 Carilion Clinic IRB Grant Submission Process 

I.     NIH Grant Applications: New Applications and Competitive Renewals 
1. Contact the Carilion Clinic Office of Sponsored Projects to develop, prepare and submit your grant application to the appropriate agency. Content to be included in the Human Subjects section of the grant application is outlined in Section IV below.
2. When you are notified that your application is in the "fundable range," you should submit the following to the IRB Administrator: 

· One copy of the complete grant application (excluding appendices) 

· One copy of the Table of Contents of Appendices 

· One copy of the IRB Review Form for Grant Applications  
3. The IRB staff will determine if the grant needs expedited or full board review. If the grant meets expedited criteria, no further paperwork is necessary from the investigator.
4. If the grant application needs full board review, the following additional information must be submitted by the investigator by the final deadline for the meeting date:

· A second copy of the complete grant application (excluding appendices)
· A second copy of the Table of Contents of Appendices
· Nineteen additional copies of the IRB Review Form for Grant Applications

5. Before the IRB can approve a Grant Application, all investigators/study coordinators/key personnel must have completed the on-line Collaborative IRB Training Initiative (CITI) and any other required training or education in research.
II. 
All Other Grant Applications: New Applications and Competitive Renewals 
1. Contact the Carilion Clinic Office of Sponsored Projects to develop and prepare your grant application. Content to be included in the Human Subjects section of the grant application is outlined in Section IV below.

2. Check with the sponsor to determine if it requires IRB approval prior to submission of the grant application.
3. If the sponsor will NOT accept a pending approval by the IRB, then submit the following to the IRB Administrator: 
· One copy of the complete grant application (excluding appendices) 

· One copy of the Table of Contents of Appendices 
· One copy of the IRB Review Form for Grant Applications  
4. The IRB staff will determine if the grant needs expedited or full board review. If the grant                 meets expedited criteria, no further paperwork is necessary from the investigator.

5.
If the grant application needs full board review, the following additional information must be submitted by the investigator by the final deadline for the meeting date:

· A second copy of the complete grant application (excluding appendices)
· A second copy of the Table of Contents of Appendices
· Nineteen additional copies of the IRB Review Form for Grant Applications

6. Before the IRB can approve a Grant Application, all investigators/study coordinators/key personnel must have completed the on-line Collaborative IRB Training Initiative (CITI) and any other required training or education in research.
III.
Non-Competitive Continuing Renewals Submit: 
· One copy of original grant application 

· One copy of updated information to be submitted with renewal 

· One copy of the IRB Review Form for Grant Applications
IV.
Content for Human Subjects section of Grant Applications (Section E for NIH)
1.   Protection of Human Subjects 
This section should include: 

· Responsibilities of Principal Investigator (See Section XVI of the IRB Application for a listing of the responsibilities) 

· State it has been reviewed by an IRB compliant with 45CFR46/*21CFR50/ICH/HIPAA 

· State that all subjects will sign an informed consent compliant with 45CFR46/ *21CFR50/ICH/HIPAA 

· State inclusion/exclusion criteria that will protect an inappropriate subject from participating 

· State how you will protect confidentiality (very important in tissue banking/genetic testing protocols) 

· Recruitment - State how you plan to recruit subjects 

· Obtaining consent - How you will provide an informed consent process 

· Verification of Carilion Clinic Federal Wide Assurance # 00006183  

 *Note- only those protocols being done under an IND or IDE should reference 21CFR50. 2. 2. 

2.  Inclusion of Women/ Minorities/Children 
Women, minorities and children must be included in all NIH biomedical and behavioral research involving human subjects in clinical research.  If you are not including them in your protocol make sure you document valid reasons why they will not be included in the protocols affiliated with this grant, even if the protocol has been deemed exempt. 
3. Data and Safety Monitoring Plan (required only if there is an intervention) 
Intervention includes both physical procedures by which data are gathered (for example, venipuncture) and manipulations of the subject or the subject's environment that are performed for research purposes.

Data and Safety Monitoring Plans should include: 

· Adverse Event Reporting 

· Safety Monitoring 

· Safety Data to be Collected 

Adverse Event Reporting 
This section should include: 

· How will adverse events be collected? 

· What is an adverse event for your protocol? 

· What information will be recorded about the adverse event? 

· Reporting requirements to IRB/sponsor. 
Safety Monitoring 
This section should include: 

· Designate who is responsible for overall safety monitoring (PI/DSMB). 

· How often will review of adverse events be done? 

· How will this review be done? 

· How will results of review be shared? 
Safety Data to be Collected 
This section should include a list of labs/tests that will be done to protect subject.  Example: If an investigational drug is being given that is excreted in the kidneys - what tests/labs will be done to monitor kidney function. How often will they be done? Who will monitor results? 
Data and Safety Monitoring Boards (DSMB) 
DSMBs are required by most NIH Institutes for Phase III trials- check with your funding institute to determine their requirement. 
Data and Safety Monitoring Board/Committee (DSMB/DSMC) 
If your protocols will require a DSMB/DSMC, include the following information: 

· Member names with their affiliation/experience 

· Frequency of meetings 

· Frequency of reports 

