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Committed to the Protection of Research Subjects





INTEGREVIEW DEFINITIONS AND ACRONYMS
Actively Enrolled Subject – any subject that is currently enrolled or randomized and has not yet completed the last visit/procedure of the study.
Additional Investigator – a Principal Investigator being added to a previously approved study.

Administrative change – changes to an existing protocol that reflects the correction of typos or provide clarification.

Adverse Event – any untoward or unfavorable medical occurrence in a human subject, including any abnormal sign (for example, abnormal physical exam or laboratory finding), symptom, or disease, temporally associated with the subject’s participation in the research, whether or not considered related to the subject’s participation in the research.
Allegation of non-compliance - a statement made by a second party that must be proven or supported with evidence to either confirm or reject.
Amendment – a change to a protocol, typically submitted as a separate document that is amended (added to) an existing protocol.

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.
Autonomy – the personal capacity to consider alternatives, make choices, and act without undue influence or interference of others.
Belmont Report (The) – a statement of basic ethical principles governing research involving human subjects issued by the National Commission for the Protection of Human Subjects in 1979.  The report was developed in response to concerns about research studies in which subjects had been placed at serious risk and sometimes seriously harmed.  It describes three ethical principles:  (1) respect for persons, (2) beneficence, and (3) justice.
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 hard by maximizing possible benefits and minimizing possible risks of harm.  Researches may not hard subjects.  The risks and benefits of participating in a study must be clearly identified and explained to potential subjects.  Researchers may not intentionally injure any person during the conduct of research, regardless of any possible benefits that may result.
Blind (or Double-Blind) Study – a type of study where more than one drug/treatment is being used, and the participant is not told which drug/treatment they are receiving.  In a double-blind study neither the participant nor the study staff will know what type of drug/treatment the participant is to receive.  Blind and double-blind studies are performed so that the procedures and results of a study are not unnecessarily influenced by the participant or the study staff.
Board member – a paid consultant to IntegReview, responsible for reviewing to approve and perform continuing review of research studies involving human subjects.  

Business Continuity Plan - a set of documents, instructions, and procedures which enable a business to respond to accidents, disasters, emergencies, and/or threats without any stoppage or hindrance in its key operations.
Children - 21 CFR §50.3(o) - Children means persons who have not attained the legal age for consent to treatments or procedures involved in clinical investigations, under the applicable law of the jurisdiction in which the clinical investigation will be conducted.  45 CFR §46.402(a) - Children are persons who have not attained the legal age for consent to treatments or procedures involved in the research, under the applicable law of the jurisdiction in which the research will be conducted.
Clinical investigation (research study) – any experiment that involves a test article and one or more human subjects.

Coercion – pertaining to unacceptable participant recruitment methods which involve duress, undue inducement or indirect pressure.  
Cognitively impaired – A subject having either:

a. A psychiatric disorder, such as personality or behavior disorders

b. An organic impairment, such as dementia

c. A developmental disorder, such as mental retardation, that affects mental abilities or emotional functions to the extent that capacity for judgment and reasoning is significantly reduced.

d. Also included are those:

i. Under the influence of or dependent on drugs or alcohol

ii. With degenerative diseases affecting the brain

iii. Persons with severe disabling physical handicaps
Conflicts of Interest - a situation in which an individual has a private or personal interest sufficient to appear to influence the objective implementation of his or her duties.

Apparent conflicts of interest – a situation in which an individual has a private or personal obvious interest to influence the objective implementation of his or her duties.

Appearance of conflicts of interest – a situation in which an individual gives the impression of a private or personal interest to influence the objective implementation of his or her duties.

Financial conflict of interest – an interest of the principal investigator in the outcome of the study due to the way payment is arranged, such as a royalty, or because the investigator has a proprietary interest in the product, such as a patent or because the investigator has an equity interest in the sponsor of the research study.

Non-financial conflict to interest – a situation that may lead a principal investigator to use undue pressure or coercion on research participants during the recruitment, consent, or collection of data or when a principal investigator attempts to recruit patients from their own practice into research studies.
Perceived conflicts of interest – a situation in which others suspect another of having a private or personal interest sufficient to appear to influence the objective implementation of his or her duties.

Common rule – the HHS regulations described in 45 CFR Part 46 are often referred to as the common rule.

Confidentiality – maintaining agreements with an individual to limit access by others to personal information about himself or herself.

Consultant (Scientific Specialist) – individuals with competence in special areas to assist in the review of issues which require expertise beyond or in addition to that available on the IRB/REB.

Continuing review (after initial IRB approval) – a report on the progress of the research.  Continuing review is performed to ensure that the rights and welfare of human subjects are protected.  The Food and Drug Administration (FDA) and Office for Human Research Protections (OHRP) Regulations require an IRB to conduct continuing review of research at intervals appropriate to the degree of risk, but not less than once a year.

Corrective and Preventative Action Report (CAPA) - 
Preventative CAPA – Discovery of a failure to follow internal processes that do not result in an oversight letter.

Corrective CAPA – Discovery from a member of IntegReview or a client of an administrative error that generates an oversight letter.
Data and Safety Monitoring Board (DSMB) - A multi-disciplinary, expert advisory group established by a research sponsor, that is responsible for safeguarding the interest of participants by reviewing emerging data, assessing the safety and efficacy of clinical trial procedures, and monitoring the overall conduct of a trial.
Decisionally impaired – A subject with diminished mental capacity that interferes with the ability to make sound, informed choices.
Declaration of Helsinki – The Declaration of Helsinki, developed by the World Medical Association, is a set of ethical principles for the medical community regarding human experimentation.  It was originally adopted in June 1964 and has since been amended multiple times.
Disapproval - This motion defines the study as not approved by the IRB for reasons such as that the study requires major changes or that it is not likely to be feasible without a complete reassessment of the protocol by the Principal Investigator and/or sponsor.  The IRB determines the proposal fails to meet one or more criteria for approval of research as stated in 21 CFR, Part 56.111 and 45 CFR, Part 46.111.  The IRB action of disapproval means that it cannot approve the protocol as written, the study does not meet the regulatory and/or ethical standards for the conduct of research involving human subjects and determines that there will be no further review of this application.
Economically disadvantaged – Subject that might be homeless or lacking the means to adequately support themselves and dependents.
Educationally disadvantaged – an adult subject who has not completed high school.
Enrolled Subjects – Individuals who have given consent and whose participation yields evaluable data.
Evaluable Data – Data that are intended to contribute to generalizable knowledge.
Exculpatory – pertaining to that which relieves of a responsibility, obligation, or hardship; clearing from accusation or blame.
Exempt/Exemption (review for exemption) – research projects determined to meet exemption criteria are designated as “exempt” from the federal regulations for the protection of human subjects, as allowed by the regulations.  Even though federal approval criteria and consent elements may not apply, ethical codes still apply.  Whether or not a research activity is exempt is determined by the IRB, not the researcher.
Expedited Review - Review of proposed research by IRB Chairperson or a designated voting, scientific member or group of voting, scientific members rather than by the entire IRB.  Federal rules permit expedited review for certain kinds of research involving no more than minimal risk and for minor changes in approved research.
Expiration of IRB approval - The Principal Investigator has not received IRB approval to continue the conduct of the study beyond the previous approval period.  Once IRB approval has expired, the Principal Investigator is required to stop all study-related activities except for those required to protect the health or welfare of study participants.
Federal classified research – research, knowledge of the procedures, and results of which, is restricted to individuals with United States government security clearances.
Federal Wide Assurance (FWA) - a document negotiated between an institution that conducts research and the Department of Health and Human Services (HHS) in accordance with HHS regulations.  The HHS requires a written assurance from the site indicating that the institution will comply with the HHS protection of human subjects regulations described in 45 CFR 46.103.  When HHS approves the institution’s assurance, a number is assigned to the assurance.
Financial Interest Related to the Research – any financial interest in the sponsor, product or service being tested.

Form FDA 483 – the report of observations found during an FDA inspection (audit).

Form FDA 1572 – the form required by FDA to be completed by each investigator involved in a phase I – IV clinical research study.  The sponsor of the research submits this form to the FDA.  IRBs often request a copy of this document.

Full board review – review of proposed research at a convened meeting at which a majority of the IRB members are present, including at least 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.
Generic Study – Study involving a generic drug that contains the same active ingredients as the original formulation; considered identical in dose, strength, route of administration, safety, efficacy, and intended use.
Good Clinical Practice (GCP) – an international ethical and scientific quality standard for designing, conducting, recording and reporting trials that involve the participation of human subjects.  Compliance with this standard provides public assurance that the rights, safety and well-being of trial participants are protected, consistent with the principles that have their origin in the Declaration of Helsinki, and that the clinical trial data are credible. (International Code of Harmonization for Good Clinical Practice (ICH GCP)).
Good Documentation Practices (GDP) – a collection of standard practices, procedures, and policies that industry has adopted over the years ensuring concise, legible, accurate and traceable records.
Health Insurance Portability and Accountability Act (HIPAA) – the federal law that regulates, among other things, the disclosure of protected health information (“PHI”) about patients treated by most health care providers and organizations in the United States (“Covered Entities”).  In the context of human subjects research, HIPAA establishes a federal standard for the manner in which the confidentiality of PHI will be maintained by Covered Entities and prescribes a process through which researchers can obtain PHI about patients who are sought by researchers to be research participants or potential research participants.
Human subjects research – an investigation being conducted in living human beings, including research development, testing and evaluation, intended to develop or contribute to generalizable knowledge.

Human research participant (subject) – 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.

Illiterate – Subjects that cannot read and/or write.
Impartial witness – an individual that attests that the information in the consent form and any other written information was accurately explained to, and apparently understood by, the subject or the subject’s legally acceptable representative, and that informed consent was freely given by the subject or the subject’s legally acceptable representative.  The impartial witness signature lines are required to be included in the IntegReview-approved informed consent for subjects that are visually impaired.
Incarcerated subject – A subject that becomes incarcerated while participating in a research study.

Inclusion/Exclusion Criteria – the standards used to determine whether or not people can participate in research studies.  These criteria are based on characteristics such as age, gender, medical history and the medication that a person is currently taking.  The purpose of inclusion/exclusion criteria is to keep people safe and to help the study staff select the best participants for a study.  Inclusion criteria are the characteristics that you must have in order to participate.  Exclusion criteria are the characteristics that you must not have in order to participate.
IND safety report – a written report for which the sponsor notifies the FDA and all participating investigators of:  (a) any adverse experience associated with the use of the drug that is both serious and unexpected; or (b) any finding from tests in laboratory animals that suggests a significant risk for human subjects including reports of mutagenicity, teratogenicity, or carcinogenicity.
Informed Consent - the process by which the research study is explained to the potential participant and the participant then voluntarily agrees to participate in the research.  Except in Waiver of Informed Consent situations, informed consent to participate in a research study must be obtained from all participants (or their legally authorized representative) prior to their participation in the research and shall be maintained throughout the research project.  Researchers have an ongoing duty to provide participants with all information relevant to their ongoing consent to participate in the research.
Initial review (new study) – the original review of a research study.

Institution – any public or private entity or agency (including Federal, State, and other agencies). 

Institutional Official (IO) – Senior official who signs an institution’s human subjects assurance, making a commitment on behalf of the institution to comply with 45 CFR Part 46 and other federal regulations (e.g., 21 CFR 50 and 56).  The IO for IntegReview is the President.
Institutional Review Board (IRB) – any board, committee, or other group formally designated by an institution to review, to approve the initiation of, and to conduct periodic review of, biomedical research involving human subjects.  The primary purpose of such review is to assure the protection of the rights and welfare of the human subjects.

Internal Audit – Internal audit is defined as an independent examination of IntegReview’s quality system to measure the effectiveness of its established policies and procedures.
International Conference on Harmonisation (ICH) – the International Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH) is a unique project that brings together the regulatory authorities of Europe, Japan and the United States and experts from the pharmaceutical industry in the three regions to discuss scientific and technical aspects of product registration.  The purpose is to make recommendations on ways to achieve greater harmonisation in the interpretation and application of technical guidelines and requirements for product registration in order to reduce or obviate the need to duplicate the testing carried out during the research and development of new medicines.  The objective of such harmonisation is a more economical use of human, animal and material resources, and the elimination of unnecessary delay in the global development and availability of new medicines whilst maintaining safeguards on quality, safety and efficacy, and regulatory obligations to protect public health.
Investigational Device Exemption (IDE) – exemptions from certain regulations found in the Medical Device Amendments that allow shipment of unapproved devices for use in clinical investigations.

Investigational New Drug (IND) or Device – a drug or device permitted by FDA to be tested in humans but not yet determined to be safe and effective for a particular use in the general population and not yet licensed for marketing.
IRB approval – the determination of the IRB that the investigation has been reviewed and may be conducted at an institution within the constraints set forth by the IRB and by other institutional and Federal requirements.

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) - as described in FDA 21 CFR § 50.3 and HHS 45 CFR 102(c) is “an individual or judicial or other body authorized under applicable law to consent on behalf of a prospective subject to the subject’s participation in the procedure(s) involved in the research.”
Medical device – a diagnostic or therapeutic article that does not achieve any of its principle intended purpose through chemical action within or on the body.  Such devices include, but are not limited to:  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.

Nonaffiliated member – member of an Institutional Review Board who has not ties to the parent institution, its staff, or faculty.  This individual is usually from the local community.
Non-compliance - failure by an investigator and/or sponsor to follow IntegReview’s requirements, applicable regulations or to protect human research subjects, including but not limited to the principles of the Belmont Report.
Serious non-compliance - non-compliance as defined as above and as described to be serious in a way that adversely affects the rights and welfare of human subjects following the investigation and review by the IRB.
Continuing non-compliance – A pattern of repeated non-compliance or serious non-compliance as determined by the IRB.

Non-local IRB Review – Under certain circumstances, local review by an Institutional Review Board (IRB) may not be available, e.g., research conducted by investigators unaffiliated with an institution with an IRB.  Although conceptually modeled for local IRB review, the Food and Drug Administration (FDA) regulations do not prohibit review of research by IRBs in locations other than where the research is to be performed (e.g., independent or non-institutional IRB).  Therefore, an IRB may review studies that are not performed on-site as long as the 21 CFR parts 50 and 56 requirements are met.
Non-scientific IRB/REB member – A member who does not possess the formal training, background and/or occupation experience and does not view a research project with a scientific approach.  Examples of non-scientific IRB/REB members may include, but are not limited to, the following:

· Attorneys
· Accountants
· Clergy
· Administrators
· Ethicists
Nonsignificant risk device – an investigational medical device that does not present significant risk to the patient.
Not Qualified Vendor Assessment - The vendor cannot furnish critical components due to major regulatory or technical difficulty, or unsatisfactory ratings documented in their respective vendor assessment.
Open-label Study – a type of study where both the participant and the study staff know which study drug/treatment the participant will receive.
Pending Qualification Vendor Assessment - The vendor has received a “satisfactory” rating in most applicable areas, but includes some areas that require either corrective action and/or clarifications that are minor and administrative in nature.  Upon review and acceptance of either the corrective action and/or clarifications of these details they may be evaluated for a qualification determination.
Phase I (study) – research studies conducted either in normal healthy or patient subjects.  This phase is typically the first introduction into man following animal studies.  Studies can be designed to obtain information regarding absorption and elimination of the study drug, dose escalation and/or comparison of marketed products to generic formulations.

Phase II (study) – research studies that have successfully undergone Phase I testing and are designed to include a patient population representing the need for a specific treatment.  A small sampling of subjects is typically enrolled.

Phase III (study) - research studies that have successfully undergone Phase I and Phase II testing and are designed to include a patient population representing the need for a specific treatment.  Larger numbers of subjects are typically enrolled.

Phase IV (study) – studies conducted following FDA approval.  Typically to collect data for marketing claims.

Placebo – an inert substance or sham activity used in the guise of treatment; used in controlled clinical trials as a comparator to determine if an investigational therapy is more effective than no treatment.
Primary Reviewer – A voting Board member possessing the appropriate knowledge and expertise in a particular therapeutic assigned to review and summarize a research study during a convened meeting.  The Primary Reviewer is also responsible for reviewing the Investigator Brochure.  

Principal Investigator (PI) (also known as study doctor) – the main researcher in charge of a study that agrees to follow the protocol and commits to protecting the safety of the participants in the study.  The PI is responsible for what happens during the study, including the actions of every member of the study staff.  The study staff may include one or more sub-investigators, study coordinators, and other research professionals.
Privacy – a person’s desire to control the access to unauthorized information about himself or herself.
Protected health information (PHI) – individually identifiable health information such as physician/psychologist notes, test results, genetic information, medical conditions, diagnoses, treatments, and medications.
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.
Qualified Vendor Assessment - The vendor has received a “satisfactory” rating in all applicable vendor assessment areas.
Qualified Vendor List (QVL) – List maintained by IntegReview that includes all qualified vendor services who have received a “satisfactory” rating after evaluation of a vendor assessment.
Quorum – fifty-one percent of the voting members constitute a quorum.  If quorum fails during a meeting, such as due to lack of a majority of members being present or an absence of a nonscientific member, the board does not take further action or votes until the quorum is restored.

Randomization – assignment of subjects to different treatments, interventions, or conditions according to chance rather than systematically (e.g., as dictated by the standard or usual response to their condition, history, or prognosis, or according to demographic characteristics).  Random assignment of subjects to conditions is an essential element of experimental research because it makes more likely the probability that differences observed between subject groups are the results of the experimental intervention.
Re-consenting Participants – the required act in which written documentation of the participant’s willingness to continue to participate is obtained when there is a significant change to the protocol or risk that directly affects what the research participant is being asked to do.  Written documentation of re-consenting must be obtained by having the participant sign an updated IntegReview-approved version of the informed consent document, indicating that the new information was conveyed to the participant and the participant agreed to continue in the study.
Research Ethics Board (REB) - A body that is not affiliated with the sponsor, and the principal mandate of which is to approve the initiation of, and conduct periodic reviews of, biomedical research involving human subjects in order to ensure the protection of their rights, safety and well-being.  This term is used to describe an ethics committee in Canada.
Respect for persons – an ethical principle discussed in The Belmont Report requiring that individual autonomy be respected and that persons with diminished autonomy be protected.  Each potential participant has the right to decide whether to participate, to refuse to participate in some activities or respond to some questions, and to withdraw at any time for any reason.
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.
Revisions – modifications to a previously approved document, such as a protocol, an informed consent or recruiting materials.  Modifications may be a result of a protocol amendment or protocol revision.

Scientific IRB/REB member – A member with the formal training, background and/or occupation experience that would incline them to view scientific activities from the standpoint of someone with a behavioral or biomedical research discipline.  Examples of scientific IRB/REB members may include, but are not limited to, the following:

· Physician
· Dentist
· Psychiatrist
· Political Scientist
· Psychologist
· Sociologist
· Physicist
· Biologist
· Chemist
· Statistician
· Nurse
· Pharmacist
· Physical Therapist
· Registered Dietitian
Screening – refers to the period when tests are performed and questions are asked to see if a potential participant can participate in a research study.  During the screening (sometimes called a “screening period” or “screening visit”) the study staff will find out whether or not the potential participant meets the inclusion/exclusion criteria.  The screening may take place during one visit or over the course of several visits.
Screening Failure – Individuals who have given consent and undergone study screening procedures, but were unable to further participate in the study due to not meeting eligibility requirements as indicated in the study protocol.

Serious Adverse Event – For FDA safety reporting purposes, any adverse drug experience occurring at any dose that results in any of the following outcomes:  (1) Death, (2) a life-threatening adverse drug experience, (3) inpatient hospitalization or prolongation of existing hospitalization, (4) a persistent or significant disability/birth defect.  Important medical events that may not result in death, be life-threatening, or require hospitalization may be considered a serious adverse drug experience when, based upon appropriate medical judgment, they may jeopardize the patient or subject and may require medical or surgical intervention to prevent one of the outcomes listed in this definition.  Examples of such medical events include allergic bronchospasm requiring intensive treatment in an 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.
Significant deviation – Significant deviations are those that deviate from the approved protocol, informed consent process and affect or can potentially affect the safety of subjects.  IntegReview does not consider protocol deviations to be different from protocol violations.
Significant risk device – an investigational medical device that presents a potential for serious risk to the health, safety, or welfare of the subject.
Sponsor – a person or other entity that initiates a clinical investigation, but that does not actually conduct the investigation, i.e., the test article is administered or dispensed to, or used involving, a subject under the immediate direction of another individual.  A person other than an individual (e.g., a corporation or agency) that uses one or more of its own employees to conduct an investigation that it has initiated is considered to be a sponsor (not sponsor-investigator), and the employees are considered to be investigators.

Sponsor-investigator - an individual who both initiates and actually conducts, alone or with others, a clinical investigation, i.e., under whose immediate direction the test article is administered or dispensed to, or used involving, a subject.  The term does not include any person other than an individual, e.g., it does not include a corporation or agency.  The obligations of a sponsor-investigator include both those of a sponsor and those of an investigator.

Study Closure Notification Report – the report to the IRB that summarizes all research activity upon completion of the research.  That is, all subject information has been collected.

Suspension of IRB approval - An IRB’s decision to rescind its previously granted study approval and temporarily stop a study until the IRB reinstates approval or terminates the study.
Tabled - This motion defines the situation if the IRB is unable or unwilling to review and/or vote on a study or other matter.  This may occur if the quorum is lost, pertinent documents are unavailable, the scope of IRB expertise is not considered sufficient for appropriate decision-making, the IRB cannot approve the research as submitted or where the proposal and/or consent form require minor revisions (e.g., wording changes, with replacement language provided).  The IRB raises questions regarding the proposal or determines the information provided is inadequate to assess risk/benefit ratio.  A tabled vote indicates that the IRB withholds approval pending submission of major revisions/additional information.
Terminally ill – Subjects who are suffering from an illness or condition that cannot currently be cured and who have a life expectancy of less than twelve months.
Termination of IRB approval - The IRB’s decision to rescind its previously granted study approval, whereby the Principal Investigator must stop all study-related activities in such a manner that no harm is caused to study participants.
Test article – any drug for human use, biological product for human use, medical device for human use, human food additive, color additive, electronic product, or any other article subject to regulation.

Transnational Research (also known as International Research) - Research that is conducted outside of the United States of America and Canada.

Unanticipated problems involving risks to participants or others - 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) related or possibly related to participation in the research (possibly related means there is a reasonable possibility that the incident, experience, or outcome may have been caused by the procedures 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.  Examples of problems or events that may meet the definition of unanticipated problems involving risk to subjects or others may include, but are not limited to the following:

· Imminent threat of a reportable event that has not yet occurred

· Information indicating a change to the risk/benefit ratio of the research

· Death

· Breach of confidentiality, including lost or stolen study documents/data
Unanticipated adverse device effect  - any serious adverse experience on health or safety or any life-threatening problem or death caused by, or associated with, a device, if that effect, problem, or death was not previously identified in nature, severity, or degree of incidence in the investigational plan or application (including a supplementary plan or application), or any other unanticipated serious problem associated with a device that relates to the rights, safety, or welfare of subjects.
Unscheduled meeting – the request by a client to convene a meeting to review any of the following; initial review of a new study submission, protocol amendment, additional Principal Investigator(s), change of Principal Investigator, study site change or addition(s).

Voluntary – free of coercion, duress, or undue inducement.  Used in research context to refer to a subject’s decision to participate (or to continue to participate) in a research activity.

Vulnerable subjects – individuals whose willingness to volunteer in a clinical trial may be unduly influenced by the expectation, whether justified or not, of benefits associated with participation, or of a retaliatory response from senior members of a hierarchy in case of refusal to participate.

Witness – an individual not involved in the day to day operation of the research study and present while the consent form is read and explained to the subject.  The witness must also sign and date the consent form.  The witness signature lines are required to be in the IntegReview-approved informed consent for illiterate subjects.
ACRONYMS 

CAPA 
– Corrective and Preventative Action

CFR 
– Code of Federal Regulations

CCRP 
– Certified Clinical Research Professional

CIP 
– Certified IRB Professional

CRO 
– Contract Research Organization

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

DSMB 
– Data and Safety Monitoring Board

FDA 
– U.S. Food and Drug Administration

FWA 
– Federal Wide Assurance

GCP 
– Good Clinical Practice

GDP 
– Good Documentation Practices

HIPAA 
– Health Insurance Portability and Accountability Act

IB 
– Investigator’s Brochure

IC/ICD 
– Informed Consent or Informed Consent Document

ICH 
– International Conference on Harmonisation of Technical Exemption Requirements for Registration of Pharmaceuticals for Human Use

IDE 
– Investigational Device Exemption

IND 
– Investigational New Drug

IO 
– Institutional Official

IRB 
– Institutional Review Board

LAR 
– Legally Authorized Representative

NCI 
– National Cancer Institute (NIH)

NDA 
– New Drug Application

NIH 
– National Institutes of Health (DHHS)

OHRP 
– Office for Human Research Protections

PHI 
– Protected Health Information

PI 
– Principal Investigator

REB 
– Research Ethics Board (Canada)
SAE 
– Serious Adverse Event

SMO 
– Site Management Organization
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