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Exempt Review 
In order for research to be considered for EXEMPT status, the general exemption requirements must be met AND 

conditions for ONE of the following 6 exemptions categories must be met. 

 

General Exemption Requirements 
 

The procedures of this research are "minimal risk", i.e., they do not place participants in situations of 

foreseeable risk beyond that encountered in everyday life. 
 

Participants will not include individuals with impaired decision making capacity 
 

Participants do not include children except in specific circumstances allowed by the exemption category 

below.  

 

Exemption Category 1 - Educational Practice 
All three of the following conditions must be met in order to qualify for Exemption 1 
 

The research will be conducted in established or commonly accepted educational settings and will 

involve normal educational practices (e.g., research on regular and special education instructional 

strategies, research on instructional techniques, curricula, or classroom management methods). 
 

The research is unlikely to adversely impact student learning 
 

The research is unlikely to adversely impact teacher assessment 

 

Exemption Category 2 - Interactions: Education, surveys, interviews, observations 
Must satisfy condition 2.1 and at least one of conditions 2.2, 2.3, or 2.4 

 The research will involve data collection only (no interventions) and involves educational tests 

(cognitive, diagnostic, aptitude, achievement), surveys, interviews or observation of public behavior  

 Subjects’ identities cannot readily be ascertained, directly or indirectly (Data are recoded; may involve 

children) 

 Disclosure of subjects’ responses outside the research could not reasonably harm subjects (criminal, 

civil, reputation, employability, financial standing, etc.) (may involve children) 

 Information is recorded such that the identity of subjects can readily be ascertained, and IRB conducts a 

limited IRB review with regard to protection of privacy of subjects, and confidentiality of data (no 

children) 

 

Exemption Category 3 - Benign Behavioral Interventions (no medical interventions) 
Must satisfy condition 3.1 AND at least one of conditions 3.2, 3.3 or 3.4 

 Research involves benign behavioral interventions, data are collected as verbal or written responses, or 

audiovisual recordings. Subjects are adults, must agree before any intervention begins, there is no 

deception (few exceptions with adequate debriefing and minimal risk)  

 Subjects’ identities cannot readily be ascertained, directly or indirectly 



 Disclosure of subjects’ responses outside the research could not reasonably harm subjects (criminal, 

civil, reputation, employability, financial standing, etc.) 

 Information obtained is recorded such that the identity of subjects can readily be ascertained, and IRB 

conducts a limited IRB review (See V. D.) with regard to protection of privacy of subjects, and 

confidentiality of data. 

 

Exemption Category 4 - Secondary research with identifiable private health information (PHI) or 

identifiable biospecimens. NO primary collection of information or biospecimens. 
Must satisfy condition 4.1 and at least one of conditions 4.2, 4.3, 4.4, or 4.5 

 Secondary research with identifiable PHI or biospecimens (consent is not required) 

 Identifiable PHI or biospecimens are publicly available 

 Subjects’ identities cannot readily be ascertained, directly or indirectly. Investigator does not contact 

subjects, and will not re-identify subjects 

 Data includes only identifiable health information  already protected by HIPAA and it remains covered 

within HIPAA-covered entities 

 Research is conducted by or on behalf of a Federal Department or Agency using government data 

obtained for nonresearch reasons, and if identifiable, adheres to specified privacy standards. 

 

Exemption Category 5 - Federal Exemption 
Must satisfy condition 5.1 
 

Research and demonstration projects that are conducted or supported by a federal department or 

agency, or otherwise subject to the approval of Department or Agency heads, and that are designed to 

study, evaluate, improve, or otherwise examine public benefit or service programs. Exemption only 

permitted if the research is listed on a federal website (or other similar mechanism).  

 

Exemption Category 6 - Taste & Food Quality Evaluation and Consumer Acceptance Studies  
Must satisfy at least one of the following two conditions:  
 

 Wholesome foods w/out additives are consumed 

 Food is consumed that contains a food ingredient at or below the level, and for a use found to be safe, 

or agricultural chemical or environmental contaminant at or below the level found to be safe, by the 

FDA or approved by the EPA or the Food Safety and Inspection Service of the USDA.  

 

  



Expedited Review 

 

Research will only be considered for EXPEDITED status when ALL items in Part I and at least ONE item in Part II 

apply, and NO additional procedures beyond those in Part II will be used. 

 

Part I 

 Participants will not include prisoners, fetuses, pregnant women, or mental or cognitively disabled 

individuals. 

 The research does not involve the collection or recording of behavior which, if known outside the 

research, could reasonably place the participants at risk of criminal or civil liability or be damaging 

to the participants' financial standing, insurability, employability, or reputation. 

 The research does not involve the collection of information regarding sensitive aspects of the 

participants’ behavior (e.g., drug or alcohol use, illegal conduct, sexual behavior). 

 The procedures of this research are "minimal risk", i.e., they do not place participants in situations 

of foreseeable risk beyond that encountered in everyday life. 

 

Part II 

 The research will involve the use of educational tests (cognitive, diagnostic, aptitude, achievement), 

survey procedures, interview procedures or observation of public behavior. Although confidentiality 

will be strictly maintained, information will NOT be recorded anonymously (e.g., names will be 

recorded even if not directly stored with the data, and/or recordings will be made of video or audio). 

 The research will involve the collection or study of existing data, documents, records, pathological 

specimens, or diagnostic specimens. These sources are NOT publicly available, and although 

confidentiality will be strictly maintained, information was NOT recorded anonymously (e.g., 

names, voices, or images of participants are recorded with the data). 

 The research will include collection for research purposes of biological specimens, research on 

drugs or devices for which an investigational new drug application or an investigational device 

application is not required, or collection of blood samples by finger stick or venipuncture. 

Non-invasive Medical 

 Non-invasive procedures routinely employed in clinical practice excluding procedures involving x-

rays or microwave 

 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 participant or an invasion of the participant's privacy 

 Weighing, testing sensory acuity, electrocardiography, electroencephalography, thermography, 

detection of naturally occurring radioactivity, electroretinography, echography, sonography, 

ultrasound, magnetic resonance imaging (MRI), diagnostic infrared imaging, doppler blood flow, 

and echocardiography 

 Moderate exercise, muscular strength testing, body composition assessment, and flexibility testing 

where appropriate given the age, weight, and health of the individual 

  



Research Protocol 

 

1. Objectives and Study Design 

Include a purpose statement or list of objectives and a brief description of the project, including hypothesis, 

methods, and description of key constructs. 

 

2. Investigator Qualifications 

State the investigators' qualifications and experience working with the topic and population. If there is more than 

one investigator, provide this information for each person. 

 

3. Procedure 

Describe exactly what the participants will do in the study. (Attach a copy of all instruments, surveys, interviews, 

etc. as an appendix). State where and when the study will be conducted (be specific). Be sure to clarify which 

procedures are exclusive to study participation, as opposed to any normal educational practice, medical treatment, 

etc. which participants and nonparticipants alike would already be receiving. 

 

4. Time Required for Individual Participants 

State the amount of time required from a single participant. If more than one session/contact is required, list all 

activities and time required. 

 

5. Participants 

Describe the population (incl. age, gender, and race), sampling methods (if applicable), and expected number of 

participants. If the exact number is not known prior to recruitment, a minimum/ maximum range is acceptable. List 

and justify all inclusion and exclusion criteria. 

 

6. Recruitment 

State all details of how participants will be recruited for the study. Include how the names/contact information for all 

participants will be obtained. (Attach a sample of advertisements, flyers, or posters to be used in an Appendix.) 

Include a statement about any relationships (instructor, financial, or otherwise) between the investigators and 

participants, and in case of any such potential conflict of interest, specify how the conflict will be minimized or 

managed (e.g., limit who obtains consent or sees participant names, add disclosure(s) in consent process, etc.). 

 

7. Informed consent 

Consent must be obtained from all participants.  Legally competent adults (over 18) should consent for themselves; 

children under 18 or adults with disabilities must assent to research AND their parent/legal guardian must consent.  

The consent process can never be waived.  However, you may request a waiver for the documentation of consent 

(signed form) if that documentation itself would create significant risk for participants (e.g., in a study collecting 

sensitive information that could otherwise be anonymous).  State how you will collect consent; if a waiver of 

documentation is requested, provide justification. 

 

8. Compensation 

Include any financial, extra credit, and/or any other forms of compensation. Be explicit about what portion(s) of the 

study the participant must complete to obtain compensation. If this is a class where extra credit is being offered as 

compensation, it must be stated that alternative opportunities to obtain extra credit are available for equivalent 

amounts of work. 

 

 

 

9. Benefits 



List any direct benefits to participants from participating in the study. If the participants will probably not benefit in 

any way, list "None." 

 

10. Risks 

Please evaluate and discuss all potential risks of the study. Any physical, emotional, economic or other risks must be 

listed. If there are no known risks, state "None." (Risks may be characterized as no greater than minimal risk if the 

probability and magnitude of harm or discomfort anticipated in the research are no greater than those encountered 

during daily life or during the performance of routine physical or psychological examinations or tests in normal 

persons.) 

 

11. Risk Reduction 

List the steps taken to reduce or prevent risks listed in #10. In the case of multi-site studies, explain how 

communication among sites will be managed (regular meetings, procedure for informing other sites of adverse 

incidents, etc.)  If there are no risks, list, "N/A". 

 

12. Deception 

State if any aspects of the study will be withheld from participants at consent, or if they will be actively misled. If 

so, explain the rationale and proposed debriefing procedure. (Attach a copy of the debriefing statement).  If there is 

no deception planned, list "N/A". 

 

13. Confidentiality 

List the steps taken, if any, to keep the identity of the participants confidential, including the location/procedure for 

data storage and a date for the destruction of personal information. If participants will be audio/video recorded, 

explain and justify. If recordings will be used beyond the study (e.g., at conference presentations), attach a Media 

Release Form. 

 

14. Other approvals 

Explain plans for obtaining and documenting approval from an authorized official at any external institutions to be 

involved (such as schools or businesses where recruitment or data collection will occur). If the study involves cross-

institutional collaboration, disclose any other IRB reviews already conducted (and explain plans for any outstanding 

reviews).  Attach all authorization forms (external IRB approvals may be submitted later if not yet complete, though 

the study may not begin until all IRBs have approved).  



Appendices 

 

A. NIH/CITI ethics training certificates 

Certificates must be submitted for every investigator.  If the IRB already has a certificate on file, these are valid for 

3 years.  When multiple investigators (including students) are involved, their certificates do not all need to be 

submitted now.  However, each person's certificate must be forwarded to the IRB before that person has any contact 

with data and/or participants. 

 

▢   PI certificate attached 

▢   PI certificate on file 

▢   Other investigators’ certificates attached 

▢   Other investigators’ certificates on file 

▢   Other investigators’ certificates to follow 

 

 

B. Informed consent 

Attach copies of all forms which will be used to obtain legally effective informed consent of human subjects and/or 

their legally authorized representatives (LAR).  (See templates at augie.edu/irb.)  If a waiver of documentation is 

requested, this must be explained in the protocol. 

 

▢   Participant consent 

▢   Parent/LAR consent 

▢   No forms: requesting waiver of documentation 

 

 

C. Recruitment materials & all other participant communication 

Attach samples of all communications that will invite participants to participate in the study.  In addition, include 

any reminders or follow-up communication planned. 

 

▢   Emails(s) 

▢   Facebook post(s) 

▢   Statement(s) to be read (e.g., in class or at a meeting) 

▢   Phone scripts 

▢   Flyer/poster(s) 

▢   Other: ______________   

 

 

D. Surveys/Procedures 

Attach a copy of all instruments participants will complete.  Online instruments should be provided in pdf format. 

 

▢   Survey(s) 

▢   Interview(s) 

▢   Test(s) 

▢   Step-by-step procedures (e.g., for physical testing) 

▢   Other: ______________   

 

 

 

E. Debriefing statement 



If the study includes deception, attach the explanatory statement participants will read or hear at the conclusion. 

 

▢   Debriefing statement 

▢   N/A 

 

 

F. Media release 

If participants will be audio/video recorded, and these recordings will be used beyond the study (e.g., at conference 

presentations or in classes), attach a Media Release Form. (See templates at augie.edu/irb.) 

 

▢   Consent to release media 

▢   N/A 

 

 

G. External approvals 

Approvals or letters of support are required if any external institutions are involved—for example, schools (and 

districts), businesses where recruitment/data collection will occur, or partnering community organizations.  If you 

are collaborating with researchers at another university/institute, those IRB(s) must also approve the project. 

 

▢   Other IRB approval(s) attached 

▢   Other IRB approval(s) pending 

▢   Institutional approval(s)/ letter(s) of support attached 

 

 

  



Investigator Agreement 

 

BY SIGNING THIS DOCUMENT, THE INVESTIGATOR AGREES: 

 

 1. That no participants will be recruited or entered under the protocol until the Investigator has 

received the final approval or exemption letter signed by the Chair of the Institutional Review Board or 

designee. 

 

 2. That all research personnel for the project (including the PI) will have completed their required 

ethics training (CITI, NIH, or equivalent), and submitted a certificate to the IRB, before having any 

contact with participants or data.  (Certificates on file with the IRB are valid for 3 years.) 

 

 3. That any modifications of the protocol or consent form will not be initiated without prior written 

approval from the Chair of the IRB, except when necessary to eliminate immediate hazards to the 

participants. 

 

 4. That any deviation from the protocol and/or consent form, adverse events that are serious, 

unexpected and related to the study will be reported promptly to the IRB in writing. 

 

 5. That all protocol forms for continuations of this protocol (for studies running longer than the 

initial approval period) will be completed and returned prior to the expiration of IRB approval. 

 

 6. That if this study involves any funding or resources from a source outside Augustana College, the 

Investigator will contact the Office of Academic Affairs regarding the need for a contract and letter of 

indemnification.  If it is determined that either a contract or letter of indemnification is needed, 

participants cannot be enrolled until these documents are complete. 

 

 7. That all participants will be recruited and consented as stated in the protocol approved or 

exempted by the IRB. 

 

 8. That the IRB will be notified within 30 days of a change in the Principal Investigator for the study. 

 

 9. That the IRB office will be notified when the study is completed (by submission of the study 

closure form by the end of the approval period). 

 

 

Electronic Signature: 


