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1. OVERVIEW

The Center of Excellence in Immunology (CEI) Steering Committee (SC) convened at 12:05 p.m. Agenda items included the review of a draft document (Draft 9/08/03—referred to as Core Document throughout the minutes) describing the mission, functions, focus, and anticipated accomplishments of the CEI, as well as the operations of and assignments for the SC. The final agenda item involved a discussion on NCI/NIH intellectual property issues.

2. REVIEW NAME

After reviewing several possible designations for the CE, the Steering Committee agreed on naming it “Center of Excellence in Immunology.”

3. REVIEW MISSION

The initial mission statement “To accelerate basic, translational and clinical immunological research and foster the discovery, development, and delivery of novel immunological approaches for the prevention and treatment of cancers or viral infections that lead to cancer” was modified to:

“To accelerate basic, translational, and clinical immunologic research and foster the discovery, development, and delivery of novel immunologic approaches for the prevention and treatment of cancers or viral infections that contribute to cancer.”

4. REVIEW FUNCTIONS

Dr. Zoon referred to a document entitled Report and Recommendations of the AAI/NCI Workshop on Research Opportunities in Tumor Immunology, which was presented to and accepted by the National Cancer Advisory Board (NCAB) on September 9, 2003. She noted that the recommendations outlined in this report are consistent with the mission and functions of the CEI.

The SC approved, with minor modifications, the Functions, Focus, and Anticipated Accomplishments of the CEI as listed in the Charter CEI Document (see attached document).

In addition, the following new statements were added to each section:

Functions: “Facilitates access to clinical-grade biologic reagents controlled by companies at the level of patents or production expertise.” (Dr. Waldmann)
Focus: “Research to identify new targets and approaches.” (Dr. Oppenheim)

Anticipated Accomplishments: “Discover new targets and approaches through fundamental research.” (Dr. Oppenheim)
5. OPERATIONS AND FUTURE MEETINGS

The SC decided to convene the fourth Tuesday of each month at 4:00 p.m. Future meetings are likely to be held in NIH Building 10 or 37, in conference rooms equipped to allow investigators in Frederick to participate via videoconference. NOVA Research Company will coordinate meeting logistics.

SC members who would like a specific item/idea to be discussed at an upcoming meeting should notify the Chairperson, Dr. Zoon, 1 week in advance. Documents to be discussed at the meeting will be distributed to SC members at that time.

There are two new SC members: Drs. Crystal Mackall (POB, NCI) and Marjorie Guroff (BRL, NCI).

Mr. Eric Hale will work on developing a new Web page for the CEI. Most of the documents discussed by the SC will be posted on the Web page, along with the names of SC members.

6. ASSIGNMENTS

One of the functions of the CEI is to prepare a report on the accomplishments of the NCI Intramural Research Program (IRP) over the past 10 years, with respect to its immunology-based research, highlighting its value-added contributions to the scientific community.

This report should serve two purposes:

1) Justify the existence, as well as the budget, of the IRP by informing the scientific community about the Program’s contributions, uniqueness, and resources. The report should explain why the IRP is a fundamental program by emphasizing what it has done to bring added value to the scientific community.

2) Allow the SC to identify areas of scientific need by critically evaluating current IRP activities. Once these areas have been identified, the SC could facilitate program enhancement, request additional funding, and/or help implement new programs, if considered appropriate. New program proposals would be submitted to the NCI or CCR Director for consideration; these new initiatives would be funded under the umbrella of the reengineered NCI IRP.

The SC discussed details concerning the content, format, and layout of the report, as well as potential contributors and target audience. The following list is a summary of the suggestions made by SC members:

· Contributors: All PIs or only Lab/Branch Chiefs.

· PIs could be asked to contribute a one-page document on the impact of their accomplishments.

· Branch Chiefs could be requested to assemble a document compiling major contributions from investigators within their branches, or cut across disciplines and arrange the document according to NCI Faculties or Working Groups.

· Branch Chiefs should discuss the format amongst themselves before asking their staffs for contributions.

· Target Audience:

· The report should be aimed at a broad audience, including researchers in the intramural and extramural communities, upper NIH management, and Congress.

· Information in the original report could subsequently be tailored to particular audiences based on specific needs.

· The report could be used as a recruitment tool.

· Format:

· No format, incorporating only a one-page summary per PI

· Unified document, containing an Executive Summary, chapters, and sections

· Bulleted statements listing major accomplishments

· Content:

· Recent (past 10 years) or lifetime accomplishments related to immunology

· Contributions made by the IRP towards the CEI Mission Statement

· The impact of IRP’s research contributions on the broader scientific community

· Contributions to basic and translational science

· Major accomplishments in technology transfer, intellectual property, patents, and publications

· Accomplishments that could not have been achieved outside the intramural research setting

· A focus on the uniqueness of the IRP and its resources (e.g., interaction with the Division of Cancer Epidemiology and Genetics, combining basic epidemiologic population studies with expertise in basic immunology and translational research)

· Future opportunities and barriers to progress.

The report should reflect where the CEI is, where it wants to go, and what it needs to do to get there.

Because of the wide variety of opinions on the content and format of the report, the SC decided that a set of guidelines for preparing the report be developed by an ad hoc group comprising Drs. Goldman, Hildesheim, Lowy, Waldmann, and Zoon. This group will review a number of existing documents that could serve as models for the format of the CEI report. These documents include: Opportunities: Research and Training Programs 2002-2003—NIAID Division of Intramural Research (http://www.niaid.nih.gov/publications/) and the NIH Roadmap, to be completed in the near future (Mr. Hale could provide a copy to the SC). In addition, content of the Report and Recommendations of the AAI/NCI Workshop on Research Opportunities in Tumor Immunology will be reviewed.

Once the report guidelines have been developed, the SC should be able to articulate to the contributors—PIs or Lab/Branch Chiefs—the goal of the report as well as the SC’s expectations.

7. SPECIAL DISCUSSION ITEM (Dr. Barrett)

This agenda item was not discussed, as Dr. Barrett was not present at the meeting.

8. IP ISSUES (Dr. Waldmann)

Dr. Waldmann introduced the issue of NIH intellectual property (IP). He explained that current NIH rules regarding IP affect interactions with industry; he contended that this constitutes an impediment to research (an issue also documented in the Allyson-Pardoll report). Dr. Waldman stated that it would be of interest to the SC to identify where the problem lies: whether it is due to a Federal regulation, legal interpretation, or NIH policy. He speculated that the Goldstein Committee could address some of these questions.

Ms. Maurey acknowledged that NIH needs to protect its IP rights for products generated within its Institutes because there have been instances in which NIH discoveries—made with public money for public health—have been “given away.” Other meeting participants agreed with her, but they stated that a balance must exist between NIH protection policies and the ability to collaborate with industry in such a way that new discoveries can come to fruition.

Dr. Waldmann indicated that the model Cooperative Research and Development Agreement (CRADA) stipulations stated in Articles 6 and 7 are an impediment to even “receiving something free from industry,” since NIH maintains the right to patent an invention derived from an agent supplied at no charge by industry. Although NIH has had many successful interactions with industry, the number of failures is unknown. People in industry who want to interact with NIH are discouraged to do so by their lawyers because it may be impossible to agree to NIH’s terms. Dr. Waldmann stressed that it is essential to assess the full impact of these barriers on scientific discovery. Dr. Zoon observed that this issue should be addressed by NIH.

Ms. Maurey explained that with a Material Transfer Agreement (MTA), but not a CRADA, it is possible not to patent an NIH invention made from an agent that originated in industry; this could resolve many industry concerns. The Office of Technology Development (OTD) processes this type of agreement. Ms. Maurey suggested that if an investigator has needs that require a special agreement, it may be possible to ask for a “modified” CRADA. She also indicated that rather than attempt to modify Federal regulations or NIH-wide policies, it would be more effective—and potentially more successful—if the SC tries to delineate for each IP case affecting the CEI the level (Federal regulation, legal interpretation, or NIH policy) at which the problem surfaces. The issue could then be addressed by the appropriate agency/office. Ms. Maurey offered her assistance in conducting this effort.

Dr. Waldmann, however, volunteered to write a memorandum to Dr. Zerhouni summarizing the IP issues raised at the meeting and concluding that it is in the best interest of NIH to modify its IP policy. This memorandum would be cosigned by all SC members.

The meeting was adjourned at 1:45 p.m.

Next Meeting: October 28, 2003, at 4:00 p.m.

SC Members will be notified of the location as soon as this information is available.
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