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OBJECTIVE:

The objective of this guidance is to explain procedures to follow regarding expanded or continued use of an investigational product. 

GENERAL DESCRIPTION:

The FDA may allow subjects to receive the investigational product after the controlled clinical trials are completed in order to allow access to the investigational product while the marketing application is being prepared by the sponsor or reviewed by FDA.

Researchers wishing to open an continued/ expanded access protocol may use a central IRB as the IRB of record for the trial.  The PI will submit the appropriate paperwork to the central IRB and the IRB-HSR.  This guidance is written to describe the process of interaction between the IRB-HSR and the central IRB.  If the central IRB to be used is WIRB, please use IRB-HSR AG 19.  If the central IRB to be used is one the National Cancer Institute's central IRB's- please see IRB-HSR AG # 3-18.  If the outside IRB is not WIRB or an NCI IRB- please follow the process in this guidance. 

Devices:  Continued Access
FDA Information
DRUGS  Expanded Access
The term Expanded Access for drugs does not have a separate set of regulations.  Expanded Access is allowed under a Treatment Use IND.  The UVa physician may follow the process for a Treatment Use study- Criteria- see AG 3-12.  

 additional information 

RESPONSIBILITY:

Central IRB Responsibilities:

1. Perform initial review of new protocols.

2. Carry out continuing reviews, reviews of protocol adverse events, protocol amendments, DSMB reports, advertisements and any other documents submitted by the sponsoring Group or Study Chair.

IRB-HSR Responsibilities:

1. Maintain documentation of central IRB decisions. 

2. Ensure that UVA investigators receive proper initial and continuing education on the requirements related to human subject protections.

PROCEDURE:

Preliminary steps:
1. Researcher must notify the IRB-HSR of the central IRB which will be utilized for the expanded access protocol. 

2. If the central IRB to be used is not already on the IRB-HSR FWA, contact the Associate VP for Research to start the process of amending the UVA FWA with OHRP.  
3. Researcher obtains signatures from appropriate personnel at UVA and the central IRB on the IRB Authorization Agreement ( see Appendix  A)  This form should be kept by the PI and the central IRB.  A copy should be sent to the IRB-HSR with the application.  
4. The researcher should contact the School of Medicine /Grants and Contracts office to determine needs.  

New Approval (If protocol does NOT fall under the authority of the Cancer Center)

1. Researcher completes the central IRB Submission Form. 

2. Simultaneously, a protocol information form (Appendix A) is sent to the IRB-HSR.  The IRB-HSR office will confirm current training and send back a training certificate. 

3. All documents are reviewed by the PI.

4. Documents are submitted to the central IRB.

5. Once the central IRB has approved the protocol, the following documents will be submitted to the IRB-HSR within 5 working days:

· central IRB Submission Form

· Sponsor’s protocol

· Approved consent form

· UVA HIPAA Stand-alone Authorization

· IRB-HSR/central IRB Investigator Agreement (Appendix A)

· Documentation of any local committee approvals required (e.g. Radiation Safety Committee, Institutional Biosafety Committee, GCRC)

· Documentation of central IRB approval

· IRB Authorization Agreement ( Appendix A) 

6. Protocol receipt is entered in IRB-HSR IRB Online.  

7. An administrative review by IRB-HSR staff is completed.  IRB-HSR staff verify all documents are in order and approvals from all other applicable committees have been received.  (Appendix A)

8. Enter “Receipt” event in IRB Online.  Write in comment field- (insert name of IRB)  IRB Approval.

9. Enter all applicable information including approval dates in IRB Online.

10. Place a hard copy of all documentation in IRB-HSR file.

11. Documentation of all subsequent approvals from central IRB is to be submitted to IRB-HSR within 5 working days of receipt.

12. IRB-HSR will enter receipt of approvals under the event type “Receipt”. Any applicable dates are to be revised in IRB-HSR Online. 

New Approval (If protocol falls under the authority of the Cancer Center)
1. The Principal Investigator notifies the Cancer Center IRB Coordinator/Study Coordinator of the name of the Expanded Access Trial he/she wishes to open.  

2. The researcher completes the central IRB Submission Form and the consent form using the sponsor's template
3. Simultaneously, a protocol information form (Appendix A) is sent to the IRB-HSR.  The IRB-HSR office will confirm current training and send back a training certificate. 

4. All documents are reviewed by the PI.

5. Documents are submitted to the central IRB.

6. Once the central IRB has approved the protocol, the following documents will be submitted to the IRB-HSR within 5 working days:

· central IRB Submission Form

· Sponsor’s protocol

· Approved consent form

· UVA HIPAA Stand-alone Authorization

· IRB-HSR/central IRB Investigator Agreement (Appendix A)

· PRC application form (Appendix A) 

· Documentation of any local committee approvals required (e.g. Radiation Safety Committee, Institutional Biosafety Committee, GCRC)

· Documentation of central IRB approval

· IRB Authorization Agreement ( Appendix A) 

7. Protocol receipt is entered in IRB-HSR IRB Online.  

8. IRB-HSR staff to add a IRB-HSR # to the PRC Application Form and forward it to the PRC office.

9. An administrative review by IRB-HSR staff is completed.  IRB-HSR staff to verify all documents are in order and approvals from all other applicable committees have been received.  (Appendix A)

10. Enter “Receipt” event in IRB Online.  Write in comment field- ( insert name of IRB)  IRB Approval.

11. Enter all applicable information including approval dates in IRB Online.

12. Place a hard copy of all documentation in IRB-HSR file.

13. Documentation of all subsequent approvals from the central IRB are to be submitted to IRB-HSR within 5 working days of receipt.

14. IRB-HSR will enter receipt of approvals under the event type “Receipt”. Any applicable dates are to be revised in IRB-HSR Online. 

Continuations

1. Upon receipt of a continuation approval from PI/central IRB, IRB-HSR staff will:

· Verify training completion 

· Provide PI with Training Certification

· Enter “Receipt” event in IRB-HSR IRB Online.  Write in comment section “(insert name of IRB)  IRB Continuation Approval”.

· File documents in IRB-HSR file

Modifications

1. Upon receipt of a modification approval from PI/central IRB, IRB-HSR staff will:

· Enter “Receipt” event in IRB-HSR IRB Online.  Write in comment section ““(insert name of IRB) IRB Modification Approval”.

· File documents in IRB-HSR file.

Advertisements

All advertisements will be submitted to central IRB and approved prior to use.

1. Upon receipt of an advertisement approval from PI/central IRB, IRB-HSR staff will:

· Enter “Receipt” event in IRB-HSR IRB Online.  Write in comment section ““(insert name of IRB) IRB Advertisement Approval”.

· File documents in IRB-HSR file.

Protocol Violations and Deviations

The PI is responsible for submitting protocol violations and deviations to the central IRB.

Adverse Events

Adverse events are to be submitted to central IRB by the PI according to central IRB policies. 

DOCUMENTATION:

Hard copies of all approvals and correspondence with the central IRB will be filed in the IRB-HSR office in the protocol file. 

REFERENCES:

"Continued Access to Investigational Devices During PMA Preparation and Review," Blue Book Memorandum, D96-1


Appendix A:  Investigator Information and Forms for Continued/ Expanded Access Protocols.
Appendix B:  Administrative Review Form for Continued /Expanded Access Protocols

