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I. Necessity for Review 
It must first be determined whether or not the activity to be undertaken involves research and 
involves human subjects. In a university setting there is frequently a pedagogical as well as 
research function to activities, especially in group student projects, which may make it difficult 
to determine whether actual research is involved as opposed to teaching the methodology of 
research. 

Research is defined by federal regulations as "a systematic investigation, including research 
development, testing and evaluation, designed to develop or contribute to generalizable 
knowledge. Activities which meet this definition constitute research for purposes of this policy, 
whether or not they are conducted or supported under a program which is considered research for 
other purposes. For example, some demonstration and service programs may include research 
activities" (CFR 45 Section 46.102(d)). Resulting generalizable knowledge is the key element in 
the definition.  If a systematic collection of data is undertaken and/or if results of a study are to 
be published, presented in a paper or otherwise implied to have applicability beyond the test 
population, this is considered evidence of the intent of obtaining generalizable knowledge.  

A human subject is defined by regulation as "a living individual about whom an investigator 
(whether professional or student) conducting research obtains (1) data through intervention or 
interaction with the individual, or (2) identifiable private information" (CFR 45 Section 
46.102(f)). Additionally, there are guidelines that distinguish therapeutic activities from research 
in the health fields. If the Responsible Project Investigator is unsure as to whether an activity 
should be classified as research, the Executive Director of Grant and Research Development or 
the Chair of the IRB should be consulted. 
 
II. Determining Review Status 
Research involving human subjects or data derived from human subjects falls into one of three 
review categories: Exempt, Expedited and Full IRB Review.  
 
Exempt Research  

Categories of exempt research are established by federal regulations and cannot be 
amended. In general, research that does not disrupt or manipulate subjects' normal life 
experiences, or incorporate any form of intrusive procedures, may be exempt as long as it 
does not include one of 12 exceptions to the provisions for exemption. These exceptions 
focus on more than minimal risk and on the protection of vulnerable subjects.  
 
In the Application for Exempt Research, the criteria for exemption established by federal 
regulation 45CFR46.101(b)(1-6) are listed in the Exempt Research Decision Aid. If the 
proposed research conforms to one of the categories of exemption and does not include 
one of the 12 exceptions to the exemptions, then the investigator may apply for an 
exemption. When there is no more than minimal risk, some research involving vulnerable 
populations, particularly children, may be exempt in some instances. All six grounds for 
exemption may be applied to children except in some cases exemption #2. The legislation 
regarding the differences in exemptions for children is as follows: 
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"The exemption at section 46.101(b)(2) regarding educational tests is also 
applicable to this subpart. However, the exemption at section 46.101(b)(2) 
for research involving survey or interview procedures or observations of 
public behavior does not apply to research covered by this subpart, except 
for research involving observation of public behavior when the 
investigator(s) do not participate in the activities being observed" (45CFR 
46.401(b)). 

 
Based on applicable federal regulations and/or provisions of the university's policies and 
procedures, investigators whose research involves human subjects will not make final 
determination of exemption. Exemption requires the approval of the IRB. 

 
The IRB reserves the right to require review of specific research activities or classes of 
research activities even though they qualify for exemption. Exercise of such oversight 
will rarely be necessary. Requirements of sponsoring agencies, unexpected problems, and 
the need to evaluate experiences with exemption categories might trigger such review. 

 
Expedited Review 

Investigators may apply for expedited review if their research is included in the list of 
research activities below, as long as the research is carried out through standard methods, 
contains no more than minimal risk to the subjects, does not address sensitive issues, and 
does not use subjects who are not competent to give consent. This list is based on federal 
regulations (63 FR 60364, November 9, 1998) so that additions to and extrapolation from 
the list by the IRB are not appropriate. If there is external funding, projects shall comply 
with the review requirements of the funding agency as well as complying with the  
minimum requirements set forth in this document. In the case of expedited review, the 
investigator will not begin the research until informed that their application has been 
approved and that the IRB will not conduct a full review of the project.  
(1) Clinical studies of drugs and medical devices only when condition (a) or (b) is met. 

a. Research on drugs for which an investigational new drug application (21 CFR 
Part 312) is not required. (Note: Research on marketed drugs that significantly 
increases the risks or decreases the acceptability of the risks associated with 
the use of the use of the product is not eligible for expedited review.) 

b. Research on medical devices for which (i) an investigational device 
exemption application (21 CFR Part 812) is not required; or (ii) the medical 
device is cleared/approved for marketing and the medical device is being used 
in accordance with its cleared/approved labeling. 

(2) Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as 
follows: 

a. From healthy, nonpregnant adults who weigh at least 110 pounds. For these 
subjects, the amounts drawn may not exceed 550 ml in an 8 week period and 
collection may not occur more frequently than 2 times per week; or 

b. From other adults and children, considering the age, weight, and health of the 
subjects, the collection procedure, the amount of blood to be collected, and the 
frequency with which it will be collected. For these subjects, the amount 
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drawn may not exceed the lesser of 50 ml or 3 ml per kg in an 8 week period 
and collection may not occur more frequently than 2 times per week. 

(3) Prospective collection of biological specimens for research purposes by noninvasive 
means. Examples: 

a. Hair and nail clippings in a nondisfiguring manner; 
b. Deciduous teeth at time of exfoliation or if routine patient care indicates a 

need for extraction; 
c. Permanent teeth if routine patient care indicates a need for extraction; 
d. Excreta and external secretions (including sweat); 
e. Uncannulated saliva collected either in an unstimulated fashion or stimulated 

by chewing gumbase or wax or by applying a dilute citric solution to the 
tongue;  

f. Placenta removed at delivery; 
g. Amniotic fluid obtained at the time of rupture of the membrane prior to or 

during labor; 
h. Supra- and subgingival dental plaque and calculus, provided the collection 

procedure is not more invasive than routine prophylactic scaling of the teeth 
and the process is accomplished in accordance with accepted prophylactic 
techniques; 

i. mucosal and skin cells collected by buccal scraping or swab, skin swab, or 
mouth washings; and 

j. sputum collected after saline mist nebulization. 
(4) Collection of data through noninvasive procedures (not involving general anesthesia 

or sedation) routinely employed in a clinical practice, excluding procedures involving 
x-rays or microwaves. Where medical devices are employed, they must be 
cleared/approved for marketing. (Studies intended to evaluate the safety and 
effectiveness of the medical device are not generally eligible for expedited review, 
including studies of cleared medical devices for new indications.) Examples: 

a. Physical sensors that are applied either to the surface of the body or at a 
distance and do not involve input of significant amounts of energy into the 
subject or an invasion of the subject’s privacy; 

b. Weighing or testing sensory acuity; 
c. Magnetic resonance imaging; 
d. Electrocardiography, electroencephalography, thermography, detection of 

naturally occurring radioactivity, electroretinography, ultrasound, diagnostic 
infrared imaging, Doppler blood flow, and echocardiography; and 

e. Moderate exercise, muscular strength testing, body composition assessment, 
and flexibility testing where appropriate given the age, weight, and health of 
the individual. 

(5) Research involving materials (data, documents, records, or specimens) that have been 
collected or will be collected solely for nonresearch purposes (such as medical 
treatment or diagnosis). (Note: Some research in this category may be exempt from 
the HHS regulations for the protection of human subjects. 45 CFR 46.101(b)(4). This 
listing refers only to research that is not exempt.) 
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(6) Collection of data from voice, video, digital, or image recordings made for research 
purposes. 

(7) Research on individual or group characteristics or behavior (including, but not limited 
to, research on perception, cognition, motivation, identity, language, communication, 
cultural beliefs or practices, and social behavior) or research employing survey, 
interview, oral history, focus group, program evaluation, human factors evaluation, or 
quality assurance methodologies. (Note: Some research in this category may be 
exempt from the HHS regulations for the protection of human subjects 45 CFR 
46.101 (b)(2) and (b)(3). This listing refers only to research that is not exempt.) 

(8) Continuing review of research previously approved by the convened IRB as follows: 
a. Where (i) the research is permanently closed to the enrollment of new 

subjects; (ii) all subjects have completed all research-related interventions; 
and (iii) the research remains active only for long-term follow-up of subjects; 
or  

b. Where no subjects have been enrolled and no additional risks have been 
identified; or 

c. Where the remaining research activities are limited to data analysis. 
(9) Continuing review of research, not conducted under an investigational new drug 

application or investigational device exemption where categories two (2) through 
eight (8) do not apply but the IRB has determined and documented at a convened 
meeting that the research involves no greater than minimal risk and no additional 
risks have been identified. 

 
Full IRB Review 

All research not exempted or eligible for expedited review shall be reviewed by the full 
IRB; this includes all research that involves more than minimal risk to the subjects, 
addresses sensitive issues, uses subjects who are not competent to give consent, and/or is 
required by a funding source to undergo full IRB review.  
 
If research involving both Eastern Washington University and another institution or 
agency has already been approved through that institution's federally-approved IRB 
procedure, a copy of the approval and one copy of the proposal as submitted to that 
institution should be filed with the OGRD in lieu of an Eastern Washington University 
Application for Non-Exempt Research. The university IRB reserves the right additionally 
to review the proposal.  

III. Changes and Renewals 
Changes in Protocols 

If, subsequent to initial approval, a research protocol requires minor changes, the OGRD 
should be notified of those changes. Any major departures from the original proposal 
must be approved by the appropriate review process before the protocol may be altered. 
An Application for a Change of Protocol must be submitted to the IRB for any substantial 
change in the protocol. The Executive Director of Grant and Research Development or 
the Chair of the IRB will determine whether or not the research must then be resubmitted 
for approval. An approved protocol may not be altered without consent of the IRB.  
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Annual Renewals 

If research is to continue, with no substantial changes, beyond the term for which it has 
been approved, a renewal of IRB approval must be obtained prior to continuation of the 
project and before the expiration date of the protocol. The procedure for renewal involves 
submission of an Application for Renewal of Approval. 


