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Guests:
Mr. R. Butler

Dr. P. Delgado

Handouts:

1. Agenda.

2. CEI Charter (10/03/03).

3. Summary of the Guidelines for the Center of Excellence in Immunology Report by Dr. Zoon.

4. Summary of the presentation on Intellectual Property issues by Ms. Maurey.
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ACTION ITEMS

· CEI-SC Members

· Prepare a summary of the major accomplishments in cancer immunology achieved by the NCI Intramural Research Program in the last 15 years and send to Dr. Zoon (zoonk@mail.nih.gov) and Dr. Delgado (pdelgado@novaresearch.com) by the end of November.

· Notify Dr. Zoon of the names of potential CEI-SC members/adjunct members from other NIH Institutes, Federal agencies, or academic institutions.

· Notify Dr. Zoon of any interest in joining the CEI-SC subcommittees preparing the CEI Report, developing programs and proposals, or identifying priority issues for the CEI-SC.

· Provide Dr. Zoon with useful scientific information and links of relevance to the CEI to be included on the CEI Web site.

· Dr. Mackall, Ms. Maurey, and Dr. Waldmann

· Draft a memorandum to Drs. Gottesman, Rabson, and Barrett—with copy to Dr. Rohrbaugh—explaining why lack of access to materials owned by pharmaceutical companies impedes scientific progress at the NIH. The document should also include suggestions on how to resolve this problem. A background document submitted by Dr. Zoon to Dr. Rohrbaugh may serve as a basis for this memorandum.

· Dr. Zoon

· Supply Dr. Mackall, Ms. Maurey, and Dr. Waldmann with the background document submitted to Dr. Rohrbaugh.

· Dr. Lowy

· Prepare for the November 25 CEI-SC meeting a summary of the challenges researchers at NCI encounter in new HIV products development.

OVERVIEW

The Center of Excellence in Immunology (CEI) Steering Committee (SC) convened at 4:05 p.m. The CEI-SC discussed the final version of the Charter for the CEI and the recommendations made by the ad hoc Subcommittee on Guidelines for the CEI Report with respect to the contributors, content, and format of the Report. Finally, Ms. Maurey gave a presentation on “Technology Transfer and Intellectual Property Issues in Product Development” that was followed by intense discussion.

CEI charter REview

Dr. Zoon presented the final version of the Charter for the CEI discussed at the September 2003 CEI-SC meeting. The CEI-SC unanimously approved the Charter without further modification. Dr. Zoon will use the Charter to explain the mission and functions of the CEI at the next Board of Scientific Counselors (BSC) meeting, November 3–4, 2003.

Center of Excellence in Immunology report

Dr. Zoon summarized the discussions and conclusions of the Subcommittee on Guidelines for the CEI Report on the Intramural Immunology Research Program formed by Drs. Goldman, Hildesheim, Lowy, Waldmann, and Zoon. Dr. Zoon indicated that the objectives of the Report are to:

1. Emphasize the “value-added” aspect of the NCI Intramural Research Program (NCI IRP).

2. Identify the trans/interdisciplinary programs currently ongoing and those that need to be established in the near future.

3. Identify core expertise and experience within the CCR and DCEG.

4. Address the Allison-Pardoll Report and Recommendations.

5. Identify research gaps and needs, as well as areas for enhancement in the NCI IRP.

6. Identify barriers to translational research as well as potential solutions (e.g., the ability to manufacture cGMP products).

Dr. Zoon explained that the content of the Report should also include major accomplishments of the NCI IRP, define research priorities and proposals, and identify resources and expertise necessary for continuing success in cancer immunology research at NCI, as well as the potential for public-private partnerships. The contributions should reflect the impact of the research on the field of cancer immunology (including HIV and other viruses related to cancer) as well as on the mission of the CCR and NCI.

The CEI-SC agreed that the Allyson-Pardoll Report and Recommendations––a document presented to the NCAB and to NCI Director Dr. von Eschenbach––forms a strong foundation for developing the CEI Report.

Dr. Oppenheim noted that in order to promote interdisciplinary activity, the CEI Report should address current and future research needs in a way similar to that described by the Specialized Programs of Research Excellence (SPOREs). Dr. Lowy added that the Report should encourage interaction with other Federal agencies to help overcome some of the problems encountered in HIV research. Dr. Lowy will elaborate on this issue at a future meeting. Dr. Pastan added that the Report should assist investigators in the laboratory in translating their ideas into the clinical setting.

Dr. Berzofsky suggested dividing the Report into three parts: a preamble summarizing NCI IRP accomplishments, a second part explaining the research opportunities currently available, and a third part identifying the resources needed to take advantage of those opportunities.

Dr. Zoon concluded by asking members to write a brief document about the major accomplishments in cancer immunology of the NCI IRP achieved during the last 15 years. These brief reports will serve as a basis for developing the CEI Report.

UPDATES AND NEW BUSINESS

Dr. Zoon explained that several CEI-SC subcommittees will be formed for designing the CEI Report, developing programs and proposals for the CEI, and identifying priority issues for the CEI-SC. Dr. Zoon encouraged members to participate in these subcommittees.

Dr. Zoon updated the CEI-SC on the upcoming BSC meeting to be held on November 3–4, 2003. At this meeting, she will explain the mission of the CEI as described in the Charter, discuss the Allison-Pardoll Report and Recommendations, and describe the role of the CEI in the context of the NIH Roadmap and the reengineering of the CCR Intramural Research Program.

Presentation

Technology Transfer and Intellectual Property Issues in Product Development––Karen Maurey, M.S., Deputy Chief of the Technology Transfer Branch (TTB), NCI.

At the September 2003 CEI-SC meeting, Dr. Waldmann explained that current NIH rules regarding intellectual property (IP) negatively affect research interactions with industry. Dr. Waldmann considered that it would be of interest to the CEI-SC to identify whether, for each particular case, the problem arises due to Federal regulations, legal interpretation, or NIH policy. As a background to the conduct of this exercise, Ms. Maurey briefly described the main points of the IP issues concerning the NIH and industry.

Ms. Maurey explained that inventions made by NCI employees and SAIC-Frederick employees are assigned to the government. The NIH Office of Technology Transfer negotiates the licenses––both nonexclusive and exclusive––on behalf of the NCI. A portion of the royalties received for these inventions is distributed to the inventors, and the remainder is provided to the NCI. The law requires public notice in the Federal Register prior to granting an exclusive license to any invention, with limited exceptions, including jointly owned inventions and those created under a Cooperative Research and Developmental Agreement (CRADA).

Ms. Maurey stated that under the Federal law, a CRADA is the only mechanism that the NIH has through which to offer a collaborator an exclusive license to CRADA inventions (CRADA—15 USC 3710a). Although under the law, the NIH could grant assignments, it is NIH CRADA policy to offer license options rather than grant of assignment (i.e., ownership) to an invention because of the public interest in the development of the technology. Therefore, the NIH retains rights regarding continued research in the area, and through royalty-bearing licenses, the NIH obtains a return on the investment made by taxpayers. Moreover, the NIH narrowly defines the area of use of the exclusive license for the invention. This usually allows only specific therapeutic applications rather than screening, research, and some diagnostic applications. Hence, the NIH is free to distribute the product to other institutions for the latter uses.

Ms. Maurey explained that the process for CRADA approval at NIH requires clearance at several levels. Within the NCI, the Agreement has to be approved by the Ethics Officer, the Principal Investigator, the Lab/Branch Chief, and the Technology Development Coordinator. Subsequently, at the NIH level, the CRADA will be cleared by the NIH Office of Technology Transfer, Office of General Counsel, CRADA Subcommittee, and finally, the NIH Office of the Director, where the CRADA is signed by the Deputy Director for Intramural Research, Dr. Michael Gottesman. Also, Ms. Maurey provided the group with a listing of the companies currently collaborating with NCI scientists under CRADAs and CTAs.

After Ms. Maurey’s presentation, Dr. Waldmann reminded the CEI-SC that the lack of access to products owned by pharmaceutical companies is having a significant impact on NIH research. Such companies are reluctant to interact with the NIH because they are worried that the NIH will patent their products; however, Dr. Waldmann acknowledged that there is an obvious risk if the NIH declines to patent for a new use a product originally developed by industry. He noted that because of this dilemma, there is also the risk that the product will not be fully developed without NIH involvement. Dr. Waldmann reiterated the need to solve this problem and suggested contacting Dr. Gottesman to discuss the issue.

Dr. Yarchoan asked whether synthesizing in the laboratory an industry-patented material for research purposes could help circumvent the problem. Ms. Maurey answered that this would be an infringement of the patent and that there is no broad research use exception for patented materials. However, the Government does have certain rights to practice inventions. This needs to be evaluated on a case-by-case basis, keeping the ultimate goals of the project in mind.

In conclusion, the CEI-SC decided to draft a memorandum to explain why the lack of access to company-owned products is an impediment to research at the NCI. The document will address in particular the research limited by lack of access to Amgen materials and will offer possible solutions to the problem. The memorandum will be submitted to Dr. Carl Barrett, CCR Director, Dr. Alan Rabson, NCI Deputy Director and then to Dr. Michael Gottesman, Deputy Director for Intramural Research. It will be copied to Dr. Mark Rohrbaugh, Director of the NIH Office of Technology Transfer.
Dr. Zoon adjourned the meeting at 5:50 p.m.

Next Meeting: November 25, 2003, at 4:00 p.m.
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