Form 1

Southern Illinois University Edwardsville (SIUE)

Application for Approval of Research Project Involving 

Human Subjects
IRB Expedited or Full Board
IRB #___________________
Part I – To be completed by researcher:

Please refer to instructions @ http://www.siue.edu/compliance/human-subjects/index.shtml   
Principal Investigator(s):

	Name:
	
	      Department
	
	E-Mail:
	     

	Mailing Address:
	
	Phone:
	

	Name:
	     
	      Department
	     
	E-Mail:
	     

	Mailing Address:
	     
	Phone:
	     

	Name:
	     
	      Department
	     
	E-Mail:
	     

	Mailing Address:
	     
	Phone:
	     

	Name:
	     
	      Department
	     
	E-Mail:
	     

	Mailing Address:
	     
	Phone:
	     

	Faculty Supervisor (if applicable):
	     
	Department:
	     

	Faculty Supervisor SIUE Email:
	     
	Phone:
	     

	Project Title:
	      

	
	     

	Anticipated start date of project:
	
	end date for entire project::
	


Principal Investigator’s Status: 
 FORMCHECKBOX 
 SIUE faculty 
 FORMCHECKBOX 
 SIUE student 
 FORMCHECKBOX 
 SIUE staff

Researcher not affiliated with SIUE: 
 FORMCHECKBOX 
 faculty 
 FORMCHECKBOX 
 student  
 FORMCHECKBOX 
 staff
 FORMCHECKBOX 
 other

	Affiliation:
	     
	Other:
	     


	Research Site(s)  


	Indicate which of the following are expected sites of investigation (check all appropriate sites):

 FORMCHECKBOX 
 SIUE Edwardsville Campus

 FORMCHECKBOX 
 SIUE Pharmacy School

 FORMCHECKBOX 
 SIUE East St. Louis Campus

 FORMCHECKBOX 
 SIU Medical School

 FORMCHECKBOX 
 SIUE Dental School

 FORMCHECKBOX 
 Other: ________________________________

If any of the investigation is to be conducted at locations off campus, please list locations below:




Project Status (mark as many as appropriate):

 FORMCHECKBOX 
 To be submitted externally for funding (list agency under notes)

 FORMCHECKBOX 
 To be submitted internally for funding (list funding unit under notes)

 FORMCHECKBOX 
 Funded (list unit or agency under notes)

 FORMCHECKBOX 
 Will not be submitted for funding

 FORMCHECKBOX 
 Student independent study (list course title and number under notes)

 FORMCHECKBOX 
 Student thesis proposal

 FORMCHECKBOX 
 Student dissertation proposal

 FORMCHECKBOX 
 Student research project in lieu of thesis

 FORMCHECKBOX 
 Student capstone project
 FORMCHECKBOX 
 Classroom (this option is for faculty only)
 FORMCHECKBOX 
 Other (specify)_______________________________________________________________
	Funding Information:

Specify Funding Source 

By Name:_______________________________________________________________

	1) Are you seeking or have you received funding for this project?    

Yes______    No_______           (check one)

If yes, is it (check one)

_______  Internal funding

________External funding
2) Is the grant federally funded or funded by federal flow-through?  
Yes______    No_______ (check one)
If the grant is federally funded or federal flow-through, you must attach a copy of your proposal narrative.   Attached:  Yes______    No_______ (check one)


	Other Notes:  

	


1. PURPOSE OF THE RESEARCH
(Provide a brief statement regarding the purpose of the research)
	     



2. HUMAN SUBJECT PARTICIPANTS
A.)  Proposed human subject participants are :

(check all that apply)

· Under the age of 18 (specify exact age/age group) ____________________.
· 18 years of age and/or older (specify exact age/age group) ____________________.

· Are any of your participants 90 years  or older?    ______Yes,      _______No

(Note:  Collecting age information from anyone 90 years or older, is considered an identifier under HIPAA regulations when used in conjunction with protected health information (PHI), unless it is aggregated into a single category of age 89 or older.) 
B.) In your own words, tell us step-by-step how you will carry out the research study as it pertains to human subjects (what will the human subjects be doing).

	     



3.  STUDY PROCEDURES
A.) Check method of data collection:  (check all that apply) 
· Interviews 

· Surveys sent by e-mail or the web

(If using web or email surveys, provide detailed information on how confidentiality will be maintained; removal of identifiers, etc.)

· Surveys (other than e-mail or web)

· Observation of public behavior 
· Conducting research involving the use of drugs and/or a medical device
· Collecting blood samples or biological specimens (e.g. saliva, hair, nail clippings, teeth, etc.)

· Planning to use physical sensors that will be close to or applied to the body

· Having the subject exercise or testing muscular strength, body composition, flexibility, etc.
· HIPAA – Collection of participant’s protected health information from hospital files and/or insurance files
· Retrospective chart reviews with no identifiers (will not collect name, ss#, date of birth, hospital admission date)
· Retrospective chart reviews with identifiers (will collect name, ss#, date of birth, hospital admission date)
· Other:











 
	B.) Give a complete description of how human subject participants will be recruited and used in this research. (Note: If subjects will be informed about this study e.g., through a cover letter, statement, or flyers, please provide a copy of such with this application)
     
C.) List each investigator and co-investigator(s) name, including non-siue personnel, who are on the project, and:

1) describe their role on the project:
2) describe their experience/qualifications:
     


	


4. INFORMATION COLLECTION

a. What type of information will be collected?

(Attach a copy of all survey instruments, interview questions, word or activity tests, advertisements, etc. to this application)  

	     



b. Describe the following:

i. Describe how you will have access to this study population (e.g. superintendent at the school, instructor of a class, etc.)
	     



ii. Describe your and any co-investigator’s authorization to review existing data, documents, records or specimens (item b is only applicable to category 4). NOTE:  letters of agreement from cooperating research sites should be included as an appendix (if applicable).
NOTE: If you are paying participants through a 3rd party system, such as Amazon Mechanical Turk, it is your responsibility as the researcher to insure proper payment is made to each participant who begins the survey.  Because participants are able to withdraw from the study at any time without being penalized, they should continue to receive payment..

	     



c. Informed Consent will be obtained from (check one):  

 FORMCHECKBOX 
The subject  
 FORMCHECKBOX 
 Parent or guardian of the subject 

(Attach a copy of your Informed Consent document to this protocol)  (To properly construct the Informed Consent form, refer to our template at: http://www.siue.edu/graduate/funding-compliance-forms.shtml 
d. In addition to parent/guardian Informed Consent requirements, if working with children age 8 or above, attach a copy of your Child Assent form (To properly construct the Child Assent Form, refer to our model at (fill in the website)

e. If working with protected health information (PHI), attach a copy of any necessary HIPAA Authorization form, or a Waiver of HIPAA Authorization form.  (To properly construct either Form, refer to our models at (fill in website)
f. If working with retrospective chart reviews with no identifiers you must complete the De-Identification Certification form at:  http://www.siue.edu/graduate/pdf/HIPAA_De-identification_Cert_102412.docx
g. If using audio, video, and/or digital recordings, complete and submit the Audio/Visual/Digital Recording Release Consent form. http://www.siue.edu/graduate/funding-compliance-forms.shtml 
h. Will demographic information be collected?        FORMCHECKBOX 
 Yes             FORMCHECKBOX 
 No        (check one) 
List all demographic information that will be collected (e.g., age, sex, income etc.)
	     



i. How will the identity of subjects and/or their responses be recorded?

 FORMCHECKBOX 
 Anonymous (direct identifiers, such as names of subjects, or indirect identifiers, such as codes, are never recorded with the research data and therefore cannot be linked to the subjects).  Describe how the information will be recorded anonymously.
	     



  Or

 FORMCHECKBOX 
 Confidential (coding or security measures are in place to protect the privacy of individual subjects).  Describe the steps you will take to maintain confidentiality, including the identity of the subjects, their responses, and any data that you obtain from private records and/or capture on audiotape or videotape.  If audio or video taping subjects, describe the disposition of the data and/or the tapes once the study has been completed.
	     



j. For what purpose is the information being collected (e.g., publication, thesis)?
	     



k. Data Security
All information must be stored using at least two of the following safeguards: (If you are using both electronic data and hardcopy data, you will need two safeguards for each type) (The IRB recommends that data, including Informed Consent Forms be kept centrally in a SIUE Department in a locked cabinet.)

Electronic Data: (mark at least two that apply or select “not applicable”)*
	 FORMCHECKBOX 

	secure network (e.g. firewall)

	 FORMCHECKBOX 

	password access

	 FORMCHECKBOX 

	data recorded anonymously

	 FORMCHECKBOX 

	coded, with master list kept as a hardcopy or on a secure network (confidential)

	 FORMCHECKBOX 

	not applicable

	 FORMCHECKBOX 

	other. Please specify:      


* The location where I will store my electronic data will be (provide exact location e.g. office, classroom, hospital, building name or number, include room number, etc.)?__________________________________________________________________________

___________________________________________________________________________________________________________
Hardcopy data: (mark at least two that apply or select “not applicable”)**
	 FORMCHECKBOX 

	locked suite at SIUE

	 FORMCHECKBOX 

	locked office at SIUE

	 FORMCHECKBOX 

	locked file cabinet at SIUE

	 FORMCHECKBOX 

	data recorded anonymously

	 FORMCHECKBOX 

	data coded by PI or research team with a master list secured and kept separately (confidential)

	 FORMCHECKBOX 

	24 Hour personal supervision 

	 FORMCHECKBOX 

	not applicable

	 FORMCHECKBOX 

	other.  (Please specify):      


**The location where I will store my hardcopy data will be (provide exact location e.g. office, classroom, hospital, building name or number, include room number, etc.)?___________________________________________________________________________

___________________________________________________________________________________________________________
5. BENEFITS:
Give description of benefits to the subjects and/or society.
	     



6. RISKS:
Describe all risks to subjects, including physical, psychological, and emotional risks as well as risks to subjects' dignity and self respect. Describe all measures to be taken to protect the subjects from risk. (e.g. access to emergency medical treatment, counseling services etc.) – Use additional page if necessary.

	     



For all research studies:


  Submit this application with the following materials, if applicable: 
 FORMCHECKBOX 
 Questionnaires, interview questions

 FORMCHECKBOX 
 Data collection sheets (e.g. a list or spreadsheet of the questions or data elements to be collected or studied).  
 FORMCHECKBOX 
 Recruitment materials (flyers, advertisements)

 FORMCHECKBOX 
 Telephone, Facebook, Twitter, or blogscripts

 FORMCHECKBOX 
 Cover letters or recruitment statement to subjects

 FORMCHECKBOX 
 Letters of cooperation from other sites.

 FORMCHECKBOX 
 HIPAA related materials (e.g. De-Identification Certification Form; HIPAA Authorization Form, HIPAA Waiver of Authorization Form))
 FORMCHECKBOX 
 Documentation that all investigators on this project have completed IRB CITI training for human subjects protection. 

 FORMCHECKBOX 
 Documentation of external IRB approval from other sites where research is conducted


Certification:

In making this application, I certify that I have read and do understand the policies and procedures governing research with human subjects, and that I fully intend to comply with them. I further acknowledge my responsibility to report significant changes in the procedural summary prior to making these changes.

If the research project is approved I will retain all documents and records of my subjects for three years following the subjects' participation. At least annually and at the completion of my research, I will be expected to submit a statement indicating that the study was conducted as described in the proposal and that no other significant changes were instituted (Form 3), if required.
If student-initiated (student PI) research could result in the physical, mental, or emotional harm of a person or physical damage to property, the student will need to obtain insurance and provide proof of that insurance to the Compliance Coordinator prior to protocol approval.
 
The SIU Risk Management Office provides information regarding potential sources of insurance at http://siusystem.edu/risk-management/insurance-related-policies.shtml and the required coverage at http://siusystem.edu/risk-management/insurancereq.shtml.  
 
For questions, contact SIU Legal Counsel (Jennifer Wagner at jennwag@siue.edu or 618-650-2455) or SIU Risk Management at 618-536-3331.
NOTE:   Signatures are Required. __________________________________________________________________________________________________________

Signature(s) of principal investigator(s): ____________________________________________________________

Date: ________________________________________________

Signature of faculty supervisor (if applicable): ________________________________________________________

Date: ________________________________________________

*********************************************************************************************

Part II -- To be completed by department chair/head (or other designated school / college / department representative):

I have reviewed this proposed research for ethical considerations and scientific merit. I recommend that it be:

 FORMCHECKBOX 
  approved 
 FORMCHECKBOX 
 not approved.
(check one)

Signature of Department Chair/Head: ____________________________________________________________________

Date: _________________________________________________

School/College/Department: _________________________________________

*********************************************************************************************

PART III -- To be completed by the IRB:

	
	For IRB Office Use Only


	IRB#:  ___________________



	The proposed research has been reviewed by the Institutional Review Board (IRB). According to the

Federal common rule regulation.

This project meets the criteria for:

_____exempt

_____expedited

_____full-board

research under 45 CFR 46._______ category(ies): __(      )__________

Signature of IRB Chairperson or IRB Designee: ___________________________________________________________

Date: __________________________________________________
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