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Inclusion of Children

The proposed studies will be based at the VA San Diego Healthcare System, which does not provide care to children. 
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I. RESPECTIVE CONTRIBUTIONS

This application was almost entirely written and edited by the applicant. However, it quotes, re-uses, or excerpts extensively from previous documents, e.g. previous grant applications, publications and IRB research plan, that were jointly and iteratively composed by the applicant and the sponsor.

J. SELECTION OF SPONSOR AND INSTITUTION

During his current postdoctoral fellowship at the University of California San Diego (UCSD) School of Medicine, the applicant has been based at the VA San Diego Health Services (VASDHS) R&D unit since Nov 2004. However, the applicant’s effort has been focused wholly on the WIISARD project based at the California Institute for Telecommunications and Information Technology (CALIT2), not at VASDHS. The VASDHS hospital and clinic present a new and challenging environment for training.

VASDSH R&D occupies the entire second floor of the 34,000-square-foot Veterans Medical Research Foundation (VMRF) Research Building, with approximately 10,000 gross square feet of dedicated space in this building. Physical resources relevant to the proposed research plan include: 1) a focus group room with observation area behind mirrored glass and the ability to record audio. This facility may be upgraded to allow video recording; 2) computing resources which include workstations with secure connectivity to the VAHS clinical intranet using an architecture that supports Health insurance Portability and Accountability Act (HIPAA) standards for data transmission of email messages. In addition to access to the local VASDHS facility, this network has access to the VISN-22 regional data warehouse. Clinical and administrative datasets are abstracted from the VISTA clinical information system, warehoused at the VISN-22 facility over a sliding 5-year period, and updated monthly. VISN-22 includes a research program component to facilitate access for researchers to electronic medical data. The VISN 22 Data Warehouse allows for easier access to data, with the advantages of a relational database. VAHS facilities have a well-instrumented clinical and administrative information system (VISTA and ancillary systems) with a high degree of data capture. Thus conducting the proposed studies in this environment raises the feasibility of the proposed project’s success.
Human resources include access to ethnography and data analysis experts based at VASDHS and at UCSD. Co-investigators on the applicant’s proposed project (described below) include staff clinicians at VASDHS. Informal collaborators include database experts and programmers based at UCSD and at CALIT2. 

The sponsor, Dr. Lenert, is the applicant’s supervisor on his current postdoctoral fellowship and Principal Investigator on the WIISARD project. Dr. Lenert was selected as sponsor because of his excellent track record of innovative, interdisciplinary research in medical informatics and engineering. He has 15 years history of work in medical informatics with more than 90 papers on various topics. His expertise and clinical background will be applied to help the applicant develop his research and supervise his training.
K. RESPONSIBLE CONDUCT OF RESEARCH

The applicant will participate in formal and informal activities related to responsible conduct of research. He will enroll in at least one of the following courses regularly offered by the UCSD Research Ethics Program. These courses are specifically targeted to graduate and postdoctoral students and designed to meet NIH training requirements for responsible conduct of research. The duration of these courses is one academic quarter, but their schedule and content is variable, see. The courses include:

Scientific Integrity. This is a 3-hour per week course. It is structured primarily a reading course and Topics covered include: research misconduct, data management, use of animal and human subjects, conflict of interest and commitment, authorship, publication and peer review, collaboration and mentoring. 

Ethics and Survival Skills. This is a 3-hour per week course jointly offered by the Cognitive Science, Neurosciences and Pathology Departments. The primary goal is to provide participants with ideas and resources for achieving academic and career goals. A range of content is covered that largely overlaps the Scientific Integrity course described above. Coursework includes analysis of case studies.

The Research Ethics Program is planning additional courses but content has not been finalized.

Additionally. As appointee at VASDHS, the applicant is required to complete periodic, web-based training. This training covers data privacy (HIPAA compliance) policies, yearly, and additional mandatory training content relevant to responsible conduct of research, such as clinical research policies and best practices, every two years.
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