
Linfield University
Committee on Human Research Participation/Institutional Review Board

Application for Use of Human Participants in Research

The aim of the Committee on Human Research Participation (CHRP)/Institutional Review Board (IRB) is to protect the dignity, rights and welfare of human participants involved in research conducted by any Linfield University (LC) faculty, staff or student or research at LC performed by others. The University accepts the responsibilities for research as described in the Faculty Handbook, III. 2.3.4 Committee for Human Research Participation only if appropriate policies are followed, including approval by the CHRP/IRB.  However, it is still the responsibility of the principal investigator to establish and maintain acceptable ethical practices in research.

To apply for review, submit an electronic copy of completed application to IRB@linfield.edu. Complete all questions and provide an electronic signature (may be a digital signature, scanned copy of the signature page or email approval by faculty advisor). Attach to the application a copy of supporting documentation to be used in the project (e.g.: consent form, assent form, surveys, instruments, debriefing protocol/script, etc.). 

There are three levels of review (exempt, expedited/limited, full) for IRB applications determined based on the amount of risk to the participants in accordance with university and federal policy. Further guidelines for the protection of human participants may be found in 45CFR46, available on the IRB website (http://www.linfield.edu/irb/).

1.  
Project Title: 

 
     
2. 
Principal Investigator/Researcher Information


Name:
      

Campus:
     


Department:      



Address: 
     

Phone:
     

Email:
     
3.
Faculty Sponsor/Advisor (if you are a student, you must have an advisor for this project and the advisor must electronically sign the IRB application or send an email to the IRB chair)

Name: 
     


Campus:
     



Department:     


Address:     

Phone:

     

Email:

     
4. 
Additional Investigator Information:   FORMCHECKBOX 
 N/A


Name:      

Campus:
     



Department:     


Address:     



Phone:
     

Email:      
Name:      

Campus:      



Department:      

Address:      


Phone:      


Email:      


Name:      

Campus:      



Department:      

Address:      


Phone:      


Email:      

5.  
Funding Information


a.
Has funding been already awarded for this project?   
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No


b.
Will funding be requested for this project?
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No


c.
Source of Funding:



Internal funding: 
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   




Source:  
 FORMCHECKBOX 
 Department funds   FORMCHECKBOX 
 Personal funds





 FORMCHECKBOX 
 Other, Describe:



d.
External Funding: 
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   
Source:       







Account/Fund #:      







PI of Award:      
6.
Other institutions: 

a.
Are there other institutions involved in this project?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No



If yes, please list:     


If yes, is there an IRB Authorization Agreement designating one 



institution as the responsible IRB for review and approval?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
If yes, please complete application only if Linfield University will be the designated IRB otherwise please contact the IRB chair before completing this application.


b.
Has another IRB reviewed and given approval for this research project?



 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No



If Yes, please attach approval documentation.


While the IRB is ultimately responsible for deciding if research qualifies for exemption, investigators are asked to make an initial determination of whether their proposed study meets one or more appropriate exemption categories. Even if your research falls within one or more exempt categories, the project still needs to adhere to the ethical obligations to subjects as articulated in the Belmont Report and in disciplinary codes of professional conduct. Thus, in addition to reviewing (and selecting) any categories that may apply to your study, you should still complete the remaining parts of the IRB application (and submit accompanying study-related materials – such as consent, recruitment materials, surveys/interview questions, stimuli, debriefing scripts, etc.).   

 FORMCHECKBOX 
 

Category 1: Educational Exemption
Research, conducted in established or commonly accepted educational settings, that specifically involves normal educational practices that are not likely to adversely impact students' opportunity to learn required educational content or the assessment of educators who provide instruction. This includes most research on regular and special education instructional strategies, and research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods. 

Note that this exemption does NOT applicable if the research involves:

· data from student education records (FERPA regulated) or protected health information (HIPAA regulated) are collected 
· “adverse effects” on student learning of the required education content and/or on the assessment of educators

 FORMCHECKBOX 
 

Category 2: Surveys, Interviews, Educational Tests, and Observation of 


Public Behavior 



Research that only includes interactions involving educational tests (cognitive, diagnostic, 


aptitude, achievement), survey procedures, interview procedures, or observation of public 


behavior (including visual or auditory recording) if the following are met:

· The information obtained is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained, directly or through identifiers linked to the subjects;

· Any disclosure of the human subjects' responses outside the research would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, educational advancement, or reputation

Note: if the information obtained is recorded by the investigator in such a manner that the identity of the human subjects can readily be ascertained, directly or through identifiers linked to the subjects, your research still may be considered exempt based on a limited review if the review determines there are adequate protections for the privacy of participants and plans to maintain the confidentiality of the data. 
Note that this category does NOT apply if the research involves:

•
Interventions

•
The collection of biospecimens

•
Linking to additional personally-identifiable data

•
Research with children (except for educational tests or some public observation where the investigator does not interact with the children being observed)
 FORMCHECKBOX 
 

Category 3: Benign Behavioral Intervention 

Benign behavioral interventions are defined as “brief in duration, harmless, painless, not physically invasive, not likely to have a significant adverse lasting impact on the subjects, and the investigator has no reason to think the subjects will find the interventions offensive or embarrassing.” Research involving benign behavioral interventions (e.g., playing an online game, having them solve puzzles under various noise conditions, or having them decide how to allocate a nominal amount of received cash between themselves and someone else) in conjunction with the collection of information from an adult subject through verbal or written responses (including data entry) or audiovisual recording are considered exempt if the subject prospectively agrees to the intervention and information collection and at least one of the following criteria is met: 

•
The information obtained is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained, directly or through identifiers linked to the subjects;

•
Any disclosure of the human subjects' responses outside the research would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, educational advancement, or reputation; or

Note: if the information obtained is recorded by the investigator in such a manner that the identity of the human subjects can readily be ascertained, directly or through identifiers linked to the subjects, your research still may be considered exempt based on a limited review if the review determines there are adequate protections for the privacy of participants and plans to maintain the confidentiality of the data. 

Note that this category does NOT apply if the research involves:

•
deceiving the subjects regarding the nature or purposes of the research (unless the subject authorizes the deception through a prospective agreement to participate in research in circumstances in which the subject is informed that he or she will be unaware of or misled regarding the nature or purposes of the research)
•
Research with children

•
Physiological data collection methods (e.g., EEG; wearable devices, such as FitBitTM; blood pressure monitors)

•
Linking to additional personally identifying information

 FORMCHECKBOX 
 

Category 4: Secondary Research (identifiable private information or 



biospecimens) 
Secondary research that uses identifiable private information or identifiable biospecimens, if at least one of the following criteria is met:

•
The identifiable private information or identifiable biospecimens are publicly available;

•
Information, which may include information about biospecimens, is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained directly or through identifiers linked to the subjects, the investigator does not contact the subjects, and the investigator will not re-identify subjects;

•
The research involves only information collection and analysis involving the investigator's use of identifiable health information collected for the purposes of “health care operations” or “research” as those terms are defined at 45 CFR 164.501 or for “public health activities and purposes” as described under 45 CFR 164.512(b); or

•
The research is conducted by, or on behalf of, a Federal department or agency using government-generated or government-collected information obtained for non-research activities, if the research generates identifiable private information that is or will be maintained on information technology that is subject to and in compliance with section 208(b) of the E-Government Act of 2002, 44 U.S.C. 3501 

 FORMCHECKBOX 
 

Category 5: Public Benefit/Service Program Research (Federal 




Demonstration Projects) 
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, including procedures for obtaining benefits or services under those programs, possible changes in or alternatives to those programs or procedures, or possible changes in methods or levels of payment for benefits or services under those programs. The project must be published on a Federal Web site.

 FORMCHECKBOX 
 

Category 6: Taste/Food Quality Evaluation and Consumer Acceptance

 FORMCHECKBOX 
 

Category 7: Storage/Maintenance of Identifiable Data/Biospecimens 



Obtained with Broad Consent* 
 FORMCHECKBOX 
 

Category 8: Use of Identifiable Data/Biospeciments Obtained with Broad 


Consent 
*broad consent is geared toward repositories for which the primary purpose is secondary research use, with the understanding that later use is not exactly known; broad consent is permitted as an “alternative” to the standard informed consent requirements. While some of the traditional elements are still required, additional elements that are specific to secondary research use such as commercial profit, whole genome sequencing, whether sharing will occur, return of results, and the length of time that the data and/or biospecimen may be stored must be in place.

1.
Type of project/study: Please select ALL of the categories of work that apply to this proposed project.


 FORMCHECKBOX 
 Active collection of data (not human biological materials or physiological data)

 FORMCHECKBOX 
 Active collection and use of human biological materials or physiological data

 FORMCHECKBOX 
 Use of physiological or biomedical devices (i.e., any device or instrument that causes or measures a person’s physiological response – such as EEG, blood pressure monitor, eye tracking device, electric shock stimulus, etc.)


 FORMCHECKBOX 
 Use of existing data (not human biological materials)

 FORMCHECKBOX 
 Use of existing human biological materials
2.
Purpose and Significance: 
a.
Briefly summarize and synthesize the available research to provide a clear rationale and justification for your study.  Highlight the importance of the knowledge to be gained from your study (this section should: 1) summarize existing knowledge and previous work that supports the expectation of obtaining useful results without posing undue risks to human participants; 2) include appropriate scholarly citations; 3) use non-technical language that can readily be understood by someone outside the discipline).

      
b.
Clearly state the research objectives of your study (these may be stated as aims, questions and/or hypotheses depending on the nature of your proposed study).

     
3. 
If you are actively collecting data (not human biological materials or 
biomedical procedures), please select ALL the methods of data collection that 
will be used in the study:

 FORMCHECKBOX 
 In-person interviews

 FORMCHECKBOX 
 Paper surveys

 FORMCHECKBOX 
 Telephone surveys


 FORMCHECKBOX 
 Internet surveys (including online and email-based data collection)

 FORMCHECKBOX 
 Use of social networking sites


 FORMCHECKBOX 
 Data collected using other electronic devices (e.g., cell phones, text, etc.)

 FORMCHECKBOX 
 Direct Observation


 FORMCHECKBOX 
 Cognitive or behavioral measures, including daily diaries (note – if surveys will also be administered, please make sure to select the appropriate option above)

 FORMCHECKBOX 
 Focus groups


 FORMCHECKBOX 
 Audio/video recording

 FORMCHECKBOX 
 Anthropometric measures (e.g., height, weight, waist circumference, etc.)

 FORMCHECKBOX 
 Self-health monitoring (e.g., pedometers, food diaries, etc.

 FORMCHECKBOX 
 Other activities or interventions (please describe):


1.  Project Information: (provide a description of the methods and setting for contact)
a.
Setting for Contact: (List each site where the research procedures will be performed. Be specific- simply indicating McMinnville campus is not detailed enough.  For sites other than the McMinnville and Portland Campus, please attach information about that site (address, type of business/institution, etc). If a cooperating institution (school, hospital, prison, etc.) is involved, append letters that have been prepared on the official letterhead of the cooperating institution and signed by an authorized representative. If you are conducting online research please provide a link to the online protocol).

     
b.
Method: (Describe the procedures and methodology that involve human participants. Please describe the tasks that the participants will be asked to perform for each phase of the study (and the estimated time each task will take. Please elaborate on the procedures that ensure confidentiality will be maintained. If you are conducting online research please explain how you will maintain confidentiality of the data (e.g., use of unique identifiers, de-link personal identifying information from the data set after downloading). Estimate the time required of the average participant, including any follow-up. Remember that the IRB committee members have diverse backgrounds and are most likely not from your discipline.
     


2. Data collection and participant population


a.
Inclusive dates for use of participants and the use of all identifiable data:



(should be after IRB approval: example 10/1/18 – 9/30/19):      
b. Description of proposed participant population:

a. Number:       
Age range:      
Gender:       
c.
Are participants all Linfield University faculty/staff/students:    FORMCHECKBOX 
 Yes  FORMCHECKBOX 
No

d.
Are any special vulnerable or protected populations included? 

  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

If Yes, please identify which vulnerable or protected populations are included (e.g., children, prisoners, institutionalized, individuals with impaired decision-making ability, economically disadvantaged individuals or anyone else where potential coercion or undue influence interferes with their ability to make an informed decision about participating in research)

     


e. Describe how potential participants will be identified and selected (Append a copy of letters, advertisements, social media posts, emails, and/or scripts of in-person announcements).

     
f. Will participants be compensated for participation?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

If yes, describe and provide justification for any compensation.

     
g.
Describe the inclusion or exclusion criteria for potential participants. 
Explain why participants will be excluded.
     

1. 
Risks: Check yes or no to the following questions- if yes, please explain the nature 


and degree of risks or harms, along with steps that will be taken to minimize risk and protect the welfare of participants (including a description of how you will handle any adverse or unexpected outcomes that could be potentially harmful – e.g., fainting, expressing suicidal ideation). Please note that all of the risks/harms must be disclosed in the consent form:

 FORMCHECKBOX 
 There are no risks of any kind to any participants enrolled in this study (this option is valid only if none of the below risks are selected)
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  
a. 
Will any apparatus be applied externally or internally to the participants?

Specific Risks: 

     
Corresponding Safeguards: 

     

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  
b. 
Will any drugs or special diet be administered to the participants?

Specific Risks: 

     
Corresponding Safeguards: 

     

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  
c. 
Will the participants be asked to engage in physical activity in which they are exposed to potential risk of injury or bodily harm?
Specific Risks: 

     
Corresponding Safeguards: 

     

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  
d. 
Will the participants be deceived in any way (if so, refer to IRB consent form guidance template)?

Specific Risks: 

     
Corresponding Safeguards: 

     

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  
e. 
Will the participants be asked to release private records (e.g., educational or medical records)?

Specific Risks: 

     
Corresponding Safeguards: 

     

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  
f. 
Will the participants have their psychological or social state manipulated in any way (e.g., sensory deprivation, social isolation, other psychological stress)?

Specific Risks: 

     
Corresponding Safeguards: 

     

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  
g. 
Will the participants be asked to provide personal or sensitive information in surveys or interview (e.g., private behaviors, employer assessments)? 
Specific Risks: 

     
Corresponding Safeguards: 

     


 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  
h. 
Will the participants be exposed to any stimuli or materials that some participants may consider sensitive, offensive, threatening or degrading?  

Specific Risks: 

     
Corresponding Safeguards: 

     

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  i. 
Might the information gathered expose the participants to liability, discrimination, or embarrassment if revealed (e.g. concerning child abuse sexual behavior, drug abuse, illegal behavior, etc.)?
Specific Risks: 

     
Corresponding Safeguards: 

     

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  j. 
Will the participants be exposed to other risks (please specify)?

Specific Risks: 

     
Corresponding Safeguards: 

     


2. Describe any benefits that individuals may reasonably expect from participation. If there are none, state “none”.

     
3. Describe the anticipated benefits of this study to society, academic knowledge or both.

     

1. Confidentiality

a. Who will have access to the data?


     
b. What are the plans for retention of the data? How will the data be destroyed and at what point in time?


     
c. Will any member of your research team collect or have access to any of the personal identifiers listed below. Select all that apply.
 FORMCHECKBOX 
 No member of the research team will have access to any personal identifiers 

  (valid only if none of the other options in this question are selected – skip to consent section)
 FORMCHECKBOX 
 Name

 FORMCHECKBOX 
 Date of birth

 FORMCHECKBOX 
 Mailing or email address

 FORMCHECKBOX 
 Phone/fax numbers

 FORMCHECKBOX 
 Social security number

 FORMCHECKBOX 
 Medical records

 FORMCHECKBOX 
 License, certificate or vehicle ID

 FORMCHECKBOX 
 IP address

 FORMCHECKBOX 
 Photos/images/audio or video recording

 FORMCHECKBOX 
 Signatures, handwriting samples

 FORMCHECKBOX 
 Any unique identifier not mentioned above (please specify): 
d. When will identifiers be removed or “de-linked” from the data and how?


     
2.
Informed consent process (please also see sample informed consent form)
a.
Are you requesting a waiver of informed consent:   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

If yes:  
Are you requesting a waiver of:

 FORMCHECKBOX 
 Signed informed consent

 FORMCHECKBOX 
 Informed consent process

Explain:      
b.
What type of informed consent will be used:   FORMCHECKBOX 
 N/A, (waiver requested)  

 FORMCHECKBOX 
 Written (include a copy of the form with this application)

 FORMCHECKBOX 
 Electronic (include the form in the link you provide to the survey)

 FORMCHECKBOX 
 Verbal (include a copy of the script and signature page with this application)

c. Where will the informed consents be stored (be specific in location)? 


      FORMCHECKBOX 
 N/A, (waiver requested) 


           
3. Identify which of the following components are included in the informed consent form and/or script - all checked “yes” must be addressed in the informed consent; if “no”, assumed the required information is not applicable to the proposed study.
 FORMCHECKBOX 
 N/A (waiver of informed consent requested)  

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

a.
Concise and focused presentation of the key information that is most likely to assist prospective participant in understanding the 
reasons why they might or might not want to participate in the study (required only for expedited and full review studies).
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

b.
Clear description of the purpose of the project.
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

c.
Description of the procedures and their duration chronologically using simple language.
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

d.
How data, biospecimens, and/or images will be used.
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

e.
Any reasonably foreseeable risks, stress or discomforts.

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

f.
Any benefits (to participant and others) that can be reasonably expected.

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

g.
Any alternative procedures or course of treatment (if any) that might be advantageous.

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

h.
Whether any costs or compensations are involved.

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

i.
Whom to contact if problem/injury (physical or emotional) occurs, and whether any compensation or medical treatment is available.
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

j.
The manner in which confidentiality of the records that identifies the subject will be maintained.
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

k.
That participation is voluntary, that the subject may discontinue participation at any time or skip any question, and that refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled.  

ALL ELEMENTS OF “13k” must be in the consent form and any recruitment materials.

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

l. 
The investigator will be available to answer any questions the participants may have about risks or the informed consent form.

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

m.
The following statement:  If you have questions regarding your rights as a research participant, contact Megan Kozak Williams, Chair of the Linfield University Committee on Human Research Participation at irb@linfield.edu .

Important Note: The use of human participants may commence only after the principal investigator receives their approval letter from the Chair of the CHRP/IRB. CHRP/IRB approval is good for the specified time stated on your approval letter. Should the use of human participants, the use of identifiable data or data analysis be required past the approval period, your application may need to be renewed if approval required full board review. Once the use of human participants is completed, the protocol must be closed with a completion form that can be obtained from the CHRP/IRB website (https://inside.linfield.edu/irb/).

This page is to be signed by the principal investigator. If the principal investigator is a student, the faculty advisor must also sign. You may also submit an electronic copy of this application by completing the certification below (note: if you are a student your need to also confirm that your faculty advisor will send an email to the IRB chair (irb@linfield.edu) indicating that they have reviewed this application and approve of all study procedures, forms and protocols. 

_______________________________________

___________________



Signature of the Principal Investigator

Date

_______________________________________
___________________



Signature of faculty advisor (if applicable)

Date
Principal Investigator

I certify that the information I provide in this application is correct and complete. I also pledge that I will not change any of the procedures, forms or protocols used in this study without first seeking review and approval from the IRB.

Faculty Advisor (student researchers only)
I recognize that my application will not be reviewed until my faculty advisor either signs this page (scan or electronic signature) OR sends an email to the IRB chair certifying that they have carefully reviewed and sign off on the IRB application. 

Principal Investigator:				Date of Original Submission:





CHRP/IRB#:						Updated: 





Risk Status:			


For office use only
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