Form 1

Southern Illinois University Edwardsville (SIUE)

IRB Clinical Trial Application 

for Approval of Research Project Involving Human Subjects

SIUE IRB #___________________
Part I – To be completed by researcher:

 For Clinical Trials Only (if not a clinical trial, use the IRB Regular Protocol form)
	Study Title:
	      

	
	     


A. Principal Investigator(s) information:

	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:
	     

	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:




B. Project Information: (mark all that apply & complete “Funding Information” chart below):
 FORMCHECKBOX 
 Project will be submitted externally for funding 

 FORMCHECKBOX 
 Project will be submitted internally for funding

 FORMCHECKBOX 
 Project will be Industry Sponsored 
 FORMCHECKBOX 
 Project will be Government Sponsored
 FORMCHECKBOX 
 Project will involve a Secondary Institution/Subcontractor 
 FORMCHECKBOX 
 Project will not be submitted for funding
 FORMCHECKBOX 
 Other (specify)_______________________________________________________________
	Notes:
	


	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 STUDY
(Provide a brief statement of the purpose of the research and why human subject participants are necessary.
	


2. Participant Information: Type of Participant Populations & Procedures:
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.) 

Provide a detailed description, including number of subjects, age of subjects and how they are to be selected and recruited.

	     



Describe Use of Special Populations if Applies: (e.g. subjects whose major language is not English, employees, students, mentally incompetent participants, etc.)

3. STUDY DESIGN

Check method of data collection:  (check all that apply)


· Interviews 

· Interviews using audio or video/digital recordings

(If using audio, video, and/or digital recordings, refer to requirements listed in the instruction sheet @ http://www.siue.edu/research/humansubjectsprotection/irb.shtml).  Also complete and submit the Audio/Visual/Digital Recording Release Consent form.
· 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 
· Collection of unidentifiable, discarded teeth
· HIPAA – Collection of participant’s protected health information from hospital files and/or insurance files

(Check all that apply)

	 FORMCHECKBOX 
 Hospital/medical records for in or out patients
	 FORMCHECKBOX 
 Mental health records

	 FORMCHECKBOX 
 Physician/clinic records
	 FORMCHECKBOX 
 Data previously collected for research purposes

	 FORMCHECKBOX 
 Laboratory, pathology and/or radiology results
	 FORMCHECKBOX 
 Billing records

	 FORMCHECKBOX 
 Biological samples
	 FORMCHECKBOX 
 Pharmacy Records

	 FORMCHECKBOX 
 Interviews or questionnaires/health histories
	 FORMCHECKBOX 
 Other.  Please describe:



· Retrospective chart reviews with no identifiers (will not collect name, ss#, date of birth, hospital admission date)
· (must complete the De-Identification Certification form at:  http://www.siue.edu/orp/humansubjectsprotection/hipaa.shtml )
· Retrospective chart reviews with identifiers (will collect name, ss#, date of birth, hospital admission date)
· Other (explain):

STUDY DESIGN Continued:  Provide information about study participants, study duration, and related studies.
 
	 


4. CONFIDENTIALITY (How will data be recorded and stored, is the data sensitive and/or protected health information (HIPAA), what measures will be taken to protect data security?) 

5. 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.

	



  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


C. Other Levels of Review:  Does this study also involve the use of: 

Research Animals

Yes _____     No_____

Biohazardous Materials
Yes _____     No_____

Conflicts of Interest

Yes _____     No_____

Financial Conflict of Interest
Yes _____     No_____

If so, additional compliance review may be needed.  Contact the SIUE Office of Research and Projects at lskelto@siue.edu to confirm.

Part II – Certification – To be Completed by the Researcher:

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.
A. IRB Invoice Information (for industry sponsored projects):

B. Indemnification (source responsible for liability coverage):

C. Signatures:  (NOTE: Signatures are Required)
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.

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

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

Date: ________________________________________________

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

Signature of faculty supervisor (if applicable): ________________________________________________________

Date: ________________________________________________

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

This section must 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:

_____expedited

_____full-board

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

Signature of IRB Chairperson or IRB Designee: ___________________________________________________________

Date: __________________________________________________











































PAGE  
5

