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ORA Budgeting Services and Medicare Coverage Analysis

TJU/TJUH policy now requires that all sponsored clinical trials use ORA’s budgeting services.  Budget development can be completely done by the ORA specialists or it can be a combined effort of ORA, the PI and department administrators or research coordinators.  The combined approach is best since it ensures the best possible financial outcome for the PI, his/her department and the University/Hospital. Often there is a back-and forth between ORA and the PI’s team to ensure that the most favorable agreement with the sponsor ensues.  For clinical trials, TJUH departments and JUP have provided itemizations of costs for tests, services and professional fees based on CPT codes.  These have been agreed on by Hospital and JUP administration. These costs are uniform and are not negotiable from study to study. The budget developed for any sponsored research will be compliant with federal regulations and Medicare billing.

There is no charge to the Principal Investigator or Department for ORA budgeting services and Incorporating budgeting services with the other centralized services in ORA saves the PI and Study coordinator/administrator valuable time and effort.

The ORA Budget Specialist in concert with the ORA Contract Administrator can provide you and your study team with the following services:

· Develop and negotiate budgets -- now open to all -- for industry-sponsored clinical research to ensure:

· funding will cover all research charges 

· time and effort accuracy
· any hidden charges for events, items and services that may not have been stated in the protocol are covered.

· Review clinical trial prime and sub-awards from various granting agencies, including foundations and other universities.

· Propose and negotiate budget amendments at the request of the PI or delegated staff.

· Prepare Medicare coverage analyses (MCA) for all clinical trials to develop a plan for billing compliance.

· Prepare and submit, when required, Investigational Device Exemption (IDE) petitions to Medicare to ensure coverage and billing compliance.

The Budget Specialist works closely with the ORA Contract Administrator, Pre- and Post-Award Administrators, Billing and Compliance to ensure that investigators are provided with an integrated and seamless panel of services across Research Management.  

To request assistance, receive more information, or provide feedback about these services, please contact:

· Brian Kuhlmann (215-503-9797; brian.kuhlmann@jefferson.edu) 

· Silvia Vaccino-Salvadore (215-503-5645; silvia.vaccino@jefferson.edu)

· Michele Cordero-Boligitz (215-503-2056; michele.cordero-boligitz@jefferson.edu)

· You may also contact budget services through your department/division Contracts Administrator.

All of Jefferson’s research support offices are committed to continuous quality improvement - refining and enhancing our services so that they are high-quality, timely and cost-effective for investigators, administrators and sponsors.

Research Study Information for In-Patient Charts

Hospital Policy #121.18 “Research Documentation in Medical Records” was developed to promote patient safety and to facilitate continuity of care by alerting clinical providers of a patients’ involvement in a research study and what IRB-approved research interventions may occur.

This policy applies to all Principal Investigators and Research Key Personnel having patient interaction in any facility of Thomas Jefferson University Hospitals, Inc. It covers clinical interventions pursuant to IRB-approved research protocols involving any patient interaction. The trial intervention may include one or more of the following: observation, treatment, prevention, screening activities, supportive care or diagnostics for research purposes.

 

The required minimum elements to be contained in the medical record include:

1. Institutional Review Board (IRB) control number 

2. Principal Investigator’s phone and pager numbers 

3. Study Coordinator’s phone and pager numbers 

4. Date of patient enrollment in study and expected length of participation 

5. Appropriate IRB-approved research consent form 

6. Sufficient additional information to enable prompt and appropriate response to unexpected changes in patient status, e.g. 

· Known side effects of and untoward reactions to study drugs/devices similar to a proprietary study drug/device. If none is known because of insufficient prior use, a clear statement to that effect. 

· A schedule and documentation of specific research interventions for the current episode of care.

· Hospital billing calendar for research study interventions. 

 

This information will be kept in a separate section of the patient chart labeled “Research.”

  

Principal Investigators and all Research Key Personnel admitting patients for research or conducting research at TJUH must follow all applicable medical record documentation requirements for their research subjects (whether inpatient or outpatient). If another attending physician is providing clinical care to the research subject, the Principal Investigator is only required to document the research activities in the designated section(s) of the medical record. 

 

There is also a research summary form attached to the policy that can be printed or downloaded to your computer, completed and placed in the patient record.

It is not yet determined how this information will be incorporated into the EMRs of Hospital or JUP patients.

Using Human Tissue in Your Research
Federal Regulations at 45 CFR 46.102 (f) states that obtaining identifiable private information or identifiable specimens for research purposes constitutes human subjects research. Therefore all research involving human tissue, no matter what the source, requires at the least IRB review, if not IRB approval. Tissue includes everything from whole organs to sub-cellular components such as DNA and RNA. 
If your study uses human tissue AND does not include interaction with research subjects, please submit:

· OHR-15 for retrospective (existing tissue) or prospective collections of tissue from tissue banks or other sources where PI needs identifiers, or for collection of discarded tissue.

· OHR-16 for retrospective or prospective collections of tissue from tissue banks or other sources for genetic research.

· OHR-18 for retrospective only collections of tissue where PI immediately de-identifies the tissue upon collection (thereby allowing for no future re-identification).

· OHR-19 for retrospective or prospective collections of tissue (including commercially available tissue) where PI and key personnel are given coded or anonymous specimens and will never be given access to identifiers. This is established through agreement with the provider of the specimens.
Please be aware that permission to obtain human tissue from the IRB is necessary but NOT sufficient for determination of what is done with that tissue. In particular, tissue is NOT to be distributed to any third party, including commercial or academic entities, without the investigator obtaining approved Material Transfer Agreements (MTA), whether in the context of a sponsored research agreement or as a stand-alone MTA. 

Aware for All
Another successful annual Aware for All Clinical Research Education Day was held on Saturday, March 20, 2010 at Temple University. About 250 people attended to learn more about clinical research and listen to and talk with coordinators and investigators from Jefferson, Temple, Drexel, Fox Chase Cancer Center, CHOP, and other Delaware Valley institutions.  Roe Talarico did a tremendous job helping the parent organization, CISCRP (Center for Information and Study on Clinical Research Participation, www.ciscrp.org) plan the agenda, find the speakers and generally organize the day. We are grateful to the following individuals for attending and being part of this very important endeavor.  Drs. Christopher Chambers, Serge Jabbour, Gregory Mokrynski, Robert Winn, and Mr. Kyle Conner, made excellent educational presentations on H1N1 vaccine and HPV vaccine research, diabetes, metabolic disease and obesity, and healthy volunteers in research studies.  We are also grateful for the participation of the following Jefferson Research Nurses and Clinical Coordinators: Leslie Padron-Massara and Dora Posey from the Diabetes Research Center; Alma Villasin and Megan Mortimer from Cardiology;  Angela Pallotto, Kelly Pulchalski, and Roslynn Tate from Pharmacology and Experimental Therapeutics; and  Maureen O'Connell and Terrence Purnell from the Kimmel Cancer Center. They were all tremendous ambassadors for clinical research and for Jefferson. 

++++++++++++++++++++++++++++++++++++
Thanks to Brian Kuhlman and Silvia Vaccino, Office of Research Administration, for contributing the section on budget preparation and Medicare billing for clinical research studies.
________________
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