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Renewal of Jefferson’s full accreditation by the Association for Accreditation of Human Research Protection Programs (AAHRPP):  We are very pleased to announce that TJU’s human research protection program (HRPP) has received renewal of full accreditation for the next 5 years. While the administration of the HRPP is primarily a function of the Office of Human Research and the DHSP, it also requires active engagement of the Office of Research Administration (grants and contracts, Medicare billing analysis), the Office of University Counsel (state and federal law interpretation and Conflict of Interest resolution), and the Office of the President, TJU, for budget considerations and approval of HRPP functions without negative hierarchical influence. TJU’s HRPP is one of only 12 programs in Pennsylvania to be fully accredited.  As of September 9, 2011, there were 234 fully accredited HRPPs world-wide with 228 being in the United States and 6 in other countries.  The vast majority of accredited HRPPs are at hospitals, universities, and VA facilities.
Maintenance of full accreditation is essential to the research effort. In the coming 1-2 years both the federal government and commercial sponsors of human subjects research are likely to require that the clinical research they fund will be done only under the regulatory auspices of fully accredited HRPPs. 
Changes to IRB Training:  Training requirements for our CITI human subjects training program have changed.  The changes, which will be implemented in mid-November, 2011 are as follows:

· Initial (“Basic”) certification will henceforth be required only ONCE and will apply to all new faculty and employees involved in human subjects research. 
· Refresher courses will be required every two years.  Refresher courses will include mandatory introductory completion modules and any 3 of 10 elective modules. Sufficient breadth of topics is available such that you will find modules in your area of research interest.

· The curriculum for initial certification of new faculty and research personnel in the biomedical sciences now incorporates the modules for Good Clinical Practice (GCP).**  Why GCP? The International Conference on Harmonization (ICH) defines the “standard for design, conduct, performance, monitoring, recording, analysis, and reporting of clinical trials that provides assurance that the data and reported results are accurate and that the rights, integrity, and confidentiality of the subjects are protected (GCP 1.24).”  Meeting these standards should be the goal to which all human subjects researchers should aspire. 
· Training or certification in human subjects research and GCP obtained at other institutions may be accepted by Jefferson at the discretion of DHSP personnel. 
**Completion of the GCP modules can count for CME category 1 and CEU credits for a fee paid to CITI. For CME category 1 credits, the fee is $80 for 6 credits and $40 for 4 credits. Six CE credits for psychologists cost $80 and for nursing CEUs, 2 and 4 contact hours cost $40 and $60 respectively.  The CITI website provides additional details on cost and availability of continuing education credits.
DHSP Website Update: For your convenience, we have added in the IRB Reference Documents section of the DHSP home page (see box on right), a link to a spreadsheet that provides IRB training status for investigators, key personnel and others involved in human subjects research. This spreadsheet will be updated weekly. If you have questions about the training spreadsheet, please contact Kate Avender at 215-503-9820. 
IRB Stamp for approved ancillary study materials: As of August 1, 2011, the IRB policy is to NOT enter an end date on approval stamps for ancillary study materials.  An ancillary study material is any interactive document not employed directly in the consent process. Ancillary materials include questionnaires, advertisements, study event calendars, patient diaries, photos of study-related gifts, etc. The IRB stamp on these materials and documents will indicate the date of IRB approval and the expiration date will be “End of Study.” 

For active studies where the IRB stamp on ancillary study materials has a specific expiration date, you may submit relevant materials with the continuing review of the research and approval expiration for these materials and documents will be stamped “End of Study.”
Reporting Serious Adverse Events (SAE) and Unanticipated Problems Involving Risks to Subjects or Others (UAP): We have revised DHSP Policy GA 120 “Policy and Procedure for Reporting and Reviewing Unanticipated Problems Involving Risks to Subjects or Others” and have created the new Guidance G 602 “Reporting Adverse Events and Unanticipated Problems Involving Risks to Subjects or Others.”  
Because there is no national consensus on what constitutes a protocol deviation vs. a protocol violation, we have revised Policy G 120 as follows:


A protocol deviation/violation is a departure from the IRB-approved protocol. Any further definition beyond this is up for debate, as there continues to be national discussion about the use of these terms, and a consensus has not been reached on how these terms should be defined and distinguished from each other. A frequent differentiation is that a deviation does not place subjects at increased risk, whereas a violation does. Our current thinking on the topic is that we do not find the aforementioned differentiation useful because the assignment of risk to an event is a downstream decision. What is germane is that an event has occurred and needs to be assessed, first by the PI, and then by the IRB. Thus, for the current time, we will use the joint term “deviation/violation”, which will capture all events under these terms and will direct all of them to the appropriate reporting channel.

This policy change is also reflected on the OHR-20 eazUP electronic reporting form. Notably, if the UAP or violation/deviation does not involve risk, it should not be reported to the IRB except at the time of continuing review.  Protocol deviations/violations not involving risk may be presented to the IRB in the form of copies of study monitor reports or as spread sheets showing aggregate data.   

Guidance G 602 will hopefully clarify reporting requirements for reporting SAEs and UAPs. Notably, ED visits by research subjects need not be reported as SAEs unless:

· The subject is admitted to the hospital

· The subject is kept in the ED overnight
· The ED visit is probably or definitely related to the study drug
· The ED visit is probably or definitely related to a study device and 
the problem is not listed in the device brochure, protocol or consent form
Compliance Corner:
· Since the last Newsletter there has been one noncompliance incidents. It involved study information being sent to a prospective volunteer and to an investigator, neither of whom had taken IRB training.  The volunteer had not yet been processed through the appropriate Jefferson offices and neither the volunteer nor the investigator had been added to the protocol by amendment.  Please always be sure to submit OHR-12s to the DHSP for review and approval before study activities of any sort are conducted.
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Note:  This and past issues of the IRB Newsletter can be accessed from the DHSP webpage - the link is in the IRB Reference Documents Box.
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