable at least two times (pre- and post-test measurements).

Clinical Trial: A controlled study involving human subjects, designed to evaluate prospectively the safety and effectiveness of new drugs or devices or of behavioral interventions

Closed-ended Questions: Survey questions that can only be answered in predetermined ways (for example, a scale of one to five measuring satisfaction with something).
Cluster Sample: A probability sample that is determined by randomly selecting clusters of people from a population and subsequently selecting every person in each cluster for inclusion in the sample. 

Cognitively Impaired: Having either a psychiatric disorder (e.g., psychosis, neurosis, personality or behavior disorders, or dementia) or a developmental disorder (e.g., mental retardation) that affects cognitive or emotional functions to the extent that capacity for judgment and reasoning is significantly diminished. Capacity for autonomy and voluntary participation is thus impaired. Others, including people under the influence of or dependent on drugs or alcohol, those suffering from degenerative diseases affecting the brain, terminally ill patients, and persons with severely disabling physical handicaps, may also are compromised in their ability to make decisions in their best interests. 

Cohort: A group of people born within a given time frame or experiencing a life event at approximately the same time. 

Cohort Study: A specific kind of trend study involving the study of a cohort over time. 

Compensation: Payment or medical care provided to subjects injured in research; does not refer to payment for participation in research (see Remuneration). 

Competence: Used as a legal term to indicate a person’s capacity to act on one’s own behalf; a person’s ability to understand information presented, to realize the consequences of acting (or not acting) on that information, and to make a choice (see Incompetence and Incapacity).

Confidentiality: A research condition in which no one except the researcher(s) knows the identities of the research subjects. The treatment of information that a subject has disclosed to the researcher in a relationship of trust and with the expectation that it will not be revealed to others in ways that violate the original agreement, unless permission is granted by the subject. 

Content Analysis: The systematic and quantitative study of some form of communication (e.g. speeches, TV programs, newspaper articles, advertisements, etc.). 

Confounding Factor: Any factor that might serve as an alternative explanation for a study’s result; confounding factors include non-randomized samples, selection bias, and any arbitrary differences between people that are being compared.

Contraindicated: Disadvantageous, perhaps dangerous; a treatment that should not be used in certain individuals or conditions due to risks. For instance, a drug may be contraindicated for pregnant women and people with high blood pressure. Such individuals should not be involved in the study.  

Control Group: The group in an experimental design that receives either no treatment or a different treatment from the experimental group.  This group can thus be compared to the experimental group.
Control (subjects) or Controls: subjects 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 study. Control conditions may be concurrent (occurring more or less simultaneously with the condition under study) or historical (preceding the condition under study). When the present condition of subjects is compared with their own condition on a prior regimen or treatment, the study is considered historically controlled.

Convenience Sample: A non-probability sample that is determined by selecting subjects that are readily accessible (convenient) to the researcher, (examples in studies of Colorado College students might include going to an organizational meeting or hanging out outside of Rascal and asking students exiting the lunchroom to take a survey).  

Correlation Relationship: A relationship where two variables are associated (this can be measured in terms of strength and direction using statistical tests) but not causally related.  They vary together in some way, but the variation of one does not itself cause the variation of the other (see Correlation Coefficient).

Correlation Coefficient: A statistical measurement of the degree of correlation relationship between two variables. Values of correlation coefficients range from –1.00 to +1.00. A correlation coefficient of 0.00 indicates no relationship between the variables. Correlations approaching –1.00 or +1.00 indicate strong relationships between the variables. 

Cross-Over Design: A type of clinical trial in which each subject experiences, at different times, both the experimental and control therapy. For example, half of the subjects might be randomly assigned first to the control group and then to the experimental intervention, while the other half would have the sequence reversed. 
Data Safety Monitoring Board (DSMB): is usually required to determine safe and effective conduct and to recommend conclusion of the trial when significant benefits or risks have developed or the study is unlikely to be concluded successfully. The DSMB is one component of a data safety monitoring plan, which is required for all clinical investigations, including physiologic, toxicity, and dose-finding studies (phase I); efficacy studies (phase II); efficacy, effectiveness and comparative trials (phase III), involving greater than minimal risk to participants (i.e., full Committee review).

Debriefing: After running a study, explaining to a participant what happened and what the study is for, explaining any deception used in the study, asking for any remaining comments or concerns, and ensuring that the participant is left with no adverse consequences from the experience.  This sometimes involves providing contact information for groups that can provide support regarding a difficult issue.
Debriefing Memorandum: A written correspondence from the IRB office requesting clarification, revisions, and additional information before the IRB will issue final approval.
Deception: The intentional withholding of information from participants, or deception about the study’s purpose and exact nature, that is deemed necessary by the researcher in order to meet the study’s goals. Deception should only be used when the researcher feels that participant knowledge about the study would alter participants’ behavior or responses in the study. Deception should not cause any adverse consequences to the participants, and participants should be debriefed after running the study. IRB guidelines on the use of deception should be reviewed.  A study that cannot justify the use of deception may not receive IRB approval.
Declaration of Helsinki: A code of ethics for clinical research approved by the World Medical Association in 1964 and widely adopted by medical associations in various countries. It was revised in 1975 and 1989.
Link: http://www.fda.gov/ohrms/dockets/dockets/06d0331/06D-0331-EC20-Attach-1.pdf
Demand Characteristics: A bias that results when participants display characteristics because they are aware that they are being observed.  

Dependent Variable: A variable that varies due (at least in part) to the impact of the independent variable – that is, its value “depends” on the value of the independent variable.  In the variables “sex” and “academic major,” academic major is the dependent variable, meaning that your major can’t determine whether you are male or female, but your sex might indirectly lead you to favor one major over another (nationally, men tend to major in engineering, women in education).

Descriptive Study: Any study that is not truly experimental (e.g., quasi-experimental studies, correlation studies, record reviews, case histories, and observational studies). 

Diagnostic (procedure): Tests used to identify a disorder or disease in a living person.

Double-Blind Design: An experiment in which neither the participants nor the research staff who interact with them knows the memberships of the experimental or control groups. Also known as Double-Masked Design (see Single-Blind Design and Open Design).

Ecological Fallacy: The fallacy one commits when making inferences about individuals from information about groups or aggregates (See Atomistic Fallacy). 

Emancipated Minor: A legal status given to those individuals who have not yet attained the age of legal competency as defined by state law, but who are entitled to adult treatment because of assuming adult responsibilities such as being self-supporting and not living at home, marriage, or procreation (see Mature Minor). 

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 (i.e., from conception to the eighth week of pregnancy).

Epidemiology: A scientific discipline that studies the factors determining the causes, frequency, and distribution of diseases in a community or given population.

Equitable: Fair or just; used in the context of selection of subjects to indicate that the benefits and burdens of research are fairly distributed (see Justice). 

Ethical Research: Research that follows widely held guidelines about what is ethical, moral and responsible in research settings (e.g. not plagiarizing others’ work, not misreporting sources, not submitting questionable data, not destroying or concealing sources, etc.) and that considers its role in the broader community and the effect of its findings on the community.

Ethnographic Research: Ethnography is the study of people and their cultures. Ethnographic research involves observation of and interactions with the people or group being studied in the group’s own environment, often for long periods of time (see Field Research). 

Ethics Advisory Board: An interdisciplinary group that advises the Secretary, HHS, on general policy matters and on research proposals (or classes of proposals) that pose ethical problems.

Expedited Review: The review of proposed research by the IRB chair, a designated voting member, or a group of voting members, rather than by the convened IRB. Federal rules permit expedited review for certain kinds of research involving no more than minimal risk and for minor changes in approved research. 

Experimental: Term used to denote a therapy (drug, device, procedure) that is unproven or not yet scientifically validated in terms of safety and efficacy. A procedure may be considered “experimental” without necessarily being part of a formal study to evaluate its usefulness. 

Experimental Design: A study design that calls for the control or manipulation of the independent variable in some way. The subjects are randomly assigned to experimental groups and receive treatment in the form of the independent variable. 
Experimental Group: The group in an experimental design study that receives treatment in the form, or in various forms, of the independent variable. This group can thus be compared to the control group.

Federal Policy: The federal policy that provides regulations for the involvement of human subjects in research. The Policy applies to all research involving human subjects that is conducted, supported, or otherwise subject to regulation by any federal department or agency.

Fetal Material: The placenta, amniotic fluid, fetal membranes, and umbilical cord.

Fetus: The product of conception from the time of implantation until delivery. If the delivered or expelled fetus is viable, it is designated an infant [45 CFR 46.203(c)]. The term "fetus" generally refers to later phases of development; the term "embryo" is usually used for earlier phases of development.
Link: [45 CFR 46.203(c)] 

http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.203
Field Research: The study of people or groups in their own environment without manipulation.  Research conducted in natural, real-life settings, outside the laboratory.  This involves observation and, in many cases, interactions with the people being studied (see Ethnographic Research). 

Full Board Review: Review of proposed research at a convened meeting at which the majority of the IRB members are present, including one member whose primary concerns are in nonscientific areas. For the research to be approved, it must receive the approval of a majority of those members present at the meeting.

Generalizability: The ability to apply the results of a specific study to groups or situations beyond those actually studied. 
Generalizability Theory: A statistical framework for conceptualizing, investigating, and designing reliable observations. It is used to determine the reliability (i.e., reproducibility) of measurements under specific conditions. It is particularly useful for assessing the reliability of performance assessments

Gene Therapy: The treatment of genetic disease accomplished by altering the genetic structure of either somatic (non-reproductive) or germ line (reproductive) cells

Genetic Screening: Tests to identify persons who have an inherited predisposition to a certain phenotype or who are at risk of producing offspring with inherited diseases or disorders.

Genotype: The genetic constitution of an individual.

Grant: Financial support provided for research study designed and proposed by the principal investigator(s). The granting agency exercises no direct control over the conduct of approved research supported by a grant.
Guardian: An individual who is authorized under applicable state or local law to give permission on behalf of a child to general medical care. 

Historical Controls: Control subjects (followed at some time in the past or whose data are available through records) who are used for comparison with subjects being treated concurrently. The study is considered historically controlled when the present condition of subjects is compared with their own condition on a prior regimen or treatment. 

Human Subjects: Individuals whose physiological or behavioral characteristics and responses are the object of study in a research project. Under federal regulations, human subjects are defined as: living individual(s) about whom an investigator conducting research obtains: (1) data through intervention or interaction with the individual; or (2) identifiable private information.

Hypothesis: A testable statement of how two or more variables are expected to be related to one another. 

Identifiable Information: As defined by DHHS means information that is individually identifiable (i.e., the identity of the subject is or may readily be ascertained by the investigator or associated with the information).
Incapacity: Refers to a person’s mental status and means the inability to understand information presented, to appreciate the consequences of acting (or not acting) on that information, and to make a choice.

Incompetence: Technically, a legal term meaning inability to manage one's own affairs. Often used as a synonym for incapacity. (See also: Incapacity.)

Independent Variables: The conditions of an experiment that are systematically manipulated by the investigator.
Informed Consent: The principle that potential subjects are given adequate and accurate information about a study before they are asked to agree to participate, and that they do in fact agree (consent) to participate. In giving informed consent, subjects many not waive or appear to waive any of their legal rights, or release or appear to release the investigator, the sponsor, the institution or agents thereof from liability for negligence.

Institutional Official: An officer of an institution with the authority to speak for and legally commit the institution to adherence to the requirements of the federal regulations regarding the involvement of human subjects in biomedical and social/behavioral research.

Institutional Review Board (IRB): Is an independent committee comprised of scientific, non-scientific, and non-affiliated members established according to the requirements of federal regulations. Any board, committee, or other group formally designated by an organization to review research involving humans as participants, to approve the initiation of and conduct periodic review of such research. The term includes, but is not limited to Institutional Review Boards, Investigational Review Boards, Central Review Boards, Independent Review Boards, and Cooperative Research Boards. [45 CFR 46.102(g)] [21 CFR 50.3(i)]

Institutionalized: Confined, either voluntarily or involuntarily (e.g., a hospital, prison, or nursing home).

Institutionalized Cognitively Impaired:  Persons who are confined, either voluntarily or involuntarily, in a facility for the care of the mentally or otherwise disabled (e.g. a psychiatric hospital, home, or school for the mentally disabled).

Interaction: As defined by DHHS regulations means communication or interpersonal contact between investigator and subject. [45 CFR 46.102(f)]

Link: [45 CFR 46.102(f)]: http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.102
Intervention: As defined by DHHS regulations means both physical procedures by which data are gathered (for example, venipuncture) and manipulations of the subject or the subject's environment that are performed for research purposes. [45 CFR 46.102(f)]

Link: [45 CFR 46.102(f)]: http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.102
Investigator: Is an individual who actually conducts research. In the event of research conducted by a team of individuals, is the responsible leader of that team. [21 CFR 50.3(d)]
Link: [21 CFR 50.3(i)]: http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=50.3
Investigational Device: A device whose safety or effectiveness are being evaluated where the term "device" means “an instrument, apparatus, implement, machine, contrivance, implant, in vitro reagent, or other similar or related article, including any component, part, or accessory, which is: recognized in the official National Formulary, or the United States Pharmacopoeia, or any supplement to them, 

intended for use in the diagnosis of disease or other conditions, or in the cure, mitigation, treatment, or prevention of disease, in man or other animals, or intended to affect the structure or any function of the body of man or other animals, and which does not achieve any of it's primary intended purposes through chemical action within or on the body of man or other animals and which is not dependent upon being metabolized for the achievement of any of its primary intended purposes."
Investigational Drugs/Investigational Biologics (Test Articles): A new drug or biologic that is used in a clinical investigation. The term investigational biologic also includes a biological product that is used in vitro for diagnostic purposes. An investigational drug/biologic may also be defined by one of the following:

• A drug/biologic in any of the clinical stages of evaluation (Phase I, II, III) that has not been released by the FDA for general use or cleared for sale in interstate commerce.

• Any commercially available drug/biologic proposed for a new use or in an unapproved population.

• Any commercially available drug/biologic to be used in new dosage form or method of administration.

• Any commercially available drug/biologic that contains a new component.
IRB Approval: The determination of the IRB that the research study has been reviewed and may be conducted at an institution with the constraints set forth by the IRB and by other institutional and Federal requirements.

IRB Committee Member: An individual appointed to serve on the IRB.

 IRB of Record: An IRB is considered the IRB of record when it assumes IRB responsibilities for another institution and is designated to do so through an approved Assurance with OHRP. 

Justice: An ethical principle that requires fairness in the distribution of burdens and benefits; often expressed in terms of treating persons of similar circumstances or characteristics similarly. 

Legally Authorized Representative: A person authorized either by statute or by court appointment to make decisions on behalf of another person. In human subjects research this refers to an individual (or judicial) authorized under applicable law to consent on behalf of a subject to the subject’s participation in the research. 

Medical Device: A diagnostic or therapeutic article that does not achieve any of its principal intended purpose through chemical action within or on the body. Such devices include diagnostic test kits, crutches, electrodes, pacemakers, arterial grafts, intraocular lenses, and orthopedic pins or other orthopedic equipment.

Minimal Risk: 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. An example of minimal risk is the risk of drawing a small amount of blood from healthy individual for research purposes (because the risk of doing so is no greater than the risk of doing so as part of a routine physical examination). In the case of research involving prisoners "minimal risk" means that the probability and magnitude of physical or psychological harm is that normally encountered in the daily lives, or in the routine medical, dental, or psychological examination of healthy persons."

Monitoring: The collection and analysis of data as the project progresses to assure the appropriateness of the research, its design and subject protections.  

Non-Affiliated Member:  Member of an Institutional Review Board who has no ties to the parent institution, its staff, or faculty. This individual is usually from the local community (e.g., minister, business person, attorney, and teacher).

Non-Compliance: "Failure to follow the regulations or the requirements and determinations of the IRB."

Non-Significant Risk (NSR) Device: An NSR device investigation is one that does not meet the definition for a significant risk study. NSR device studies, however, should not be confused with the concept of "minimal risk," a term utilized in the IRB regulations to identify certain studies that may be approved through an "expedited review" procedure.

Normal Volunteers: Subjects used to study normal physiology and behavior or who do not have the condition under study in a particular protocol, used as comparisons with subjects who do have the condition. "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.
Nuremburg Code: A code of research ethics developed during the trials of Nazi war criminals following World War II and widely adopted as a standard during the 1950s and 1960s for protecting human subjects.
Link: http://ohsr.od.nih.gov/guidelines/nuremberg.html
Office for Human Research Protections (OHRP): The office under the Department of Health and Human Service (DHHS) responsible for implementing the DHHS regulations (45 CFR 46) governing biomedical and social/behavioral research involving human participants.
Link: http://www.hhs.gov/ohrp/
Office of Research Administration (ORA): This Office is responsible for oversight of the Grants and Contracts including Clinical Trials.
Link: http://www.fda.gov/AboutFDA/CentersOffices/ORA/default.htm
Permission: The agreement of parent(s) or guardians to the participation of their child or ward in research. 

Performance Site: A site where research is performed.

Phase 1, 2, 3, and 4 Drug Trials: Different stages of testing drugs in humans, from first application in humans (Phase 1) through limited and broad clinical tests (Phase 3), to post marketing studies (Phase 4).
· Phase 1 Drug Trial: Trials include the initial introduction of an investigational new drug into humans. These studies are typically conducted with healthy volunteers; sometimes, where the drug is intended for use in patients with a particular disease, however, 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. The total number of subjects involved in Phase 1 investigations is generally in the range of 20-80.

· Phase 2 Drug Trial: 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.

· Phase 3 Drug Trial: 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 and 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 patient-subjects.

· Phase 4 Drug Trial: Concurrent with marketing approval, FDA may seek agreement from the sponsor to conduct certain post marketing (Phase 4) studies to delineate 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].

Link: [21 CFR 312.85]: http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=312.85
Performance Site(s) engaged in Research: A performance site becomes "engaged" in human subject's research when its employees or agents 1) intervene or interact with living individuals for research purposes, or 2) obtain individually identifiable private information for research purposes. Further, a performance site is considered to be "engaged" in human subjects' research when it receives a direct Federal award to support the research.

Performance Sites Not Engaged in Research: A "performance site is not engaged in human subjects research if its employees or agents do not 1) intervene or interact with living individuals for research purposes, and do not 2) obtain individually identifiable private information for research purposes. "

Placebo: A chemically inert substance (e.g., sugar pills) given to control groups as if it were the medicine or treatment for its psychologically suggestive effect; it is used in controlled clinical trials to determine whether improvement and side effects may reflect imagination or anticipation rather than actual power of a drug.

Population: The entire group (or set or type) of people from which a researcher samples, and to which she or he would ideally like to generalize. 

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 would presume that a living fetus was present until evidence to the contrary was 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:  The scientist or scholar with primary responsibility for the design and conduct of a research project.

Prisoner: An individual involuntarily confined in a penal institution, including persons: (1) sentenced under a criminal or civil statue; (2) detained pending arraignment, trial, or sentencing; and (3) detained in other facilities.

Privacy: A person’s capacity to control the extent, timing, and circumstances of shared oneself (physically, behaviorally, or intellectually) with others. 

Prospective Studies: Studies designed to observe outcomes or events that occur after the group of subjects has been identified. Prospective studies do not have to involve manipulation or intervention but may be purely observational or involve only the collection of data instead.

Protected Health Information (PHI): Individually identifiable health information including demographic data that relates to:

1. Names; 
2. All geographical subdivisions smaller than a State, including street address, city, county, precinct, zip code, and their equivalent geocodes, except for the initial three digits of a zip code, if according to the current publicly available data from the Bureau of the Census: (1) The geographic unit formed by combining all zip codes with the same three initial digits contains more than 20,000 people; and (2) The initial three digits of a zip code for all such geographic units containing 20,000 or fewer people is changed to 000. 
3. All elements of dates (except year) for dates directly related to an individual, including birth date, admission date, discharge date, date of death; and all ages over 89 and all elements of dates (including year) indicative of such age, except that such ages and elements may be aggregated into a single category of age 90 or older; 
4. Phone numbers; 
5. Fax numbers; 
6. Electronic mail addresses;
7. Social Security numbers; 
8. Medical record numbers; 
9. Health plan beneficiary numbers; 
10. Account numbers; 
11. Certificate/license numbers; 
12. Vehicle identifiers and serial numbers, including license plate numbers; 
13. Device identifiers and serial numbers; 
14. Web Universal Resource Locators (URLs); 
15. Internet Protocol (IP) address numbers; 
16. Biometric identifiers, including finger and voice prints; 
17. Full face photographic images and any comparable images; and 
18. Any other unique identifying number, characteristic, or code (note this does not mean the unique code assigned by the investigator to code the data)
Protocol: The formal design or plan of an experiment or research activity; specifically, the plan submitted to an IRB for review and to an agency for research support. 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. 

Quality Assurance/Quality Improvement (Performance Improvement): Routine Quality Improvement (QI) means systematic, data-guided activities designed to bring about immediate, positive changes in the delivery of health care in particular settings. QI involves deliberate actions to improve care, guided by data reflecting the effects (e.g., types of practical problem solving; an evidence-based management style; the application of science of how to bring about system change; review of aggregate data at the patient/provider/unit/ organizational level to identify a clinical or management change that can be expected to improve care).  QI is generally not considered research – however, QI activities can be research if they are also intended to contribute to generalizable knowledge.
Quasi-experimental Study: A study that is similar to a true experimental study except that it lacks random assignments of subjects to treatment groups.
Quorum: The minimal number of members of IRB who must be present for valid transaction of business.

Random Sample: A specific type of probability sample in which subjects are selected from a population list using a table of random numbers or a random number generator. Random assignment of subjects increases the probability that differences observed between subject groups are the result of the experimental intervention. 

Randomized Clinical Trial (RCT): A randomized clinical trial (RCT) is a clinical trial where subjects are randomly assigned (by chance) to different treatments or interventions, such as “Drug A” versus “Drug B.”

Reimbursement: Reimbursement is for expenses and generally requires justification/verification of the expense and should be available to all but may be different for each subject in contrast to compensation which is usually required to be the same for each subject as payment for participation in research.
Reliability: The degree to which a measure yields consistent results.

Remuneration: Payment for participation in research; this is different from compensation, which typically refers to payment for research-related injuries.

Repository: Data management centers (data centers) and human specimen repositories (sometimes called registries, banks, or libraries) are used to store data and/or specimens for future use.  When the use is for research purposes, the data centers/repositories must be approved by the Institutional Review Board (IRB).  Human Specimen Repositories collect, store, and distribute human tissue/specimen materials for research purposes. Repository activities involve three components: (i) the collectors of tissue samples; (ii) the repository storage and data management center; and (iii) the recipient investigators.  Human repository repositories may be combined with data management centers.

Representative Sample:  A sample in which the participants closely match the characteristics of the population, and thus, all segments of the population are represented in the sample. A representative sample allows results to be generalized from the sample to the population.

Research: A systematic investigation (i.e., the gathering and analysis of information) designed to develop or contribute to generalizable knowledge.

Respect for Persons: An ethical principle discussed in the Belmont Report requiring that individual autonomy be respected and that people with diminished autonomy are protected.

Respondents: Research participants, who fill out a survey, are interviewed, participate in an experiment, are observed in a naturalistic setting, or who are otherwise studied.

Retrospective Studies: Research conducted by reviewing records from the past (e.g., birth and death certificates, medical records, school records, or employment records) or by obtaining information about past events elicited through interviews or surveys.  Case control studies are an example of this type of research.

Review (of Research): The concurrent oversight of research on a periodic basis by an IRB. In addition to the at least annual reviews mandated by the federal regulations, reviews may, if deemed appropriate, also be conducted on a continuous or periodic basis.

Risk: The probability of harm or injury (physical, psychological, social, or economic) occurring as a result of participation in a research study. Both the probability and magnitude of possible harm may vary from minimal to significant.  Federal regulations define only “minimal risk.”

Sample: A subset of a given population used for research purposes. 

Screening:  “Screening” for IRB purposes is considered the activities performed after obtaining consent to ensure subjects are qualified for the study.  Screening may not occur prior to Informed Consent.  In contrast, “Pre-screening” for IRB purposes is the term used to describe activities prior to obtaining Informed Consent and may not include any research procedures.  Pre-screening of potential subjects over the telephone or in person is generally performed to determine their initial eligibility and interest in a study is a common strategy in the recruitment process.

Screen Failure: subject removed from the study during the screening process because they do not meet all inclusion and exclusion criteria, or whatever other requirements must be met for research participation. Subjects who leave the study after randomization or assignment to study treatment should be counted as withdrawals rather than screen failures, even if the subject didn't start the study treatment. 

Scientific Review Group:  A group of highly regarded experts in a given field, convened by NIH to advise NIH on the scientific merit of applications for research grants and contracts. Scientific review groups are also required to review the ethical aspects of proposed involvement of human subjects. Various kinds of scientific review groups exist, and are known by different names in different institutes of the NIH (e.g., Study Sections, Initial Review Groups, Contract Review Committees, or Technical Evaluation Committees).
Secretary:  A U.S. Cabinet Officer. In the context of Department of Health and Human Services (DHHS)-conducted or -supported research, usually refers to the Secretary of Health and Human Services.

Selection Bias: A bias in the way the experimental and control or comparison groups are selected, resulting in pre-existing differences between the groups that may serve as confounding factors.

Serious Adverse Event: (based on OHRP definition) is any adverse event that:
1. Results in death;

2. Is life-threatening (places the subject at immediate risk of death from the event as it occurred);

3. Results in inpatient hospitalization or prolongation of existing hospitalization;

4. Results in a persistent or significant disability/incapacity;

5. Results in a congenital anomaly/birth defect; or

6. based upon appropriate medical judgment, may jeopardize the subject’s health and may require medical or surgical intervention to prevent one of the other outcomes listed in this definition (examples of such events include allergic bronchospasm requiring intensive treatment in the emergency room or at home, blood dyscrasias or convulsions that do not result in inpatient hospitalization, or the development of drug dependency or drug abuse). 

Serious Noncompliance: Noncompliance that may: adversely affect subject safety or the safety of others; increase risks to subjects; violate the rights and welfare of participants (any of which may also be an unanticipated problem). Serious noncompliance may affect the subject’s willingness to participate in research or may affect the integrity of the data (which may also be scientific misconduct).

Significant Risk Device:  A Significant Risk device is defined [21 CFR 812.3(m)] as a device that presents a potential for serious risk to the health, safety, or welfare of a subject and (1) is intended as an implant; or (2) is used in supporting or sustaining human life; or (3) is of substantial importance in diagnosing, curing, mitigating or treating disease, or otherwise prevents impairment of human health; or (4) otherwise presents a potential for serious risk to the health, safety, or welfare of a subject.  [Note: A significant risk device requires submission to the FDA for an Investigational Device Exemption (IDE) in contrast to a non-significant risk device which may be approved by the IRB under FDA Abbreviated Requirements]  The IRB does not make a SR/NSR device determination when considering requests to approve the use of a Humanitarian Use Device (HUD) under an FDA approved Humanitarian Device Exemption (HDE).
Link: [21 CFR 812.3(m)]: http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm
Investigational Device Exemption (IDE):
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm
Humanitarian Use Device (HUD): http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/PremarketSubmissions/HumanitarianDeviceExemption/default.htm
Humanitarian Device Exemption (HDE):

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice/PremarketSubmissions/HumanitarianDeviceExemption/default.htm
Single-Blind Design: A study design in which the investigator not the subject; knows the identity of the treatment assignment. Occasionally the subject, but not the investigator, knows the assignment.

Site Visit: A visit by agency officials, representatives, or consultants to the location of a research activity to assess the adequacy of IRB protection of human subjects or the capability of personnel to conduct the research. 

Social Experimentation: Systematic manipulation of, or experimentation in, social or economic systems; used in planning public policy.

Sponsor:  A person or entity that initiates a clinical investigation of a drug usually the drug manufacturer or research institution that developed the drug. The sponsor does not actually conduct the investigation, but rather distributes the new drug to investigators and physicians for clinical trials. The drug is administered to subjects under the immediate direction of an investigator who is not also a sponsor. A clinical investigator may, however, serve as a sponsor-investigator. The sponsor assumes responsibility for investigating the new drug, including responsibility for compliance with applicable laws and regulations. The sponsor, for example, is responsible for obtaining FDA approval to conduct a trial and for reporting the results of the trial to the FDA.

Sponsor-Investigator:  An individual who both initiates and actually conducts, alone or with others, a clinical investigation. Corporations, agencies, or other institutions do not qualify as sponsor-investigators.

Standard of Care: Those standard care procedures that would have been done even if the individual were not in the research study and are not under the control of the investigator or controlled in any way by the protocol.
Statistical Tests: Researchers use statistical tests to make quantitative decisions about whether a study’s data indicate a significant effect from the intervention and allow the researcher to reject the null hypothesis. That is, statistical tests show whether the differences between the outcomes of the control and experimental groups are great enough to be statistically significant. If differences are found to be statistically significant, it means that the probability (or likelihood) that these differences occurred solely due to chance is relatively low. Most researchers agree that a significance value of .05 or less (there is a 95% probability that the differences are real) sufficiently determines significance. 

Statistical Significance: The probability that the difference between the outcomes of the control and experimental group are great enough that it is unlikely to be due solely to chance. The probability, that the null hypothesis can be rejected at a predetermined significance level (0.05 or 0.01). 

Stratified Sample: A probability sample that is determined by dividing the population into groups or strata defined by the presence of certain characteristics and then random sampling from each of the strata.  This is a good way to make sure that a student sample is racially diverse (for instance).

Structured Interview:  A data collection method in which, an interviewer reads a standardized interview schedule to the respondent and records the answers. (Not to be confused with an in-depth interview.)

Subjects/Respondents: Research participants, who fill out a survey, are interviewed, participate in an experiment, are observed in a naturalistic setting, or who are otherwise studied.
Surrogate Consent:  When informed consent is obtained from someone other than the participant such as with family member consent (parental consent for a minor, immediate family consent during an emergency, etc.) or legally authorized representative consent.  It is not always required that informed consent to participate in research be given by the legally authorized representative if another form of surrogate consent is available depending on applicable state law, institutional policy and the determination of the IRB.  See the IRB “Informed Consent Policy and Procedure” document for specific information on who may serve as a legally authorized representative or surrogate.
Link: http://rbhs.rutgers.edu/hsp/forms/Forms_Surrogate_Consent_Guidelines.pdf
Survey: A study in which the same data are collected from all members of the sample using a highly structured questionnaire and analyzed using statistical tests. 


Systematic Investigation: Use of a clear plan, system or method to conduct a detailed examination or inquiry for facts.

Theory: A general explanation about a specific behavior or set of events that is based on known principles and serves to organize related events in a meaningful way. A theory is not as specific as a hypothesis.

Therapeutic Intent: The research physician's intent to provide some benefit to improving a subject's condition (e.g., prolongation of life, shrinkage of tumor, or improved quality of life, even though cure or dramatic improvement cannot necessarily be affected.) This term is sometimes associated with Phase 1 drug studies in which potentially toxic drugs are given to an individual with the hope of inducing some improvement in the patient's condition as well as assessing the safety and pharmacology of a drug.

Therapy: Treatment intended and expected to alleviate a disease or disorder

Treatment Group: The group in an experimental design study that receives treatment in the form, or in various forms, of the independent variable. This group can thus be compared to the control group.

Unanticipated Problem: Unanticipated problem involving risk to subjects or others includes any incident, experience or outcome that meets all of the following criteria:

(1) unexpected (in terms of nature, severity, or frequency) given (a) the research procedures that are described in the protocol-related documents, such as the IRB-approved research protocol and informed consent document; and (b) the characteristics of the subject population being studied;

(2) Definitely related or probably related to participation in the research; and

(3) Suggests that the research places subjects or others at a greater risk of harm (including physical, psychological, economic, or social harm) than was previously known or recognized.

Vaccine:  A biologic product generally made from an infectious agent or its components a virus, bacterium, or other microorganism that is killed (inactive) or live-attenuated (active, although weakened). Vaccines may also be biochemically synthesized or made through recombinant DNA techniques.

Validity: The degree to which a measure assesses what we think it is assessing. There are different types of validity, including:

1. Internal validity (does a study’s conclusions about causal relationships agree with what is actually true?)

2. Face validity (at face value, does the measure seem valid?) 

3. Construct validity (does the measures of a given concept relate to a measure of another theoretically associated concept?) 

4. Content validity (does the measure cover diverse meanings of the concept?)

5. Criterion validity (is the measure associated with expected behaviors?)

Variable: Any characteristic or trait that can vary from one person to another (race, sex, academic major) or for one person over time (age, political beliefs). 

Viable Infant:  When referring to a delivered or expelled fetus, the term "viable infant" means likely to survive to the point of sustaining life independently, given the benefit of available medical therapy [45 CFR 46.202(h)]. This judgment is made by a physician. In accordance with DHHS regulations, the Secretary, HHS, may publish guidelines to assist in the determination of viability. Such guidelines were published in 1975, and specify an estimated gestational age of 20 weeks or more and a body weight of 500 grams or more as indices of fetal viability [Federal Register 40 (August 8, 1975): 33552]. These indices depend on the state of present technology and may be revised periodically. 
Link: [45 CFR 46.202(h)]: http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.202
Federal Register 40 (August 8, 1975): 33552: http://www.hhs.gov/ohrp/archive/documents/19750808.pdf (See Page 5 §46.203(d))
Voluntary Participation: The principle that study participants choose to participate of their own free will, rather than being coerced or forced to participate.  For IRB purposes, this is a key part of your study proposal; you must demonstrate that subjects will be participating voluntarily for a study to be approved by the IRB.

Vulnerable Populations: When some or all of the subjects are likely to be vulnerable to coercion or undue influence, such as children, prisoners, pregnant women, mentally disabled persons, or economically or educationally disadvantaged persons, additional safeguards have been included in the study to protect the rights and welfare of these subjects.
Ward: Persons who are wards of the State or any other agency, institution, or entity.

Within-Subjects Design: A research design in which each subject experiences, at different times, all levels of the independent variable (or both the experimental and control treatment). Thus, each subject is tested once in each condition.
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