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CCI Staff Update/ Departmental Assignments
On May 5, 2003 Chrisitina DiTomasso joined the office as a Senior IRB Administrator. Christina comes to us from the Massachusettes General Hopsital where she served as a Research Coordinator for the Clinical Trials Office.  Prior to that, she  worked as a Research Assistant at McClean’s Hospital. We welcome Christina.  

Now that the office is back to full staff, please note the departments that are assigned to each of the protocol administrators. 
Linda Medwar

Anesthesia

Genetics

GI and Nutrition

Neurology

Neurosurgery

Ophthalmology

Pulmonary

Surgery

Surgical Research

Others (Pharmacy, PT, social work)

Linda.Medwar@tch.harvard.edu
Christina DiTomasso

Cardiology

Cardiovascular Surgery

Infectious Diseases

Dentistry

Emergency Medicine

                     Christina.Ditomasso@tch.harvard.edu
Human Subject Protection Update





The relationships between potential investigator conflicts of interest and human subject protection continue to be a subject of national discussion. At Children’s Hospital many potential Conflict of Interest (COI) interests and relationships will be barred or managed independently of Committee on Clinical Investigation (CCI) review through institutional policies of Children's Hospital or Harvard Medical School.   However, in certain situations, regulations or other standards governing human subject protection would treat a financial interest or relationship as potentially affecting human subjects, even though institutional policies do not prohibit it.   An example may be an investigator receiving compensation for serving as a company consultant to design a protocol, particularly where company payments to the investigator will depend on the outcome of the clinical research.   





Another example would be if an investigator wishes to test, a device the investigator has invented.   In some of these cases, the device is not licensed to any company; the investigator owns all or some of the patent rights; and the investigator wishes to collect data which might ultimately support licensing and development.   These examples do not violate AHarvard Medical School guidelines, which are instead directed to regulating the financial and equity relationships between the investigator and a company that is sponsoring research or to which the device is licensed or "contractually committed.”   





Nonetheless, this is an issue for CCI review, since the design, conduct and results of the research protocol, and its effect on children, are intertwined with the investigator's interest in  developing and licensing the invention and its regulatory approval. 





In the interests of protecting human subjects,  the Committee on Clinical Investigation has determined that certain steps could be taken to address such potential conflicts of interest in clinical research. These steps have been reviewed and endorsed by the Medical Staff Executive Committee.





The financial disclosure form submitted with all protocol applications


has recently been revised to allow investigators to disclose financial relationships or investment interests with a research sponsor. It also requires disclosure of any intellectual property interest in technology that is the focus of the research (whether or not the technology is licensed); certain positions of responsibility with the


sponsor; and certain other interests that could affect the research.
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New Conflict of Interest Guidance





Committee on Clinical Investigation


Children's Hospital, Boston








Upon review of the disclosure document, the IRB may take the following steps:





Where the investigator is the primary source of information contained in the protocol, tThe CCI IRB may require that independent scientific review (perhaps  in addition to departmental scientific review) to verify the investigatorr's representations of risks and benefits made by the investigator,to assess the impact of the research design on subject risks and benefits, and toidentify any critical points in the protocol in which the conflict of interest, if acted upon, could have a material adverse impact on the clinical care of the subject.    The precise form of scientific review may vary.  The independent review could occur as part of the departmental review if the reviewers are appropriately aware of the nature of the conflict, or in other ways, including referral to the Clinical Research Program office.  





Where the investigator has significant clinical involvement in the care of subjects under the protocol, tThe CCI may require that an independent data safety monitoring process be established for reviewing adverse events, validating the application of inclusion and exclusion criteria, performing interim analyses of the integrity of the data, and assessing any potential effects on clinical care of subjects. 





TThe informed consent must disclose that the investigator is the inventor of or has an interest in a related  patent, that the investigator and /or Children's Hospital, as applicable, may receive financial benefits from development of the invented technology, and that the financial benefit may depend on the outcome of the trial. Standard language has been developed for this purpose.  





The CCI may require that someone other than the investigator, who has a  financial relationship,  intellectual property or an investment interest, serve as the principal investigator. Other limitations could include not allowing the PI to enroll subjects. In addition supplementary oversight could be required, particularly where subject safety would otherwise depend solely on clinical judgments made by an investigator with a conflict of interest.





In unusual cases, but particularly in treatment protocols where the risks are significantgreater than minimal and the medical circumstances warrant, the CCI may request the investigator, the sponsor or the department to provide a mechanism for ongoing monitoring of the clinical care of the subjects against the effects of any potential conflict of interest, through peer review or other concurrent clinical processes not triggered simply by reported adverse events, and may condition approval on implementation of such a process as approved by the pertinent chief.  This may take the form of an enhanced data safety monitoring plan, which includes broader review of clinical data pertinent to risks or, where the conflict may raise or appear to raise significant questions about whether clinical care of subjects may be subordinated to research objectives, to the detriment of patients, the CCI may condition its approval on periodic reporting of the results or sufficiently concurrent departmental or other clinical review.





As part of the CCI deliberations, the committee will consider the particular protocol, associated risks, and the potential for risks and benefits, and determine whether any or all of the above mentioned safeguards, or any others under the particular circumstances, should be required as part of the approval process. The CCI may also consider any other remedies it would ordinarily have available, such as conditioning approval on a process to manage or eliminate other effects of a conflict, requiring consent monitoring, or requesting information about how sponsors or their agents will mitigate or monitor for risks presented.
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Jillian Richard





Adolescent Medicine


Endocrine


General Pediatrics


General Medicine


Hematology/Oncology


Nursing


Otolaryngology


Psychiatry


Radiology


Radiation Therapy


Urology
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Immunology


Lab Medicine


Orthopedic Surgery


Pathology


Nephrology


Newborn Medicine
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