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Form: Application for Initial Expedited or Full (Convened) IRB Review
 
Version 01/22/2019
DePaul University
Office of Research Services
Institutional Review Board
1 East Jackson Blvd.
Chicago, Illinois 60604-2201
Email: orp@depaul.edu 
Phone: (312) 362-7593
Web: https://offices.depaul.edu/research-services/Pages/default.aspx
(The date of the form helps the IRB track the version of the form that is the most current. The version date changes each time you revise the application due to changes requested by the IRB or due to an amendment.)
i.  For which review process are you submitting this protocol?
(If you are not sure which review process is correct for your research, please refer to the instruction sheet for this form or the IRB website level of review section for additional information.)
Note: Research specifically targeting prisoners as research subjects must be reviewed by the convened IRB. Under the revised regulations, incidental inclusion of prisoners may be possible at the expedited or exempt level. If an enrolled subject becomes a prisoner while on the study, you do not need to stop the research and get it approved under subpart C.
2.  Indicate which expedited categories apply to your research (Check all that apply):
(a)  Research on drugs for which an investigational drug application (21 CDR 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 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.
(a)  From healthy adults, 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 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.
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; (j) sputum collected after  saline mist nebulization.
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; (e) moderate exercise,  muscular strength testing, body composition assessment, and flexibility testing where  appropriate given the age, weight, and health of the individual.
ii.  For Protocols Previously Approved as Development Only
For some protocols the Federal grant funding the work involves human subject research at some point in the life of the grant, but research instruments or methods were under development at the time the grant was awarded and the grant funds included funds for the development process. The IRB may have provided a determination of development only with the understanding that the human subject research activities would be submitted to the IRB once the research protocol was developed.
Was this protocol previously approved under 45 CFR 46.118, development only?
For both Expedited and Full (Convened), complete all of the following sections of the form.
Principal Investigator:
Human Subjects Training
Faculty Sponsor: (If you are a student, in a staff position functioning as a training position, or a fellow, you must have a faculty sponsor when you are the Principal Investigator. If these categories do not apply to you, this section is left blank.)
Human Subjects Training
Note: Additional key research personnel should be listed on the separate document called Form: Co-investigators and Key Research Personnel, which is available on the IRB website.
I. Project Information: 
 2. Research Type:
II. Project Funding Information:
1. Is this research funded by an internal or external source?
If Yes/Pending, provide information about the funding in #2 (it will appear after you select "yes".)
If no, and there are research expenses, such as payment to subjects, explain how the expenses will be covered (i.e., self-funded). 
2. Type of Funding
Extramural (external):  
Under the revised regulations, the IRB no longer is required to review the Federal grant supporting your research. However, the IRB can still request to do so, if it desires.
Intramural (internal):
3. Complete this section for all sources of anticipated funding, including when funding is pending. If you have more  than one source of funding attach an additional sheet providing the information for each funding source.
 Name of Funding Source
PI on Funding Proposal and institutional affiliation
Funding Agency Grant/Contract Number
Grant/Contract Project title, which may be the same as the IRB protocol title)
Awarded or Pending
III. Conflict of Interest (COI):
Federal guidelines emphasize the importance of assuring there are no potential conflicts of interest in research projects that could affect the rights and welfare of human subjects. All investigators involved in the design, conduct, or reporting of research are required to disclose real, apparent, or potential significant financial conflicts of interest that could impact the conduct of the research or the integrity of the research data. For the purposes of Federal PHS policy and DePaul Policy, “Investigator” is defined as any person responsible for the design, conduct, or reporting of the research. The term investigator includes the Principal Investigator, Faculty Sponsor, Co-investigators, and other key research personnel. When determining whether there is a Significant Financial Interest in the research for these personnel, their spouses and dependent children should also be considered. 
 
The following are the current DePaul policies governing conflicts of interest:
 
1. General Conflict of Interest Policy: http://policies.depaul.edu/policy/policy.aspx?pid=23 
2. Conflict of Interest in Externally Sponsored Projects: http://policies.depaul.edu/policy/policy.aspx?pid=253
3. Conflict of Interest in Public Health Service (PHS) Funded Research: http://policies.depaul.edu/policy/policy.aspx?pid=302
 
The three DePaul policies governing conflict of interest differ slightly in their reporting requirements. Please review the three policies before answering the following questions.
 
Please note: Significant Financial Conflicts of Interest require review by the Conflict of Interest Committee (see the policies above for information about this committee) before IRB review and approval. Final IRB approval cannot be granted until all conflicts of interest are appropriately managed. The IRB may require disclosure of the conflict to subjects in the consent document or information sheet/process as part of the management plan.
1. Does the Principal Investigator, co-investigator, any of the research personnel, or any of their family members have a managerial role in any entity associated with the research, or otherwise have a significant financial relationship or any other relationship with the funding source or company, or have a financial stake in a product associated with this research that may be viewed as affecting the protection of human subjects involved in the project, the scientific objectivity of the research or the integrity of the research or the research data?
If yes, attach a COI Statement of Explanation that includes a list of names of the investigators with conflicts, a brief description of each conflict, and the plan for managing the conflicts or the management plan approved by the Conflict of Interest Committee.
IV. Performance  Sites (Engaged and Non-engaged):
A Performance site is a location where the research is conducted, where data are gathered from subjects or records, where subjects are recruited for the research, and/or where subjects provide consent for research participation. These sites are considered performance sites whether or not the research activities are funded or unfunded.
1. Are there any non-DePaul performance sites?
b) Copies of the collaborating institution’s IRB approval letters are attached.
c) Copies of letters of collaboration are attached.
Note: Collaborators are individuals, such as co-investigators, who are engaged in the conduct of the research. For example, they actively recruit subjects, obtain informed consent, collect data, or analyze data. If the collaborator has no IRB because they are not affiliated with a college or organization that has their own IRB, copies of letters of collaboration in lieu of an IRB approval letter may be submitted.
2. Are there any sites which may assist in the research as performance sites, but are not engaged as collaborators (e.g., recruitment site only)? (Note: A non-engaged performance site might forward an email for you, allow you to come in and talk to members or a classroom, or provide you with space to set up a table, but they are not involved in conducting the research).
b) Copies of letters of support from each non-engaged site are attached.
Note: Letters of support differ from letters of collaboration, in that organizations or persons who support the research may do so without becoming engaged in the conduct of the research. For example, the person/organization may allow access to their classroom or facility or worker space, forward a recruitment email, allow you to hand out or post a flyers in their facility, allow you to post on their website or online forum, or provide space for the research activity to occur. Simply posting a flyer in a facility does not require a letter of support, but you should ensure that you are following any local rules or posting requirements, such as needing approvals or stamps to post the flyer in that facility.
V. Background:
VI. Research Objectives (purpose, aims, or goals):
2. Are you conducting community-based participatory research (https://en.wikipedia.org/wiki/Community-based_participatory_research)?  
VII. Target Study Population(s):
1. Indicate the number of subjects to be recruited and enrolled (or cases/ records accessed, or specimens collected): 
b) Please provide an estimated subject gender break down: 
2. Age range(s) for subjects (Keep in mind that when minors [persons under the legal age of consent in the jurisdiction where the research will be conducted- age 18 in Illinois] will be enrolled in the research parent/legal guardian permission is required and age appropriate assent is required from the child (age 7 or older), unless a waiver of the entire consent process is requested and granted.):
3. Describe the inclusion criteria (criteria that would make the subjects eligible to be in the research, such as Psychology students, parents of students in middle school, age 18 or older, speaking and understanding English) for selecting subjects for the research. If criteria differ for different subject groups (e.g., age ranges, parents versus teachers), state the criteria for each group separately and clearly designating the group. 
4. Describe the criteria for excluding subjects from the research (e.g., under 18, non-English speaking, etc.).
(Exclusion of any particular group of individuals requires a compelling rationale that demonstrates that exclusion is appropriate with respect to the applicability of the research to this population, the health or mental capacity of the population, sex/gender, the ethnic or racial background of the individuals, or other compelling reasons.)
8. Indicate (by answering the questions below) whether any vulnerable populations may be specifically targeted for inclusion in the research. 
Prisoner means any individual involuntarily confined or detained in a penal institution. The term is intended to encompass individuals sentenced to such an institution under criminal or civil statue, individuals detained in other facilities by virtue of statues or commitment procedures which provide alternatives to criminal prosecution or incarceration in a penal institution, and individuals detained pending arraignment, trial, or sentencing. Probationers and individuals wearing monitoring devices are generally not considered to be prisoners, however, there may be times where persons under house arrest and/or restricted by electronic monitoring devices may meet the definition of a prisoner.
Minimal Risk for prisoners means the probability and magnitude of physical or psychological harm that is normally encountered in the daily lives, or in the routine medical, dental, or psychological examination of healthy persons. Note: The definition for minimal risk for prisoners differs slightly from the definition elsewhere in the regulations.
Select the category that applies to your prisoner research:
H. Based upon the research design and the type of research intervention, will there be the need for follow-up examinations or care for subjects after the end of their research participation (e.g., psychological counseling, medical testing or care).
Children are persons who have not attained the legal age for consent to treatments or procedures involved in the research, under the applicable law of the jurisdiction in which the research will be conducted.
Assent means a child's affirmative agreement to participate in research. Mere failure to object should not, absent affirmative agreement, be construed as assent.
Permission means the agreement of parent(s) or guardian to the participation of their child or ward in research.
Parent means a child's biological or adoptive parent.
Guardian means an individual who is authorized under applicable State or local law to consent on behalf of a child to general medical care.
A) Indicate which category of Subpart D applies to your research and provide the appropriate rationale as to why the research meets the criteria of that category:
• The risk is justified by the anticipated benefit to the subjects
• The anticipated benefit versus the risk is at least as favorable to the subjects as that presented by  available alternative approaches
 • Adequate provisions are made for soliciting the assent of the children and permission of their parents or guardians, as set forth in 46.408
• The risk represents a minor increase over minimal risk
• The intervention or procedure presents experiences to subjects that are reasonably commensurate with those inherent in their actual or expected medical, dental, psychological, social, or educational situations
• The intervention or procedure is likely to yield generalizable knowledge about the subjects' disorder or condition which is of vital importance for the understanding or amelioration of the subjects' disorder or condition
• Adequate provisions are made for soliciting assent of the children and permission of their parents or legal guardians, as set forth in 46.408
• the IRB finds that the research presents a reasonable opportunity to further the understanding, prevention, or alleviation of a serious problem affecting the health or welfare of children AND
• the Secretary, after consultation with a panel of experts in pertinent disciplines (for example: science, medicine, education, ethics, law) and following opportunity for public review and comment, has determined either 1) that the research in fact satisfies the conditions of 46.404, 46.405, 46.406, as applicable, or 2) i. the research presents a reasonable opportunity to further the understanding, prevention, or alleviation of a serious problem affecting the health or welfare of children, ii. The research will be conducted in accordance with sound ethical principles, iii. Adequate provisions are made for soliciting the assent of children and the permission of their parents or guardians, as set forth in 46.408.
[Note: Research in this category must be sent to a federal panel for determination (if federally funded) or DePaul will need to convene a panel of experts if the research is not federally funded before final IRB approval can be obtained, and the recruitment and enrollment of subjects can begin.]
B) Will the research involving children be conducted outside of the state of Illinois?
C) Is there the potential that any of the children originally enrolled in the research using an assent process and/or parent/legal guardian permission may reach the age of majority (18 years old in Illinois) while participating in the research?
D) Does the research involve wards of the State or wards of any other organization?
2. Research which involves wards of the State and that meets the criteria for 46.406 and 46.407 must meet the following criteria:
• The research must be related to their status as wards of the state.
• The research must be conducted in schools, camps, hospitals, institutions, or similar settings in which the majority of children involved as subjects are NOT wards
• There must be an appointment of an advocate for each child who is a ward, in addition to any other individual acting on behalf of the child as guardian or in loco parentis. One individual may serve as advocate for more than one child. The advocate shall be an individual who has the background and experience to act in, and agrees to act in, the best interests of the child for the duration of the child's participation in the research and who is not associated in any way (except in the role as advocate or member of the IRB) with the research, the investigator(s), or the guardian organization.
Does your research meet the criteria for 46.406 and 46.407? 
VIII. Subject Recruitment and Privacy:
1. Will you utilize recruitment materials?
a) Indicate which of the following will be used to recruit, identify or initially contact the subjects. Attach any recruitment scripts, emails, flyers, online postings, etc., for IRB review in as close to final format as possible. Submit all recruitment materials to the IRB for review with the application. Please refer to our guidance document, “Recruitment Materials and Content Requirements” for information about what and should not be in your recruitment materials: http://offices.depaul.edu/ors/research-protections/irb/Documents/Recruitment%20Materials%20and%20Content%20Requirements.pdf
3. Will potential subjects be identified or recruited using private records, such as medical records, or private email lists?
4. Will the Principal Investigator conduct all the recruitment activities personally?
IX. Informed Consent Process:
1. Describe the procedures that will be followed to obtain informed consent (consent, parent/legal guardian permission, and assent) including:
• How and when consent process will occur to ensure that legally effective consent is obtained before involving the subject in any research activities;
• Who will obtain consent
• The timing of the consent in relation to the research procedures
• How you will ensure that you are seeking informed consent under circumstances that provide the subject (or the legally authorized representative) with sufficient opportunity to discuss and consider whether or not to participate and that minimize the possibility of coercion or undue influence
• The method used for documentation of consent, and when a waiver of documentation is sought whether consent will be documented in research records and how it will be documented.
• Who is authorized to provide permission or consent on behalf of a minor or a subject with limited decisional capacity, including any use of an advanced directive for persons with a potential for altered decisional capacity over time;
• How the information given to the subject or legally authorized representative is in a language understandable to them and how you ensure that the subject or legally authorized representative is provided with all the information a reasonable person would want to have in order to make an informed decision about whether to participate, and an opportunity to discuss that information
• The specific procedures used to assess the subject’s understanding of the consent information, such as asking the subjects open-ended questions.
• A description of any additional written materials, pictures, diagrams, videos, or brochures that may be utilized to enhance the consent process.
2. Are you requesting a waiver of informed consent or an alteration of consent for any part of the research?
3. Are you requesting a waiver of documentation of consent for any part of the research?
4. Are some or all of the subjects or the subject’s parent/legal guardian or legally authorized representatives anticipated to utilize English as a second language? 
5. Are all or some of the subjects or the subject’s parent/legal guardians or legally authorized representatives anticipated to be non-English speaking, particularly if they are from another country or culture? 
The regulations require that the informed consent process be conducted in language that is understandable to the subject (or the subject’s representative). In the regulations there are two ways to obtain consent from persons who are non-English speaking: 
• A fully translated consent document containing all the elements of consent (a form), which is approved by the IRB. The form may be read to the subject or the subject’s legally authorized representative, but the subject or their representative must be given ample time to read the document before they are asked to sign it. On the fly verbal translations are not allowed.
• The use of a short form process. In the short form process a written IRB approved translated document stating that the elements of consent listed in 45 CFR 46.116 have been presented orally to the subject (or their representative) is utilized.  There must be a witness to the oral presentation. In addition, the IRB must approve a written summary of what is said to the subject or their representative in a language that they understand when the researchers are explaining the research. The summary may be the same text as the English consent document, if desired. The short form is signed by the research subject or their representative, but the witness must sign both the short form and a copy of the summary. The person obtaining consent must sign a copy of the summary. A copy of the summary and the short form must be given to the subject or their representative. Both the translated short form and the summary must be IRB approved.
d) Will research be conducted in an international location or setting?
6. Are some of the subjects anticipated to potentially be decisionally impaired, either at the beginning of the research or at some time during the research?
X. Research Protocol Summary/Plan of Work:
1. Provide a detailed and specific summary of the research that explains how you will conduct the research. Provide the information in a step-wise, logical chronological order and include:
• The target population(s), age range(s), grade range(s), etc. in the context of your research methodology or plan.
• A brief mention of the recruitment process and materials utilized (as detailed above) as they fit chronologically into the research procedures.
• A summary of the informed consent process (as detailed above) and as it fits chronologically into the research procedures. For example, when does parent/legal guardian permission occur in relation to the assent process. In addition, explain how and when the subject will be provided with a copy of the consent content (paper or electronically).
• The research design (for example, experimental and control groups, subject randomization, use of deception) methods, and procedures.
• The frequency and duration (total time and time for each portion) of research procedures.
• The method of data collection (i.e., surveys, interviews, focus groups, artifact collection, record reviews, collection of data sets from other persons or organizations, use of data sets from previous research).
 • The type of data to be collected with each methodology, how and where it will be recorded, and how the data relates to your research objective. 
 • The location of the subjects during the research or while data are collected from or about them, or the location of records, if data will be collected from records.
• A differentiation between procedures that are being done as part of standard practice (either medical, educational or otherwise) versus procedures that are conducted solely for the research.
• A differentiation between experimental procedures (investigational, unproven) and standard procedures (ones used normally in the course of regular business).
• When working with collaborators or conducting multi-site research, an explanation of the differing roles and responsibilities of the site/collaborator so it is clear who is doing what and how engaged they are in the conduct of the research.
• A description of the sources of research materials or data obtained from or about the subjects in an individually identifiable manner, which may not involve direct subject interaction, such as collecting data from records, collecting specimens, obtaining existing data sets. Clearly indicate what types or fields of data will be collected or recorded in the research notes, how the data will be recorded, and why it is necessary for the research.
• Include whether or not data will be audio, photographically, or video recorded, and if applicable explain if the recordings will be transcribed, coded, etc. If the recordings will be transcribed, explain who will transcribe them.  Explain what will occur if the subject wants the recording to stop during the video or audio recording process.
• If the research involves the collection of biological specimens or materials, indicate the exact amounts, timing and frequency of sample collection.
• If applicable, provide a description of the focus group design used for the study. Indicate the number of focus groups, the number of subjects in each group, and discuss how the focus group will be facilitated and by whom. 
• If applicable, provide a complete description of the deception, manipulation, or incomplete disclosure procedures that will be used for the research.
• If applicable, a description of the debriefing process. • A brief description of how the data will be analyzed.
XI. Resources:
XII. Potential Risks:
1. The research involves (check all that apply):
XIII. Potential Benefits:
(Note: Research must have a benefit in order for the IRB to approve the research. However, not all research will have direct benefits. The majority of social, behavioral, and educational research only has an indirect benefit related to the knowledge gained from the research for a particular field of study or society in general.)
1. Does the research provide direct benefit to the research subjects?
Note: Direct benefits are those that the individual subject will experience directly, such as better health, learning something, etc.  
2. Does the research involve indirect benefits to the research subjects, such as the knowledge gained from the research for society or the field of study?
XIV. Available Alternatives:
1. Describe any alternative treatments, interventions, procedures, or therapies that might be available to subjects who choose not to participate in the research, which might offer the subject equal or greater advantages or benefits as compared to the research. If applicable, include a discussion of the current standard of care treatment, intervention, or therapy.
XV. Confidentiality:
1. Will any data or information be collected using audio or video recordings or photographs of subjects?
3. Will the data or information (specimens or biological samples) being collected be recorded or stored such that the subjects can be identified directly or through indirect identifiers (e.g., codes, demographics, Social Security Number, IP address, record number) directly linked to the subjects?
b) Will identifiable information be made available to anyone else other than the PI?
5. Will data, specimens, or biological samples be shared (in any format) with anyone outside the research team (e.g., the funding agency, the partnering organization, etc.)?
Note: If your research is funded by NIH, your data sharing plan should be in compliance with current NIH standards:  https://grants.nih.gov/grants/sharing.htm
6. Will any data or research information (such as the fact that there was a study visit) become part of the medical chart or other permanent record?
XVI. Payment, Compensation, Reimbursement:
1. Will subjects be given gifts, payment, compensation, course credit, or reimbursement of any kind, including reimbursement for transportation, free parking, free food, etc.?
XVII. Costs to Subjects:
1. Will there be any cost to the research subject (i.e., travel expenses, daycare expenses, cost of workshops or educational courses, cost of interventions, etc.) related to their participating in the research?
2. If the research involves the potential for injury as a consequence of participating in the research, describe any plans for reimbursement of costs for injury-related care. (Note: This information must be provided to the subject in the consent document, parent/legal guardian permission document, and if appropriate, the assent document. See the appropriate template for recommended language.)
XVIII. Data and Safety Monitoring:
1. If your research involves greater than minimal risk or is an NIH funded or FDA regulated clinical investigation, you must have a Data and Safety Monitoring Plan. If this requirement applies to you, describe your Data and Safety Monitoring Plan (DSMP).
2. Does your Data and Safety Monitoring Plan include a Data and Safety Monitoring Board (DSMB)?
3. Will you be applying for a Certificate of Confidentiality?
(Note: The information you will provide in your application for a certificate should be provided to the IRB so it can be ensured that the information matches your protocol. For additional information on Certificates of Confidentiality go to: https://grants.nih.gov/grants/policy/coc/index.htm. The application process is now online and involves limited characters.  Paper Certificates of Confidentiality must be signed off on by the Associate Provost for Research (on behalf of the institution). The IRB must obtain the approved version of the COC for tracking purposes and so that the expiration date is in our records.)
XIX. Subject Complaints, Unanticipated Problems Involving Risks to Subjects or Others (UPIRSOs), Non-Compliance, and Adverse Events:
XX. HIPAA:
1. Does the research involve the use, access, or disclosure of protected health information (PHI) as defined in the HIPAA Privacy Rule?
XXI. FERPA:
1. Does the research involve the collection and use of FERPA protected information or data from school records?
XXII. Assurances:
Principal Investigator’s (PI) Assurance:
I certify that the information provided in this application is complete and accurate. I understand that as Principal Investigator, I have the majority of the responsibility for the protection of the rights and welfare of human subjects enrolled in the research. I assure that I will conduct the study ethically and in compliance with all Federal regulation, state and local laws, and DePaul IRB policies and procedures. I assure the following:
• I have completed the required human subjects training program as outlined in current DePaul IRB policy.
• The project will be performed by qualified and trained personnel in accordance with the DePaul IRB approved protocol.
• No changes will be made to the protocol or approved protocol documents without prospective IRB approval.
• Subjects will be provided full information about the study before they begin participation using the IRB approved informational and consent processes and without undue influence or coercion, unless I have been granted an alteration of consent that allows for deception or non-full disclosure.
• Any unanticipated problems involving risks to subjects or others, adverse events, subject complaints, or non-compliance that occur during the conduct of the research will be reported to the IRB in a timely manner according to policy.
• I will submit a Final Closure Report once the study is completed or before I leave DePaul University.
I further certify that the proposed research is not currently underway and I will not begin the project until final written approval has been obtained.
Faculty Sponsor’s Assurance for Student, staff position functioning as a training position or fellow, such as a research fellow:
By my signature as faculty sponsor on this research application, I certify that the student, staff member in a training position, or fellow is knowledgeable about the regulations and policies governing research with human subjects and has sufficient training to conduct this particular study in accordance with the approved protocol. In my role as faculty sponsor, I assure the following:
• I acknowledge that I have the ultimate responsibility for the legal and ethical performance of the project and ensuring that all duties of the Principal Investigator are fulfilled.
• I have completed the required human subjects training program as outlined in current DePaul IRB policy.
• I have read the research application and supporting materials and approved them for submission to the IRB.
• As the faculty mentor for this student on this project, I agree to meet with the student, staff member in training, or fellow investigator on a regular basis to monitor and assist them with conducting the research.
• I agree to be available, personally, to supervise and assist the investigator in the event problems arise during the conduct of the study.
• I ensure that the investigator will promptly report any unanticipated problems involving risks to subjects or others, adverse events, subject complaints, or non-compliance that occur during the conduct of the research in a timely manner and in accordance with IRB policy and procedures.
• I will ensure that a Final Study Closure Report will be submitted to the IRB when the research is completed or before the investigator leaves the university. If the student or staff member does not submit the final report, I am responsible for doing so on their behalf.
• If I am unavailable for an extended period of time, such as when on sabbatical or leave, I will arrange for an alternate faculty sponsor to assume my responsibilities during my absence and the DePaul IRB will be informed of the change via an amendment.
I further certify that the proposed research is not currently underway and will not begin until IRB approval has been obtained.
*The faculty sponsor must be a member of the DePaul faculty (full time, part time, or adjunct). The faculty sponsor is considered the party ultimately responsible for the legal and ethical performance of the project and ensuring that all duties of the Principal Investigator are fulfilled.
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