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Conflicts of Interest (COI) and Subject Recruitment Incentives: Incentives offered to investigators, research staff or referring physicians constitute a clear conflict of interest.  Incentives may be monetary such as enrollment bonuses, referral or finder’s fees or non-monetary such as an expense paid trip to a resort, professional sports tickets, or other types of gifts.  Generally, incentives are identified as payments that are not contracted payments for work performed.  Competitive enrollment in clinical trials is also a source of ethical concern. Payment for conducting trials on a per capita basis pressures investigators and study staff, and also Contract Research Organizations, to enroll quickly presenting the possibility that certain inclusion/exclusion criteria may be overlooked or coercive enrollment measures may be applied either intentionally or unintentionally.  
Because incentives are becoming a serious concern for human subjects research nationally with some evidence that incentives worth several thousands of dollars per patient are being offered by some sponsors, the DHSP has revised the policy on recruiting methods and enrollment incentives.  DHSP Policy RR-412, is posted in the Policy and Procedure Manual, accessed via the OHR website, 


http://www.jefferson.edu/ohr/irb/handbook.cfm 
The amended policy prohibits the following:

· Entering into a human subjects research agreement that contains an enrollment incentive provision.

· Acceptance of/or a request for an enrollment incentive by the University, its investigators, or subcontractors.

· Fees paid to the researcher or University that exceed the actual costs for recruiting human subjects.

· Bonuses, milestones, or similar forms of additional payments to the researcher or University for timely, early, or over-enrollment of human subjects, for retention of human subjects, or for timely or early IRB approval.

· Use by the sponsor of per subject payment rates that vary based only upon the number of human subjects enrolled, including increased per subject rates paid for over-enrollment of subjects.

· Extra-contractual benefits acquired by the researcher or University such as unrestricted research gifts , medical or office equipment, authorship rights, journal subscriptions, educational stipends, payment of conference fees, software, personal gifts, favors, or similar inducements provided in exchange for enrolling human subjects.

· Payment of referral or finder’s fees in exchange for the referral by a professional of the professional’s patients or clients as potential subjects in human subjects research.

· Obtaining human subjects through recruitment firms or persons whose practices are not consistent with this policy. 

IRB Fees: The fee structure for IRB review of industry-sponsored studies has changed.  As of April 1, 2009 charges for expedited review of new submissions, annual reviews and amendments (excluding changes in personnel) should be written into all contracts as shown in the table below.  IRB charges for full Board Review of new studies, continuing reviews and amendments remain the same. Institution of the new fee structure is based on time and effort of the DHSP staff and IRB chairs to provide comprehensive review that is compliant with Federal and Local regulations. TJU’s fee schedule is consistent with that of other IRBs in the tri-state area.
TYPE of REVIEW






    FEE
	New Study Full Board Review
	$2500

	Full Board Review Amendment
	$750

	Full Board Continuing Review
	$750

	Expedited Review New Study*
	$1000

	Expedited Review Amendment (excluding changes in personnel)*
	$500

	Expedited Continuing Review*
	$500


* represents new changes, fees for full Board reviews have not changed
DHSP invites you to eazUP.  The OHR-20 form that is used for reporting Unanticipated Problems Involving Risks to Subjects and Others has gone electronic!  The new system is called eazUP, for “Electronic Unanticipated Problem.” This system is very similar to the eSAEy system for adverse event reporting. You can access the new eazUP system from the new hyperlink on our homepage at http://www.jefferson.edu/ohr/irb/index.cfm.

As with eSAEy, the eazUP system is open to all users. Please begin using eazUP immediately.
We hope that this new system allows you to be more efficient when submitting reports of unanticipated problems while allowing the DHSP to more efficiently document and track these reports.
Aware for All: Jefferson participated in the 3rd Annual AWARE for All-Philadelphia Clinical Research Education Day on Saturday, March 28, 2009, held at the Bossone Center at Drexel University and sponsored by the Center for Information & Study on Clinical Research Participation (CISCRP). Roseann Talarico, Associate Director of the Clinical Trials Support Office in the OHR, was the prime organizer from TJU and did an excellent job as usual. Collaborating institutions in generating the program were Abington Memorial Hospital, Doylestown Hospital, Drexel University, Fox Chase Cancer Center, CHOP, and TJU/TJUH.  The program hosted over 450 individuals from the local community who learned about participating in clinical research, informed consent, and who received clinical updates concerning research in cancer, infectious diseases and HIV/AIDS, cardiovascular disease and stroke, neurological diseases, diabetes, obesity and metabolic diseases, participation of children in clinical research studies, and personalized medicine. The very excellent keynote address was given by Liz and Jay Scott, parents of Alex of Alex’s Lemonade Stand Foundation for Childhood Cancer. TJU/TJUH was well and ably represented by Drs. William Short, Walter Kraft, Edith Mitchell, Bonita Faulkner, Eugene Kennedy, Stephen Peiper, Rodney Bell, and Mr. John Furlong.  All did a tremendous job and we are grateful to them. Jefferson employees also participated at information booths and we are grateful for the help and commitment of Leslie Padron-Massara, Deborah Weingard, and Dora Posey from the Diabetes Prevention Program and Jennifer Contipodero and Edie Fletcher from Cardiology.
2008 was a Busy Year: During calendar year 2008, the on-campus IRBs reviewed a total of 695 new submissions. The convened Boards reviewed 270 of the studies (38.8%). Three hundred twenty two (322) studies were reviewed using the expedited process (46.3%), and 81 studies qualified for classification as exempt (11.7%). During the year, the DHSP conducted a total of 3047 IRB transactions including 658 SAE reports. The TJU DHSP participates with the National Cancer Institute (NCI) Central IRB (CIRB) that reviews cooperative group studies sponsored by the NCI.  During this reporting year, we reviewed in conjunction with the CIRB, 10 new protocols.  

The Methodist Hospital convened IRB reviewed 4 Phase I studies for Wyeth Pharmaceuticals. The Methodist Board completed 2 continuing reviews, approved 10 amendments to protocols, received and reviewed 15 final reports, 9 reports of adverse events, and reviewed 4 advertisements. The Methodist IRB completed 44 transactions during the reporting period.
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