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The Kennedy Krieger Institute (KKI) is committed to the protection of human research subjects.  To that end, the Institute has implemented a pre-review process for all human research protocols submitted to an IRB.

KKI Faculty:  Procedures for Protocol Submission
In order to ensure compliance of human subject activities and ensure compliance with KKI requirements for conduct of research at the Institute, the following pre-IRB submission process is to be followed:

1) All new applications, annual renewals, revisions, amendments, and other communications involving KKI faculty or facilities are to be sent to the office of the Research Compliance Administrator for review before submission to the appropriate IRB.  JHMIRB guidelines and current forms are available on the JHMIRB Home page at http://irb.jhmi.edu.  NOTE: protocols in e-IRB will be automatically routed to KKI.
2)  The KKI Routing Form For Human Use Applications is available on both KKI’s intranet and JHMIRB’s website.  This completed form must be included with all IRB submissions.  The IRB staff has been instructed to return to the Principal Investigator without review any submission delivered to them without this signed routing form.
3)  After the protocol has been reviewed and approved, the Research Compliance Administrator will submit the protocol electronically (or on paper if necessary) to the appropriate IRB.  

4) A copy of the final disposition (approval/disapproval) of each protocol will be sent from the IRB to the PI and the Research Compliance Administrator for retention.

Non-KKI Faculty Using KKI Facilities:  Procedures for Protocol Submission

Human use protocols submitted by faculty from other Institutions (including JHU) using KKI facilities or requesting access to KKI patients are reviewed by the Risk Officer for patient safety and risk prevention.

1) All new applications, annual renewals, revisions, amendments, and other communications involving KKI faculty or facilities are to be sent to the office of the Research Compliance Administrator for review before submission to the appropriate IRB.  JHMIRB guidelines and current forms are available on the JHMIRB Home page at http://irb.jhmi.edu.  NOTE: protocols in e-IRB will be automatically routed to KKI.
2) After review by the Risk Officer, the Research Compliance Administrator will communicate any concerns to the PI.

3) Upon sufficient response from PI, the Research Compliance Administrator will sign the KKI Routing Form For Human Use Applications indicating approval from a patient safety and risk prevention perspective.

4) The protocol will be returned to the PI for delivery to JHMIRB.

Protocols Utilizing the FM Kirby Research Center for Functional Brain Imaging (KRCFBI)
All protocols involving the use of the KRCFBI are reviewed by the Risk Officer for patient safety and risk prevention issues.  An additional review is performed by the KRCFBI Protocol Review Committee for scientific and facilities resources issues.  Forms for this review can be obtained at http://mri.kennedykrieger.org/
The KRCFBI Protocol Review Committee (PRC) is responsible for the review and approval (or disapproval) of protocols for all research uses of the KRCFBI.  This committee supplements, and in no way replaces, the Institutional Review Boards (IRB) of the Kennedy Krieger Institute, the Johns Hopkins University, and the University of Maryland.  New projects must be approved by the PRC and by the Risk Officer of KKI before KKI research administration will endorse their submission to the JHMIRB.  Please note that the Risk Officer of KKI requires the full JHMIRB application for review, not just the KRCFBI PRC application.  Research is not to be conducted within the KRCFBI without approval of the PRC, the Risk Officer of KKI and the IRB.

Each potential study protocol is reviewed to ascertain if a study participant is at an increased health risk that would necessitate the need for advanced medical care:

1.
If the study participant is determined to be at an increased health risk, the decision may be made that the protocol be conducted with a designated physician present during the scan and recovery period.

2.
If the study participant is determined to be at an increased health risk, the decision may be that the protocol not be conducted at the KRCFBI.   The KRCFBI PRC review committee will notify the investigator of the decision.

In the event that an unsafe condition arises, or the safety policy is violated, the PRC has the responsibility to revoke approval of the protocol involved until the condition is corrected.  The Protocol Review Committee Chair and the KRCFBI Risk Officer have this authority pro tempore.

If you have any questions regarding these procedures, please contact KKI’s Research Compliance Administrator at 443-923-9303. 
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APPROVAL FORM FOR HUMAN USE APPLICATIONS
PRINCIPAL INVESTIGATOR:












TITLE OF PROJECT:













APPLICATION TYPE:

   
New

Funding Source:

   
Unfunded

   
Foundation

   
Commercial (on WIRB forms)

   
Federal




Funding Status: 

   
Active:  Award #:












   
Pending




Does the application involve Gene Therapy?

    YES

    NO

   
Renewal




RPN Number: 








Last Approval Date:





   
Amendment




RPN Number:  








Last Approval Date:






   
Termination




RPN Number:






   
Other Correspondence to the IRB

	Principal Investigator


	Date




The attached protocol is approved for submission to the appropriate Institutional Review Board.

	Research Compliance Administrator


	Date










