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AAHRPP Renewal:  We have completed our application for renewal of Jefferson’s accreditation by the Association for Accreditation of Human Research Protection Programs.  AAHRPP accepted the application and will conduct a site visit on March 15-17. The application, site visit findings, and any necessary responses will then be reviewed by the AAHRPP council for accreditation in June. We are confident that full accreditation will be renewed for Jefferson.  
We are grateful for the input of the ORA and Office of University Counsel in the re-accreditation process. We also greatly appreciate the participation and support of the more than 60 Jefferson administrators, faculty, key personnel and other TJU and Hospital employees who have agreed to participate in the AAHRPP site visit. These personnel will be interviewed by site auditors regarding their roles in and experiences and understanding of the IRB review and oversight processes and the human research protection program (HRPP) as a whole.
Updated IRB Policy Manual:  As a result of the AAHRPP renewal application, there are four new policies and revisions to several other policies. New policies include those on training of investigators (GA-133), internationally conducted (transnational) research (SC-509), review of research using investigational drugs or devices (RR-413), and a policy on ordering, distributing, storing, and inventory of investigational devices (G-617).  The DHSP policy and procedure manual can be accessed from the DHSP web page shown below. Once on the page, click on “Policy and Procedure Handbook.”
http://www.jefferson.edu/human_research/irb/index.cfm  


While visiting the Policy and Procedure Manual you may want to review those policies that are directly relevant to your research.
Updated Forms: The OHR-2 and OHR-3 forms have been revised to provide more guidance in those questions pertaining to storage of PHI and are now in agreement with Jefferson Policy #122.35, “Wireless and Portable Device Security Policy.” See OHR-2 (version 1/11), Part A, #8 and OHR-3 (version 1/11), #7. We hope these questions will help you think through your data storage and protection plans.
Continuing Review (CR) of Expired Studies: According to recent OHRP guidance on continuing reviews (dated 11/10/10), continuing review submissions that are not reviewed prior to expiration DO NOT have to be resubmitted as NEW/FULL, but rather can be reviewed as continuing review. The guidance states: “When IRB approval of an ongoing research project lapses and the investigator wants to continue the project, the IRB should complete continuing review for the project as soon as possible.”  
While OHRP does not impose a time limit for submission of the CR, if we do not receive the CR submission within 6 weeks following the expiration date and no communication from the PI has been received, the study will be administratively deactivated. 
Expired studies should be submitted like any other CR, but with a memo including a statement indicating that the study expired, and a confirmation that no subjects were enrolled after the expiration date, or an explanation if they were (e.g., study treatment was medically necessary). 
Human Subjects Research Training and IRB Review:  New protocols received with PIs, Co-Investigators, or key personnel not up-to-date with human subjects research training are not assigned for IRB review and are held in the IRB office until training is complete.  
In order to maintain study continuity, continuing reviews are not withheld for review for training issues. However, upon notification from the IRB office study personnel must complete training immediately. Release of the continuing review approval letter may be held for this reason. Alternatively, study personnel who have not completed necessary training can be removed from the study by amendment until such training has been completed. If a PI for an on-going study has not completed appropriate training, it may be necessary to temporarily replace him or her until the training has been completed.

What’s the take-home? Check on your study personnel’s training status *prior* to submitting a new or continuing review protocol to the IRB.  You can save yourself much time and effort in doing this. 
Good Clinical Practice (GCP) Training:  Some sponsors are requesting that coordinators and investigators provide proof of having completed training in GCP.  While GCP is not a required part of Jefferson’s human subjects training, CITI does offer an elective module for GCP that takes about 2 hours to complete.  Individuals can print out a list of modules they have completed and present it to a sponsor.  Contact Kathleen Avender at 215-503-9820 with questions.
How to Speed Up the IRB Process and Get Your Studies Enrolling:  Here are some simple measures you can implement:
· Consult the “Overview of IRB submissions” document on the forms page of the DHSP website in order to check what should be included in your submission to ensure it is complete. Always use the CURRENT versions of forms on the DHSP website forms page. Submissions employing outdated forms will be returned!
· Don’t wait for notice from the IRB that your training is incomplete or outdated - check it yourself on the CITI website! 
· If you are preparing an investigator-initiated trial (IIT) for IRB submission, pay serious attention to the protocol template on the forms page of the DHSP website.
· If you are preparing a cancer-related IIT, use the protocol template provided by the CRMO.
· Ask a colleague to provide a thorough, independent pre-IRB submission scientific review of the protocol for any IIT. The review should address
· Hypothesis

· Study design

· Feasibility

· Statistical applications
· Inclusion/exclusion criteria

· Stopping rules

· Apply for an IND# or IDE# if necessary for your study.
· Present a package without cut and paste errors
· Ensure submission is complete - include advertisements, questionnaires, and other ancillary material.
· Use TJU consent form (OHR-8) template language - show the template to your sponsor prior to submission.
· Make sure the PI actually reads the OHR-2 and consent form! S/he may find avoidable errors that can be corrected before IRB review.
Remember also that you may submit to the IRB and ORA simultaneously. ORA can negotiate various aspects of the contract and budget while the IRB review takes place but won’t actually sign the contract until IRB approval is documented.

Compliance Corner: This is a scary new feature of the IRB Newsletter (hence, the scary font!) and will be included in each issue going forward. We want to apprise Jefferson personnel of noncompliance issues or certain unanticipated problems involving risk to subjects or others that have come to the attention of the DHSP. Don’t let these problems happen in your study! Follow the recommendations we have provided and you can avoid appearing in the next edition of…Compliance Corner! 
· Stolen study records:  Please make sure your study files are secure and that unauthorized access is prevented. Locks on doors to rooms where research documents are housed should not work with department master keys. If necessary, have key pad locks installed on doors.  Study records should be kept in a locked cabinet inside of a locked room.
· Use of telephone consent process without IRB approval; All changes to protocol, consent form or the consenting process must be approved by the IRB before implementation.
· Failure to report SAEs in a timely fashion; Please review DHSP Policy GA 120 for definitions and timelines.
· Use of consent forms that were not stamped and proceeding with a project without having the IRB approval letter in hand.  No study may begin until the IRB approval letter has been picked up from the IRB office. When written consent is required, subjects must sign a consent form with the IRB stamp on the first and last pages indicating the approval and expiration dates of the study. 
__________________________________________________

Note:  This and past issues of the IRB Newsletter can be accessed from the DHSP webpage - the link is in the box on the right side of the page.
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