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APPLICATION FOR REVIEW/APPROVAL OF RESEARCH INVOLVING HUMAN SUBJECTS
(FULL REVIEW/EXPEDITED FILL-IN-THE-BLANK FORM)
IRB, Regis University 
Main Hall, Room 452, Mail Code H4
Denver, CO 80221
Email: irb@regis.edu
Applicants, please fill in the following information:
[bookmark: Text12]Project Title:       
[bookmark: Text1][bookmark: Text2]Proposal Submission Date:        Time:      
[bookmark: Text3]Principal Investigator(s):      
[bookmark: Text4]Contact Address:         
[bookmark: Text5][bookmark: Text6][bookmark: Text7][bookmark: Text8][bookmark: Text9]Telephone:    -   -     ext.        Email:       (Regis email)
[bookmark: Text10]Academic Department or School:       
Faculty Advisor (student projects):      
Note: Research must be resubmitted for approval if changes are made in the research plan that significantly alter the involvement of human subjects from that which is described by this application. Applicants, please read the “special notice” on the Table of Contents page.

The following table is for IRB use only. Each person in the approval process has a maximum of 10 working days to process the application.
	Approval Process
	Date Reviewed
	Review(er) Determination
	Signature Code
	Comments

	Faculty Advisor (mandatory for student projects)
	     
	|_| Returned to student for correction
[bookmark: Check1]|_| Forwarded to next review
	[bookmark: Text14]     
	     

	First IRB Reviewer (expedited study)

	     
	|_| Returned to researcher(s)  for correction/addition 
[bookmark: Check4]|_| Recommend researcher(s)  resubmit as exempt study
|_| Recommend researcher(s)  resubmit as full board review 
[bookmark: Check9]|_| Recommend approval as expedited study
	     
	     

	Second IRB Reviewer
(expedited study)
	     
	[bookmark: Check5]|_| Returned to researcher(s) for correction/addition
|_| Recommend researcher(s) resubmit as exempt study
|_| Recommend researcher(s) resubmit as full board review |_| Approved exempt study
	     
	     

	IRB Chair
(chair completes as necessary for expedited studies and mandatory completion  for full board review studies)
	     
	[bookmark: Check6]|_| Returned to researcher(s) for correction
|_| Recommend researcher(s) resubmit as exempt study
|_| Recommend to full board review
[bookmark: Check7]|_| Approved expedited study |_| Denied by IRB vote 
[bookmark: Check8]|_| Approved by IRB vote pending mandated changes/submissions 
[bookmark: Check10]|_| Approved by IRB vote
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**Special Notice: For students, please have your faculty advisor certify your proposed research topic as acceptable before starting the IRB research proposal submission process.**

I. Projected Timeline
· [bookmark: Text16]Projected start date:       (Please allow a 30 day lead for the request.)
· Projected finish date:       (Studies longer than 1 year require recertification on an annual basis—approval anniversary.)

II. Categories for Expedited Review (Optional)
The following are the research categories eligible for expedited review/approval (OHRP Categories of Research & 63 FR 60364-60367). 
Please check the box next to the research category under which you are requesting expedited review. 
1. I am conducting a clinical study of a drug/medical device under condition (a) or (b).
a. |_| (a) Research on drugs for which an investigational new drug application (21 CFR Part 312) is not required. (Note: Research on marketed drugs that significantly increases the risks or decreases the acceptability of the risks associated with the use of the product is not eligible for expedited review.)
b. |_| Research on medical devices for which (i) an investigational device exemption application (21 CFR Part 812) is not required; or (ii) the medical device is cleared/approved for marketing and the medical device is being used in accordance with its cleared/approved labeling.
2. I am collecting blood samples by finger stick, heel stick, ear stick, or venipuncture as follows:
a. |_| (a) from healthy, nonpregnant adults who weigh at least 110 pounds. For these subjects, the amounts drawn may not exceed 550 ml in an 8 week period and collection may not occur more frequently than 2 times per week; or
b. |_| from other adults and children, considering the age, weight, and health of the subjects, the collection procedure, the amount of blood to be collected, and the frequency with which it will be collected. For these subjects, the amount drawn may not exceed the lesser of 50 ml or 3 ml per kg in an 8 week period and collection may not occur more frequently than 2 times per week.


3. |_| I am conducting prospective collection of biological specimens for research purposes by noninvasive means.

Examples: (a) hair and nail clippings in a nondisfiguring manner; (b) deciduous teeth at time of exfoliation or if routine patient care indicates a need for extraction; (c) permanent teeth if routine patient care indicates a need for extraction; (d) excreta and external secretions (including sweat); (e) uncannulated saliva collected either in an unstimulated fashion or stimulated by chewing gumbase or wax or by applying a dilute citric solution to the tongue; (f) placenta removed at delivery; (g) amniotic fluid obtained at the time of rupture of the membrane prior to or during labor; (h) supra- and subgingival dental plaque and calculus, provided the collection procedure is not more invasive than routine prophylactic scaling of the teeth and the process is accomplished in accordance with accepted prophylactic techniques; (i) mucosal and skin cells collected by buccal scraping or swab, skin swab, or mouth washings; (j) sputum collected after saline mist nebulization.
4. |_| I am collecting data through noninvasive procedures (not involving general anesthesia or sedation) routinely employed in clinical practice, excluding procedures involving x-rays or microwaves. Note: Where medical devices are employed, they must be cleared/approved for marketing. (Studies intended to evaluate the safety and effectiveness of the medical device are not generally eligible for expedited review, including studies of cleared medical devices for new indications.)

Examples: (a) physical sensors that are applied either to the surface of the body or at a distance and do not involve input of significant amounts of energy into the subject or an invasion of the subject=s privacy; (b) weighing or testing sensory acuity; (c) magnetic resonance imaging; (d) electrocardiography, electroencephalography, thermography, detection of naturally occurring radioactivity, electroretinography, ultrasound, diagnostic infrared imaging, doppler blood flow, and echocardiography; (e) moderate exercise, muscular strength testing, body composition assessment, and flexibility testing where appropriate given the age, weight, and health of the individual
5. |_| My research involves materials (data, documents, records, or specimens) that have been collected, or will be collected solely for nonresearch purposes (such as medical treatment or diagnosis). (NOTE: Some research in this category may be exempt from the HHS regulations for the protection of human subjects. 45 CFR 46.101(b)(4). This listing refers only to research that is not exempt.)
6. |_| I am collecting data from voice, video, digital, or image recordings made for research purposes.
7. |_| I am conducting research on individual or group characteristics or behavior (including, but not limited to, research on perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and social behavior) or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies. (NOTE: Some research in this category may be exempt from the HHS regulations for the protection of human subjects. 45 CFR 46.101(b)(2) and (b)(3). This listing refers only to research that is not exempt.)
8. This is a continuing review of research previously approved by the convened IRB as follows:
a. |_| where (i) the research is permanently closed to the enrollment of new subjects; (ii) all subjects have completed all research-related interventions; and (iii) the research remains active only for long-term follow-up of subjects; or
b. |_| where no subjects have been enrolled and no additional risks have been identified; or
c. |_| where the remaining research activities are limited to data analysis.
9. |_| This is a continuing review of research, not conducted under an investigational new drug application or investigational device exemption where categories two (2) through eight (8) do not apply but the IRB has determined and documented at a convened meeting that the research involves no greater than minimal risk and no additional risks have been identified.
If this is an expedited review request, please justify the request (no more than 2 pages): 
[bookmark: Text39]     

III. Research Design/Problem Abstract
Please provide an overall description of the research project. Include information about the background and rationale for the study; the purpose, hypothesis, research question, and objectives; and the research methodology. Include sufficient detail that the Committee can assess any potential hazards. A brief literature review should be part of the Background and rationale section.
A. Background and rationale (no more than 3 pages):
[bookmark: Text17]                    
B. Purpose (no more than 3 pages):
          
C. Methodology (no more than 3 pages):  
     
· Are investigational drugs to be used?  Yes |_|      No |_|
· Are medical devices to be used?  Yes |_|      No |_|  (NOTE: medical devices must be FDA approved for the study.)
· Is this a multicenter or collaborative study?  Yes |_|      No |_|
D. Justification for inclusion or exclusion of vulnerable/at-risk populations (if targeted by the study)(no more than 2 pages): 
[bookmark: Text32]      

IV. Research Participants
· Please provide a general description of the target population. 
     
· Does the study target participants from (a) vulnerable/at-risk population(s)? 
· Yes |_|      No |_|   (If YES, justify the inclusion of these participants in the Research Design section, and specifically identify risks and benefits to vulnerable population participants in the Risks and Benefits section—III.D.)
· Describe the method of selection and recruitment of participants. Describe how participants will be contacted and how frequently. 
[bookmark: Text27]     
· Inclusion criteria for participant recruitment: 
[bookmark: Text19]     
· Exclusion criteria for participant recruitment: 
[bookmark: Text20]     
· Will you be recruiting participants from an organization outside, or conducting the study at an institution other than, Regis University?  
· Yes |_|      No |_|    (If YES, after approval by this Committee your proposal must also be approved by the appropriate authorit(y/ies) within that organization/institution. Paste a copy (pdf/jpeg) of the approval letter(s) into Support Documentation, section G at the end of this form.)
· Will you be recruiting participants for an international study?  
· [bookmark: Check2]Yes |_|      No |_|    (If YES, after approval by this Committee your proposal must also be approved by the appropriate authorit(y/ies) of the countries in which the study will be conducted  according to the laws/regulations of those countries. Paste a copy (pdf/jpeg) of the approval letter(s) into Support Documentation, Section G at the end of this form.)

V. Risks and Benefits
· Risks and benefits to research participants should address any physical, emotional, psychological, financial, academic, employability, and/or reputation risks and/or benefits. Other areas of potential risk or benefit may be addressed as deemed proper for the study. 
· What relationship, if any, exists between the researcher(s) and the study participants/subjects?
     
· Describe any potential direct benefits to the participants. 
[bookmark: Text21]     
· Describe the broader benefits of the project to society. 
[bookmark: Text22]     
· Describe any potential risks that the participants could encounter through their participation in this study. 
· Current risks: 
     
· Future risks: 
     
· Describe any efforts to minimize risks to the subjects. 
[bookmark: Text26]     
· Describe any costs (financial) to the participants. 
[bookmark: Text23]     
· Will the participants be offered compensation or incentives for participation in the study?  Yes |_|      No |_|
· If YES, please describe the compensation/incentives. 
[bookmark: Text24]     
· Describe any planned follow-ups with study participants. 
      
*Please ensure that specific risks and benefits, if any, for vulnerable populations are identified. 

VI. Consent Process
· Describe process for obtaining participant consent.  
     
· Is a waiver of the consent process required? Yes |_|      No |_|
· If YES, justify the waiver of consent request. 
     

VII. Privacy Protection
· Describe the procedures to be used that will ensure collected study information will be kept secure. All collected data and consent forms for expedited or full board approval, or if consent forms are used for exempt studies, MUST BE SECURELY STORED FOR 3 YEARS AFTER COMPLETION OF THE STUDY, 5 YEARS FOR FDA APPROVED CLINICAL TRIALS. 
[bookmark: Text38]     


· Do you plan to maintain personal identifiers (names, addresses, birth dates, phone numbers, etc.) after your project is completed?   Yes |_|      No |_|
· If yes, explain why. 
[bookmark: Text33]     
· Describe your plans for the destruction of linkages to personal identifiers and the time frame. 
[bookmark: Text34]     
· Will photographs, audio, or video recordings of participants be made?         Yes |_|      No |_|
· If yes, describe whether you will maintain, destroy, or return them to participants. 
[bookmark: Text35]     
· Will personal identifiers will be revealed in your study (i.e., not kept confidential)? Yes |_|      No |_|
· If yes, provide justification and describe how the subjects will be informed that this information will be disclosed. 
[bookmark: Text36]     
· Will your study involve the collection of data that might produce a regulatory mandate or duty to inform authorities about potentially harmful or illegal activities? Yes |_|      No |_| 
· If yes, what is your plan for dealing with this information? 
[bookmark: Text37]     
· Will you apply for a Federal exemption to reporting? Yes |_|      No |_| Paste a copy (pdf/jpeg) of the approved exemption under Support Documentation, Section A at the end of this application form.

VIII. Institutional Considerations
· Does the proposed research have any potential conflicts with Roman Catholic teachings (i.e., Ethical and Religious Directives)? Yes |_|      No |_|
· An example of a conflict with Roman Catholic teaching is research testing the effectiveness of condom use for preventing the spread of sexually transmitted disease.
· If YES, what are those potential conflicts and what justification can be given for pursuit of this research? 
[bookmark: Text28]     
· Does the proposed research have potential negative implications for Regis University? Yes |_|      No |_|
· An example of potential negative effect on the university is a study design that violates university policy such as observation of individual responses to intentional sexual harassment of students, staff, or faculty.
· If YES, what are those potential negative implications and what justifications can be given for pursuit of this research? 
[bookmark: Text29]     

IX. Support Documentation
Copy and paste or insert appropriate documentation into the following pages as applicable. Pdf images may be converted to jpeg images for inclusion.  

A.  Name of research investigator (primary or secondary) and CITI certification expiration dates:
[bookmark: Text51][bookmark: Text52]Name:     		CITI expiration:     
Name:     		CITI expiration:     
Name:     		CITI expiration:     
[bookmark: _GoBack]Name:     		CITI expiration:     
Name:     		CITI expiration:     
Name:     		CITI expiration:     
Name:     		CITI expiration:     
Name:     		CITI expiration:     
B.  Informed consent documents:
Text:
[bookmark: Text31]     
Or .jpeg: 



C.  Study questionnaires/surveys:
Text:
Document 1
     
Document 2
[bookmark: Text41]     
Document 3
[bookmark: Text42]     
Document 4
[bookmark: Text43]     
Or .jpegs: 
 
 
 

D.  Data collection forms, checklists, instruments:
Text:
Document 1
     
Document 2
[bookmark: Text44]     
Document 3
[bookmark: Text45]     
Document 4
[bookmark: Text46]     
Or .jpegs: 
 
 

 

E.  Study interviews/focus groups interview schedule(s)/instruments:
Text:
Document 1
     
Document 2
[bookmark: Text47]     
Document 3
[bookmark: Text48]     
Or .jpeg: 
  
 

F.  Recruitment flyers or recruitment email texts:
Text:
Document 1
     
Document 2
[bookmark: Text49]     
Document 3
[bookmark: Text50]     
Or .jpeg: 
  
 

G.  Letters of support from the instructor, school, or department (.jpeg): 
  
 

H.  Approval documents for studies conducted off-site from, or with populations from institutions other than, Regis University (.jpeg): 
  
 

H.  Award letters from funding agencies (.jpeg): 
  
 

J.  Thesis or dissertation prospectus:
Text: 
     

IRB Form F (2011-der)
IRB Form F (rev 03/2012-der)
image1.png




image2.png




