


CERTIFICATE OF CONFIDENTIALITY:  
A Certificate of Confidentiality helps researchers protect the privacy of human research 
participants enrolled in biomedical, behavioral, clinical and other forms of sensitive 
research. Certificates protect against compulsory legal demands, such as court orders and 
subpoenas, for identifying information or identifying characteristics of a research 
participant. Any research project that collects personally identifiable, sensitive 
information and that has been approved by an IRB is eligible for a Certificate. Federal 
funding is not a prerequisite for Certificate. For more information: 
http://grants.nih.gov/grants/policy/coc/index.htm 

 
CERTIFICATION:  

Official notification by the institution to the supporting department or agency, in 
accordance with the requirements of this policy, that a research project or activity 
involving human subjects has been reviewed and approved by an IRB in accordance with 
an approved assurance. 

 
CHI LDREN: 

Persons who have not 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. 
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CONTINUING  REVI EW: 

If data gathering continues for more than 12 months, federal regulations require that 
the project be subject to a “continuing review.”  Researchers should use the WIU IRB 
Review and Monitoring26 0 Td
(”)Tjdd
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�x services, or concepts where it is not the intention to share the results beyond WSU 
or any agency supporting the research 

�x classroom exercises solely to fulfill course requirements or to train students in the 
use of particular methods or devices 

�x quality assurance activities designed to continuously improve the quality or 
performance of a department or program where it is not the intention to share the 
results beyond the WSU community 

GUARDIAN:  
An individual who is authorized under applicable state or local law to give 
permission on behalf  of a child or cognitively impaired individual to general 
medical care. 

 
HIPPA:  

Health Insurance Portability and Accountability Act (HIPPA) of 1996 that protects 
certain health information. The Privacy Rule was issued to protect the privacy of health 
information that identifies individuals who are living or deceased. 
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INTENTIONALLY IDENTIFIED:  

Subjects' names are identified in connection with the data when the research results are 
presented to the public. This procedure is common for journalistic-type interview studies, 
where subjects are public figures or in oral histories. In these cases, the investigator 
should seek explicit consent from the subjects for the use of their names in connection 
with their data. 

 
INTERACTION:  

Includes communication or interpersonal contact between investigator and subject. 
 
INTERVENTION:  

Includes both physical procedures by which data is gathered (for example, venipuncture) 
and manipulations of the subject or the subject's environment that are performed for 
research purposes. 

 
IRB APPROVAL:  

The determination by the IRB that the research has been reviewed and may be conducted 
within the constraints set forth by the IRB and other Institutional and federal 
requirements. 

 
MINI MAL  RISK: 

A risk is minimal where the probabilit y and magnitude of harm or discomfort anticipated 
in the proposed research are not greater, in and of themselves, than those ordinarily 
encountered in daily lif e or during the performance of routine physical or psychological 
examinations or tests. For example, the risk of drawing a small amount of blood from a 
healthy individual for research purposes is no greater than the risk of doing so as part of 
routine physical examination. 



 
ORAL HISTORY:  

Tape-recorded historical information obtained in interviews concerning personal 
experiences and recollections. Often, the intention is that these tapes become available to 
the public at a specified future time in order to convey historical insight. 

 
NONAFFILIA TED M EMBER: 

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, teacher, homemaker). 

 
PERMISSION: 

The agreement of parent(s) or guardian to the participation of their child or ward in 
research. 

 
PERSONALLY IDENTIFIABLE HEALTH INFORMATION:  

Health or medical data or information that can be linked manifestly or inferentially to an 
individual. 

 
POPULATION:  

A group of people in society meeting certain criteria to be eligible as subjects in a 
project's protocol. 

 
PRINCIPAL INVESTIGATOR:  

The individual with primary responsibility for the design and conduct of a research study. 
 
PRISONER: 

An individual involuntarily confined in a penal institution, including persons: (1) 
sentencear



PROTECTED HEALTH INFORMATION:  
individually identifiable Health information recorded in any form or medium that is 
created or received by a health care provider, health plan, public health authority, 
employer, life insurer, school or university, or health care clearinghouse and relates to the 
past, present, or future physical or mental health or condition of an individual, the 
provision of health care to an individual, or the past, present, or future payment for the 
provision of health care to an individual. 

 
PROTOCOL:  

The formal design or plan of a study's activity; specifically, the plan submitted to an IRB 
for review and to an agency for support. The protocol includes a description of the design 
or methodology to be employed, the eligibility requirements for prospective subjects and 




