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INSTITUTIONAL REVIEW BOARD ON HUMAN SUBJECTS (IRB)

PROPOSAL APPLICATION FORM









IRB ID No. 


 _____
Typed Submission Required

                           
     (for internal use)

Review Requested:
Exempt:            

Review Assigned:
    Exempt
 FORMCHECKBOX 


Expedited:       




    Expedited
 FORMCHECKBOX 


Full:                 



  
    Full

 FORMCHECKBOX 

Date of Reques FILLIN  \* MERGEFORMAT t       

Part I. RESEARCH AND PROJECT INFORMATION
(   )FACULTY/STAFF INVESTIGATOR OR 

(   )SPONSOR (This information is required)

Name:          

Department:           College/Administrative Office:            E-Mail Address:     
Campus Address (Bldg.):           Tel.:        
Has Faculty/Staff Investigator received training and education in the Responsible Conduct of Research with human subjects in the last three years?

yes  FORMCHECKBOX 
  no  FORMCHECKBOX 

If yes please provide documentation. 

The University of Rhode Island requires renewed training documentation for those researchers who have not completed training in the last three years.  For training opportunities researchers should visit the URI web site:

http://www.uri.edu/research/compliance/educandtrain.htm
URI Tutorial
(   )STUDENT  or 

(   )Co-INVESTIGATOR

Name:         
     E-mail address:      
Home Address:         
City:       State:     Zip:        Tel:         
Student:  Please indicate where correspondence should be sent:  Department  FORMCHECKBOX 
   Home  FORMCHECKBOX 

Dissertation / Thesis Proposal?    Yes   FORMCHECKBOX 
   No    FORMCHECKBOX 

(Student investigators using data for thesis or dissertation please submit thesis or dissertation proposal with this Application Form.)

Has Student or (Co-) Investigator received training and education in the Responsible Conduct of Research with human subjects in the last three years?

yes  FORMCHECKBOX 
  no  FORMCHECKBOX 

If yes please provide documentation. 

TheUniversity of Rhode Island requires renewed training documentation for those researchers who have not completed training in the last three years.  For training opportunities researchers should visit the URI web site:

http://www.uri.edu/research/compliance/educandtrain.htm
URI Tutorial
Project Title:        
Grant Title if different from Project Title:       
Project start date:          end date:        
Will this be an externally funded project?       Yes            No

If yes, complete the following:
            

PHS Funded?       Yes           No

Funding Source:         

Is this a sub-contract?        If yes, what is the direct source of funding to the University?     
Amount:         
Proposal Log No. (if applicable):      
Study Location: Where will data collection take place? (e.g. university, agency, hospital, shopping mall)           

If the research involves a collaborating agency, institution, school district, etc., a letter of agreement to participate in the research (on letterhead) is required.   If the collaborating agency has an IRB, a copy of that agency's IRB approval is required.

List all collaborating institutions and/or investigators.

     
Independent investigators that are not employees of this Institution or of another institution with a Federalwide Assurance (FWA) must sign a formal written agreement of commitment to follow the human subject protection policies of this Institution.  If collaborating with another institution that institution must have its own FWA.

EDUCATION CERTIFICTION
Please list below  all key personnel and student investigators involved in the design and conduct of the research.  All personnel listed are responsible for submitting proof of having received training and education in the responsible conduct of research involving human subjects. 

     
Part II. HUMAN SUBJECT INFORMATION
Number of subjects expected to participate:      
Age range of subjects to be enrolled:       
Briefly describe subject population:      
Are any vulnerable populations to be recruited for this project?  (Check all that apply.)

 FORMCHECKBOX 
Children (17 or under)    FORMCHECKBOX 
Prisoners
 FORMCHECKBOX 
Pregnant Women
 FORMCHECKBOX 
Elderly
 FORMCHECKBOX 
others

If "other" please explain:       
Does the research involve (Check all that apply): 


 FORMCHECKBOX 
Use of private records (e.g. medical, educational financial) 


 FORMCHECKBOX 
Possible invasion of privacy of subject or subject's family  


 FORMCHECKBOX 
Deception  


 FORMCHECKBOX 
Deprivation of physiological requirements such as sleep or food  


 FORMCHECKBOX 
Surveys requesting disclosure of sensitive information or illegal activities  


 FORMCHECKBOX 
Diet and exercise interventions  


 FORMCHECKBOX 
Presentations of materials that might cause stress to a particular population  


 FORMCHECKBOX 
Infectious or hazardous materials  


 FORMCHECKBOX 
Risks to job security or financial stability  


 FORMCHECKBOX 
Invasive medical procedures other than blood draws  


 FORMCHECKBOX 
Blood draws 


 FORMCHECKBOX 
Investigational New Drug


 FORMCHECKBOX 
Investigational New Device


Other (please describe)      

Informed Consent Information
If non-English speaking subjects will be enrolled, a consent form should be prepared in both the foreign language and in English.  Please provide the name/credentials of the person who will do the translations.       
Describe the process you will use to recruit participants, inform them of their role in the study, and obtain their informed consent (See IRB Polices and Procedures for guidance about the elements of informed consent):       
Is Investigator requesting waiver of any of the elements of informed consent? (See IRB Polices and Procedures for guidance about the elements of informed consent)    Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 


If yes, explain:       
Is Investigator requesting waiver of documentation (signature) of informed consent?  

Yes   FORMCHECKBOX 
  No   FORMCHECKBOX 

This means you will provide subjects with a consent document or letter containing all required elements of a consent form, but will not collect the signed forms. 

To qualify for this waiver it must the case that (check one)

 FORMCHECKBOX 
1. The research is of minimal risk and includes no procedures that would normally require

                written consent outside of the research context 




OR  

 FORMCHECKBOX 
2.  The only record linking the subject to the data would be the signed consent document, and  the principal risk or harm of the research would be a breach of confidentiality.


Privacy and Confidentiality


Will there be a link between data collected and subject identity?  Please be specific.( e.g. direct link, code, id #'s)      
Describe the provisions made to maintain anonymity and/or confidentiality of data collected.  Include the final disposition of data, where it will be stored, how it will be secured and who will have access to the data.        
Will the results of this research be publicly disseminated?  (e.g. thesis, dissertation, publication, presentation that is not internal)        
Is Investigator requesting authorization for use and disclosure of Protected Health Information (PHI) from a covered entity? (Ex. Hospital, pharmacy, physician office)    Yes  FORMCHECKBOX 
No  FORMCHECKBOX 

Is Investigator requesting waiver of authorization for use and disclosure of PHI?  Yes  FORMCHECKBOX 
No  FORMCHECKBOX 

If Yes, please fill out and submit a form requesting Waiver of Authorization for review of Protected Health Information.

Part II. ASSURANCES 

University of Rhode Island

ASSURANCE STATEMENT
I CERTIFY as follows concerning the above named research proposal 

I have read and am familiar with the University of Rhode Island's "Policies and Procedures Manual for Human Subject Protection."

The rights and welfare of the subjects will be adequately protected.

Risks or discomfort (if any) to subject(s) have been clearly indicated and it has been shown how they are outweighed by potential benefits to the subject or by the importance of the knowledge to be gained.

The informed consent of subjects will be obtained by appropriate methods that meet the requirements of the University's general assurance procedures.

Any proposed changes in research activity will be reported to the IRB.   Those changes may not be initiated without IRB review and approval except where necessary to eliminate apparent immediate hazard to the subjects.

Any unanticipated problems involving risks to human subjects or others will be reported to the IRB immediately.

Signature: ________________________________date:________________

Faculty/Staff Investigator or Sponsor 
Signature: ________________________________date:________________

Co-investigator (if applicable)
Signature:________________________________date:_________________

Student Investigator
Acknowledgement 

Signature:________________________________date:_________________

Department Chair or Dean
PLEASE PRINT NAME   _______________________________________

Part III. CONFLICT OF INTEREST INFORMATION
A conflict of interest exists when financial considerations or publication rights compromise or have the appearance of compromising one’s professional judgment and independence in the design, conduct or publication of research.

· Does this study evaluate a drug, a device, a test for disease, or a product?

Yes  FORMCHECKBOX 
   No   FORMCHECKBOX 



IF YES:

Do you (or any member of your immediate family) own stock, shares, or have other investments in the product or company owning, manufacturing, or developing the drug, device, test, or product exceeding $10,000 or 5% ownership during the conduct of the research or within one year of the termination of the research study?
Yes  FORMCHECKBOX 
  No   FORMCHECKBOX 


If yes, please complete the Conflict of Interest Disclosure Form
·  Do you receive any remuneration from the manufacturer or developer or owner of the device, drug, test, or product being evaluated?
Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


If yes, please complete the Conflict of Interest Disclosure Form

· Are you serving as a paid consultant or speaker on behalf of the sponsor of your research?
Are you paid more than $10,000/yr for your services?
Yes  FORMCHECKBOX 
  No   FORMCHECKBOX 

If yes, please complete the Conflict of Interest Disclosure Form
Directions for Submissions

Assessment of Minimal Risk:  The magnitude and probability of harm or discomfort anticipated in the research are not greater in and of themselves from those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests

EXEMPT REVIEW-SUBMISSION REQUIREMENTS (Please Note: exempt research must be minimal risk research)

In making the request for exempt review, submit:

· A letter by the principal investigator indicating why the exemption should be granted, citing which of the six published reasons for exemption applies.   In the case of a student, the letter should either be written by or endorsed by the student's major advisor and / or chairperson of the department in which the student is enrolled.

· Two copies of the research proposal (if student, include the original Thesis/Dissertation Approval Sheet).

· A completed IRB Proposal Application Form 

Applications will only be processed if the correct forms(latest versions) are used.
· A summary of the project, in layman's terms, including a statement concerning the diversity of the subjects or a reason for exemption.  (See section on Diversity in Research).

· An Assurance Statement (Part II of the Application Form) signed by the Principal Investigator, Student Investigator, and the Chairperson of the department.

· If the research involves a cooperating agency, institution, school district, etc., a letter of agreement to participate in the research (on letterhead) is required.   If the cooperating agency has an IRB, a copy of that agency's IRB approval is required.   Research that is to be conducted in foreign countries requires a letter of agreement from an appropriate official or cooperating institution.  Use of secondary data that is not publicly available needs a prior IRB approval number or a letter from a person in authority granting permission to use the data.

· If appropriate, submit a copy of surveys, questionnaires, sample interview questions, and flyers. 

· Copies of informed consent documents. 

· Use of secondary data that is not publicly available needs a prior IRB approval number or a letter granting permission to use the data.

· Documentation of Training and Education in the Responsible Conduct of Research involving human subject participants for all key personnel.

EXPEDITED REVIEW-SUBMISSION REQUIREMENTS REQUIREMENTS (Please Note: expedited research must be minimal risk research)

· Two (2) completed research proposals (ex. thesis, dissertation, or sponsored research grant proposal) less any appended material not necessary to an understanding of the project, (if student, include the original Thesis/Dissertation Approval Sheet).

Two copies of the following:


· A Proposal Application Form.
Applications will only be processed if the correct forms(latest versions)  are used.
· A summary of the project.

· A statement concerning the diversity of the subjects or a reason for exemption (see the URI Policies and Procedures for Human Subject Protection section on Diversity in Research).

· A signed Assurance Statement (Part II of Application Form).

· A copy of any survey, questionnaire, sample interview questions, and flyers or advertisements. 

· Copies of all informed consent documents to be used.

· If the research involves a cooperating agency, institution, school district, etc., a letter of agreement to participate in the research (on letterhead) is required.   If the cooperating agency has an IRB, a copy of that agency's IRB approval is required.   Research that is to be conducted in foreign countries requires a letter of agreement from an appropriate official or cooperating institution.  Use of secondary data that is not publicly available needs a prior IRB approval number or a letter from a person in authority granting permission to use the data.

· Documentation of Training and Education in the Responsible Conduct of Research involving human subject participants for all key personnel.

Completed Applications will be forwarded to the chairperson of the IRB.  The Chair of the IRB or a designated experienced IRB member will review the application.  If the proposal involves minors, then the Chair and a designated IRB member whose specialty involves either working with or studying children will review the material.

In either event, the Chair of the IRB will prepare an Action Report, indicating the outcome of the review, to be submitted to the Director of Compliance.  The Director of Compliance will notify the principal investigator of the decision.

FULL COMMITTEE REVIEW (more than minimal risk)

If neither of the streamlined reviews is possible, the proposal must be reviewed by the convened Institutional Review Board, which meets monthly. 

If it is determined that a student's research proposal will require Full Board review, that student's major professor or a member of the student's research committee must accompany the student to the IRB meeting.

Material for full committee review must be submitted at least two weeks prior to the monthly meeting (see IRB meeting schedule at http://www.uri.edu/research/compliance/newirb.htm). 

 The Office of Compliance will require from the principal investigator:

SUBMISSION REQUIREMENTS:

· Two (2) completed research proposals (ex. thesis, dissertation, or sponsored research grant proposal) less any appended material not necessary to an understanding of the project, (if student, include the original Thesis/Dissertation Approval Sheet).

Eighteen (18 ) copies of the following:

· A Proposal Application Form with required information provided.  Applications will only be processed if the correct forms (latest versions) are used.

· A summary of the project in layman's terms.

· A statement concerning the diversity of the subjects or a reason for exemption (see the URI Policies and Procedures for Human Subject Protection section on Diversity in Research).

· A signed Assurance Statement (Part II of Application Form).

· A copy of any survey, questionnaire, sample interview questions, and flyers or advertisements. 

· Copies of informed consent(s) to used.  The informed consent documents should be written in language comprehensible to the subject.

· If the research involves a cooperating agency, institution, school district, etc., a letter of agreement to participate in the research (on letterhead) is required.  Research that is to be conducted in foreign countries requires a letter of agreement from an appropriate official or cooperating institution.  If the cooperating agency has an IRB, a copy of that agency's IRB approval is required.

· Documentation of Training and Education in the Responsible Conduct of Research involving human subject participants for all key personnel.
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