	IRB #__________________________________

Expiration Date __________________________



SEATTLE PACIFIC UNIVERSITY 
IRB APPLICATION FOR HUMAN SUBJECTS REVIEW 
Title of project: _______________________________________________________ 
Expected Start Date for Data Collection: ______________________________

Expected End Date for Data Collection:
  _____________________________ 
Name of Principal Investigator:       
Phone #:       e-mail
       

Name of Co-Investigator(s)
: _______________________________________
Phone #: __________________ e-mail _______________________________ 
Name of Co-Investigator(s): ________________________________________

Phone #: __________________ e-mail _______________________________

Faculty Sponsor Name:_________________________________________________

Faculty Sponsor signature: _____________________________ Date: ___________
Research Coordinator: ____________________ Date received: _________________
============================================================= 

Directions: Submit two typed hard copies of the IRB application and research protocol / other material that will be given to participants to your Research Coordinator.  It is estimated that the initial review process or any review of revisions will be completed within two weeks. Research that has more than minimal risk or includes vulnerable participants may be passed on to be reviewed by the entire Institutional Review Board (IRB) or a subset of members. If your study is passed on for further review, you will be notified. Please expect additional delays for expedited or full IRB review. The IRB meets once each month between October and May so plan accordingly.
Complete all information: 

1. Purpose of study: Provide specific and concise detail so that the IRB can match the procedure and informed consent to the purpose. If you include citations please add a reference section as an appendix.
2. Sample/population: 

a. Describe the sample size and demographic requirements and location of recruitment for the participants. Explain the rationale for using this population. Note if you are using a special population such as prisoners, children, the mentally disabled or others whose ability to give voluntary consent may be in question.
b. Who will recruit subjects and how? Ensure that you include any written recruitment material or verbal scripts of oral recruitment statements.

 c. Identify steps taken to avoid coercion including dual relationships (i.e., faculty/staff, therapist/client).
3. Research Procedure. 

a. Describe the materials, measures and / or, apparatus that you will use for this study. Attach the materials that you are going to use in the exact format that participants will receive 
1. Include any recruitment material (both written and scripted for verbal instructions). 
2. If you are using a web-based survey, include the screen shots of the material.
3. If you are using any type of coding protocol, include a copy of your coding sheet.
4. If you are using questionnaire, include a copy in the exact format that the participants will use. 
5. If you are using copy-written material provide documentation that you have permission to use or reproduce the material for your study.
b. Describe in detail the research procedure and / or protocols. Ensure that you explain in an active verb tense a) where, b) when, c) how the data will be collected and d by whom.
 If you are conducting a study with an intervention, provide written instructions, transcript of verbal instructions and any other protocol. Identify any procedures that are experimental with potentially unknown risks or outcomes.
c. Are you planning to use the research data for other activities / research outside of this study? If so, are other uses clearly labeled in the confidentiality section of the informed consent form?
4. Time Frame 

What is the total time that participants will spend in this study? If participants will give data multiple times, how long will they spend in each session and how many sessions will they participate in? 

5. Risks: 

a. Describe and assess any potential risks--physical, psychological, social, legal or other--and assess the likelihood and seriousness of such risks. 

c. If methods of research create potential risks, describe other methods, if any, that were considered and why they will not be used. 

d. Describe procedures, including confidentiality safeguards, for protecting against or minimizing potential risks and an assessment of their likely effectiveness. 
6. Responsible Conduct of Research: Under the following conditions, you must provide (ATTACH TO THIS APPLICATION) copies of RCR training (within the past five years) for all researchers who will have direct contact with research participants: 

a. If you are applying for a NSF or NIH grant,

b. If there is more than minimal risk or;

c. If you are collecting data from children outside of normal activities, 
d. You are collecting data from prisoners or other vulnerable populations including pregnant women, neonates or others who may be vulnerable to coercion in providing their informed consent.
 

You can complete authorized training through the following on-line training sites.

http://cme.cancer.gov/clinicaltrials/learning/humanparticipant-protections.asp
For NSF or NIH grant writers, you need a more complete RCR training.  Go to

The Collaborative Institutional Training Institute’s website to register for their online course https://www.citiprogram.org/rcrpage.asp?language=english&affiliation=100
Please ensure that you are enrolling in the CITI Social and Behavioral Sciences RCR Course For The Unaffiliated Learner:

7. Benefits: Assess the potential benefits that may be gained by any individual participant, as well as benefits which may accrue to society in general as a result of the planned work. Specify any compensation such as monetary or academic credit that you may offer as part of the study.
 

8. Confidentiality: 
a. How will you maintain the confidentiality of participant information?

b. How and where will you store the raw and /or electronic records for the three years that SPU requires data and other research records to be stored?

c. If the data is subject to HIPAA, how will you de identify medical data?
9. Funding: Federal regulations require the establishment of policies to manage conflicts of interest as they relate to human subjects research. The IRB recognizes that many research projects have the potential for actual or perceived conflicts of interest. The IRB is mandated to protect subjects from financial conflict of interest which may predispose coercive enrollment practices or the possibility of reporting biased or inaccurate data. The intent of the following guidelines is to protect research subjects and their families and to delineate the responsibilities of the researcher.

a. Researchers must include with their application materials all information about a financial relationship with a sponsor. This includes a copy of a grant award, contract, budget and equity interest documentation.

b. If you propose to provide an incentive for participation or to reimburse subjects for expenses of participation, you must include this information with a budget explication. Payment to research subjects for participation in studies is not considered a benefit, it is a recruitment incentive. The amount and schedule of all payments should be presented to the IRB at the time of initial review. The IRB will review both the amount of payment and the proposed method and timing of disbursement. 

c. If the contract, budget or equity interest changes during the research project, the researcher must notify the IRB. This includes the termination of a contract, a supplement to a contract, or an extension.

10. Consent Documentation 

a. Describe consent procedures to be followed, including how and when documented informed consent will be obtained vis a vis the rest of the data collection procedure. Ensure that it is clear to the participant that SPU is the sponsoring institution and that the language used in the informed consent is clear and can be easily understood by the participants.
 
If you have a documented informed consent or assent you must complete the consent checklist on the next page and include it in your application package for each consent or assent form.

Please note: All hard copies of informed consent will be stamped by the IRB upon approval. Only stamped IRB consent forms [and recruitment posters] can be used by the PIs.

In the event of electronic informed consent (e.g. electronic survey), the SPU IRB # and expiration date must be included
b. If working with vulnerable populations (children, prisoners, pregnant women, mentally ill or any other participants who may have difficulty giving informed consent) describe how consent or assent will be obtained? 
c. If documented informed consent will not be obtained, specifically point this out and explain how you will communicate to participants’ information they need to make an informed decision to participate in the research. Provide a copy of any invitation to participate in research which spells out the participants’ rights and responsibilities even if they are not providing documented informed consent.
11. Deception: If any deception (i.e., withholding of complete information) is required for the validity of this activity, explain why this is necessary and attach debriefing statement
Informed Consent Required Elements Checklist
Complete if you have documented informed consent as part of your study
(Type NA if item is not applicable to your study.)

________ Provide the reading level associated with the informed consent. Is this level appropriate for the participants?
Investigators
 FORMCHECKBOX 
Consent forms must state who is conducting the research, provide contact information for anyone who will collect data and clearly labeled that the research is sponsored by SPU. The IRB encourages the use of SPU logo or letterhead.

Purpose

 FORMCHECKBOX 
Use of word "study," "research," evaluation” or "investigation" to describe activity 

 FORMCHECKBOX 
An informed explanation of the purpose of the research
 FORMCHECKBOX 
Explanation for why the participant was invited to participate in the study 

 FORMCHECKBOX 
Number of participants expected to participate in the study
Procedures

 FORMCHECKBOX 
A description of the procedures to be followed

 FORMCHECKBOX 
Identification of any experimental treatments, procedures, or devices
 FORMCHECKBOX 
A disclosure of any appropriate alternative procedures or courses of treatment

 FORMCHECKBOX 
The location(s) where the procedures will be done

 FORMCHECKBOX 
The expected total duration of participation and that of each phase of multi-phase protocols

Risks 
 FORMCHECKBOX 
A description of the reasonably foreseeable risks and discomforts, or a statement that the research does not involve risks beyond those encountered in everyday life, as appropriate.

Emergency Medical / Psychological Treatment

 FORMCHECKBOX 
Studies involving exercise testing or supervised physical activity include emergency policies and procedures.

 FORMCHECKBOX 
An explanation of any costs to the subject for research-related procedures, hospital stays, use of equipment, lost compensation or insurance, or extraordinary transportation requirements

 FORMCHECKBOX 
As appropriate, an explanation as to whether any compensation or medical treatment is available if injury occurs, what it would consist of (if any), or where further information may be obtained.
Benefits

 FORMCHECKBOX 
A description of possible direct benefits to each subject, which may reasonably be expected from the research, or a statement that individual subjects may not directly benefit from participation though there may be benefits to general knowledge or to society.

Confidentiality
 FORMCHECKBOX 
A statement describing the extent to which confidentiality of records identifying subjects will be maintained, including who will have access to and the methods for securing such records.
Compensation

 FORMCHECKBOX 
An explanation of any gratuities for participation and, if appropriate, procedures to prorate amounts for subjects who withdraw before completing the research protocol

Who to Contact
 FORMCHECKBOX 
The name(s), title(s), local toll-free telephone number(s), and e-mail addresses of the person(s) to contact for answers to questions about the research, including those for the responsible project investigator, if different

 FORMCHECKBOX 
An invitation to contact the IRB Office (IRB@SPU.edu) for information about the rights of human subjects in SPU-approved research. 

 FORMCHECKBOX 
As appropriate, the name(s), title(s), and daytime and evening telephone number(s) of the person(s) to contact in the event of a research-related injury, adverse effect, or complaint
Participation and Alternatives to Participation
 FORMCHECKBOX 
A statement that participation is voluntary
 FORMCHECKBOX 
A statement that subjects may refuse to participate or may discontinue participation at any time during the project without penalty or loss of benefits to which they are otherwise entitled

 FORMCHECKBOX 
For surveys and interviews, a statement that subjects may skip any questions they don’t wish to answer

 FORMCHECKBOX 
No language through which subjects are made to waive any legal rights, including any release of the university or its agents from liability or negligence

Near the Signature Line
 FORMCHECKBOX 
A statement that participants will be given a copy of the consent form

After IRB Approval
 FORMCHECKBOX 
SPU IRB number and expiration date are placed on informed consent and any other recruitment material.
Please note: All hard copies of informed consent will be stamped by the IRB upon approval. Only stamped IRB consent forms [and recruitment posters] can be used by the PIs.


In the event of electronic informed consent (e.g. electronic survey), the SPU IRB # and expiration date must be included
� The IRB generally approves studies for only one year duration unless the PI notes that the study is longitudinal and requires multiple years for completion. If your study is not longitudinal and you expect data collection to be less than one year but wish to continue collecting data beyond one year you must contact your IRB representative six weeks before the expiration date of your IRB application to petition for an extension of your study. If your study is approved from more than one year, you must provide  a report regarding the progress of your study


� List SPU e-mails if SPU community member


� List all participating researchers. If PI is a student, the faculty / staff sponsor must be listed as a Co-investigator. List either e-mail or phone number for co-investigators


� Rather than stating that informed consent will be gathered write how you will collect informed consent.


� As per 45CFR46 subpart B, C & D


� Ensure that the informed consent only lists the benefits the individual participants can expect from the study.


� You are strongly encouraged to use the informed consent template found at the SPU IRB website. You may tailor the language to provide appropriate reading level for your participants. You must ensure that all required elements are included in your informed consent as appropriate.
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