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Dr. Jay Berzofsky
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Dr. John Ortaldo

Dr. Ira Pastan

Dr. George Pavlakis
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Members absent:
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Dr. Ruth Nussinov
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Dr. Steven Rosenberg

Dr. Dale Shoemaker

Dr. Alfred Singer

Dr. John Wigginton

Dr. Robert Yarchoan

Guests:
Dr. Petra Delgado

Mr. Victor Lin

Handouts:

1. Agenda

2. Revised draft of the CEI Report
3. Update on the CEI Annual Meeting

4. Summary of the Application Process for Requests to the Clinical Product Review Committee
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ACTION ITEMS

· Dr. Diana Linnekin
· Incorporate member suggestions into the draft of the CEI Report.
· Contact the Technology Transfer Branch for an estimate of the number of Material Transfer Agreements (MTAs) signed per year for reagents developed at NCI laboratories under the CEI umbrella.

· Identify a CCR staff person to assist the CEI Annual Meeting Steering Committee with meeting logistics.

· Obtain quotations for meeting logistics support from various vendor sources.

· CEI Annual Meeting Steering Committee Members (Dr. Jeff Schlom, Chair)

· Meet to finalize the meeting agenda, list of speakers, and arrangements for the poster sessions.

· CEI SC members

· Provide Dr. Linnekin (dlinnekin@ncifcrf.gov) with input on the first three sections of the draft of the CEI Report.

· Provide Dr. Linnekin with estimates of the number of reagents sent from your laboratory each year and the number of recipient institutions, so this information can be included in the CEI Report. List representative examples of reagents and institutions.

· Provide Dr. Linnekin with the number of reagents sent by your laboratory to the American Type Culture Collection (ATCC), so this information can be included in the CEI Report and list some examples.
· Provide Dr. Linnekin with a list of the investigators and institutions (within NCI, NIH, academia) with which you currently collaborate, so this information can be included in the CEI Report.

OVERVIEW

The Center of Excellence in Immunology Steering Committee (CEI SC) convened for its monthly meeting on January 25, 2005, at 4:00 p.m. Dr. Tom Waldmann assumed the Chair in place of Dr. Bob Wiltrout, who could not attend the meeting. Dr. Diana Linnekin presented the revised draft of the first two sections of the CEI Report (Introduction and Scientific Accomplishments) for member comment. Dr. Jeff Schlom updated the Committee on the planning status of the CEI-sponsored annual meeting: Translational Immunology Related to Cancer. Finally, Dr. Frank Balis, Clinical Director, CCR, NCI, presented an overview of the functions of the Clinical Product Review Committee.

UPDATE ON THE DRAFT OF THE CEI REPORT

Before the meeting, Dr. Diana Linnekin had circulated via e‑mail a revised draft of the Introduction and Scientific Accomplishments sections of the CEI Report for review and asked CEI SC members to provide comments. She has incorporated members’ suggestions into the CEI Report.

Dr. Linnekin has also listed a series of attributes of the Intramural Research Program (IRP) in Section I, Introduction, to illustrate the IRP’s distinct nature. At the meeting, she asked members of the group to review the list and send her other ideas. She also explained that some qualities of the CCR will be captured again in Section III: Value Added to the ERC. Dr. Jeff Schlom suggested adding the IRP’s capacity for rapid response to emergent technologies and public health issues.

Dr. Ira Pastan reiterated that the goal of the CEI Report is to popularize to Congress, congressional committees, and high-level administrators the fact that the IRP is currently performing research whose results are useful in treating or preventing cancer, and therefore, the IRP has a direct impact on public health and patient treatment. Dr. Marjorie Robert-Guroff cautioned that the current language of the CEI Report might not be appropriate for every target audience; for example, the value of combining basic and epidemiologic science would need more explanation for some readers. Dr. Linnekin agreed and commented that Dr. Bob Wiltrout envisions the CEI Report as two separate documents, each tailored to a specific audience (e.g., health policy makers or scientists).

Dr. Linnekin mentioned that there appears to be some controversy as to where in the CEI Report the Prophylactic Vaccines for HPV-Associated Cancers section should be included: whether it belongs in the Cancer Vaccines or the Viral Immunology section. The fact that the HPV vaccine is a successful example of a cancer prevention vaccine supports its inclusion in the Cancer Vaccines section. On the other hand, the HPV vaccine is directed against viral rather than tumoral antigens, and therefore, it also fits into the Viral Immunology section with other malignancy-associated viruses such as HIV. CEI SC members agreed that the HPV vaccine should be mentioned in both sections.

Dr. Robert-Guroff suggested citing the HPV vaccine in the Introduction as well, as this is a very high-profile example of the IRP’s capability to successfully integrate basic, translational, and epidemiological research. The HPV vaccine should then be described in greater detail in the Viral Immunology section. The heading “Viral Immunology” should be changed to “Cancer Viral Immunology” or “Viruses Associated With Cancer.” Dr. Linnekin also requested the Committee’s opinion as to whether the CEI Report should address sections on lymphoid diseases and their associated molecular profile. It was decided that lymphoid disease and the basic biology of immune cells should be an integral part of the CEI Report.

Dr. Linnekin asked the CEI SC to propose ideas for Section III, Value Added to the ERC, in addition to the attributes listed in the Introduction. The goal of the Value Added to the ERC section is to demonstrate that the IRP is not an isolated entity but, rather, one that closely interacts with and benefits the Extramural Research Community. This section will describe both collaborations among IRP and ERC researchers and distribution of IRP-developed reagents to the ERC. Dr. Linnekin asked CEI SC members to provide her with an updated list of their collaborators. It was noted that these data might already be included in the PIs’ annual reports. Lists of collaborations from one or two laboratories will be selected as examples and displayed as Venn diagrams in the CEI Report.

Dr. Schlom mentioned that the IRP sends a number of reagents developed in-house to numerous academic centers and other institutions. Dr. Waldmann added that many of these reagents are made available through the American Type Culture Collection (ATCC). An attempt will be made to quantitate the extent of these interactions. Dr. Linnekin will contact the Technology Transfer Branch to obtain information on the number of Material Transfer Agreements (MTAs) signed by CEI-associated laboratories. Also, CEI SC members will review their records to estimate the number of reagents they have distributed and the number of recipient institutions. Some examples of reagents sent to the ERC will be highlighted in the CEI Report.

Update on THE CEI-sponsored ANNUAL meeting on “Translational Immunology RELATED TO Cancer”
At the November 2004 CEI SC meeting, Drs. Jay Berzofsky, Ron Gress, Steven Rosenberg, Jeff Schlom, and Tom Waldmann volunteered to form a Meeting Steering Committee (MSC) charged with developing and coordinating the scientific aspects of the first annual CEI-sponsored meeting. The theme of the meeting will be Translational Immunology Related to Cancer. Dr. Schlom, the MSC Chair, provided the CEI SC with a draft of the meeting agenda; the draft is included as Appendix A. The meeting will take place September 22–23, 2005, at the Masur Auditorium, Building 10, NIH. Each member of the MSC has suggested three intramural and three extramural speakers, and the list of speakers will be finalized soon. With respect to meeting logistics, Dr. Schlom has received a quotation from a contractor for a total cost of $84,000–$100,000, including travel expenses for the speakers, brochures and mailing, and meeting support. Dr. Linnekin will try to obtain estimates from other sources in order to minimize costs. She will also identify a CCR staff person to assist the MSC with meeting logistics.

Dr. Waldmann reiterated that the aim of this first annual meeting is to showcase CEI research. Participants––both extramural and intramural––will be encouraged to present posters. The MSC needs to discuss the arrangements for the poster sessions and for preparing abstract books. Dr. Schlom indicated that it is anticipated that about 200 to 250 people will participate and suggested that attendance be mandatory for scientists in CEI-associated laboratories as a means to foster interaction among CEI members. Dr. Schlom added that the CEI annual meeting will be advertised with flyers at the AACR, ASCO, and, possibly, FASEB meetings. There are no registration fees for the meeting, but preregistration will be required.

Update on the Clinical Product Review Committee

Dr. Frank Balis updated the CEI SC on the current process for submitting requests to the Biopharmaceutical Development Program (BDP) through the IRP. He explained that the BDP provides biological drug development expertise and production capability to NIH-supported investigators. The BDP is a Government-owned, contractor-operated biotechnology processing facility for producing clinical-grade biological agents under FDA current Good Manufacturing Practices (cGMPs) for preclinical testing and Phase I/II clinical trials. BDP staff can assist investigators in cGMP production, purification, analysis, and vialing, as well as FDA regulatory compliance. BDP activities are overseen by the Biological Resources Branch (BRB) of the Developmental Therapeutics Program (DTP) at the NCI.

Dr. Balis explained that the Clinical Product Review Committee (CPRC) was established in 1999 to help manage the IRP budget designated for contracts with the BDP. The budget to be handled by the CPRC was set at an amount equivalent to the actual cost of the IRP projects ongoing at BDP at that time. In October 1999, the CPRC reviewed all ongoing IRP projects at BDP and established a prospective scientific review process for new IRP proposals requesting funding for BDP services. Dr. Balis was the CPRC Chair during this period. Dr. Kathy Zoon then assumed the Chair and extended the CPRC’s membership and functions; Dr. Balis reassumed the Chair when Dr. Zoon left the NCI in 2004.

Dr. Balis explained that the CPRC does not currently have a budget and meets only on an ad hoc basis when there are new proposals for review. He circulated an outline of the application process for submitting requests (see Appendix B). BDP staff can assist investigators with providing information needed to complete the application (e.g., specific request, anticipated costs). Dr. Balis informed the CEI SC that investigators are invited to present their proposals at the CPRC meetings. The CPRC votes and makes recommendations to the Center for Cancer Research Office of the Director (CCR OD) on which projects should be funded based on scientific merit. CCR OD-approved projects are then reviewed by the BRB Oversight Committee, which evaluates the projects for technical feasibility and prioritizes tasks for the BDP.

Some CEI SC members expressed concern about the time it takes to obtain a clinical product through the BDP––for example, projects are sometimes delayed because of their prioritization in the queue or unanticipated technical problems. It was suggested that having access to reliable outside contractors that produce cGMP-compliant agents could speed up IRP projects.

Dr. Waldmann noted that most projects require several years for completion from agent development and production to entry into the clinic. He would like to see the establishment of a funding mechanism that will ensure continuity and completion of a project, even in the event of administrative changes in the Institute. Dr. Balis observed that so far, all proposals reviewed by the CPRC have been approved and subsequently progressed through final agent production and that no ongoing project has been held up because of financial cutoff.

Following a brief discussion of the roles of the CPRC and BDP, the CEI SC membership expressed the need for a more flexible system to allow IRP investigators whose projects are considered of scientific value by the CPRC and fundable by the CCR OD to use contractors other than BDP for production of clinical-grade products and assistance with FDA regulatory issues.
The meeting adjourned at 5:45 p.m.

Next Meeting: February 22, 2005
Room arrangements are pending
APPENDIX A

CEI-SPONSORED ANNUAL MEETING:
TRANSLATIONAL IMMUNOLOGY RELATED TO CANCER
Time and location: September 22-23,2005, Masur Auditorium, Bldg. 10, NIH

Program (6 speakers per session, 3 from the CCR and 3 extramural):

September 22:

Introduction: Drs. Andrew von Eschenbach and Bob Wiltrout
Session I: Monoclonal Antibodies and Cytokines

Co-Chairmen: Drs. Tom Waldmann and Jim Allison

Session II: Cell-Based Therapies

Co-Chairmen: Drs. Steve Rosenberg and Phil Greenberg

September 23:

Session III: Vaccines

Co-Chairmen: Drs. Jay Berzofsky and Olja Finn

Session IV: Transplantation and Anti-Tumor Therapies: Checkpoints

Co-Chairmen: Drs. Ron Gress and Bruce Blazar

APPENDIX B

CLINICAL PRODUCT REVIEW COMMITTEE

Application Process for Requests:

1. Notify Chair of your interest in applying for funding

2. Application: Not to exceed 5 pages

a. Abstract: 300 words.

b. Background: A summary of the field that presents the scientific/medical rationale for the request.

c. Hypothesis or Opportunity: A clear statement of the hypothesis or important medical or public health opportunity that entry of the relevant molecule into the clinic will test.

d. Specific Request: A clear statement of the tasks and support specifically being requested.

e. Justification: Why the project is particularly innovative approach to cancer.

f. Uniqueness: A presentation demonstrating why the CCR should support this request, particularly if there are similar molecules/products/approaches available.

g. Additional Support: A clear statement of all current and/or anticipated support for the development of the product. This should include, as appropriate, a summary of the status of past, present, and planned negotiations with companies related to licensure or development of the product.

h. Intellectual Property: Information regarding the patents issued or pending with respect to the product.

i. Anticipated Costs: The costs should be broken down by task and include ancillary tasks, such as conduct of specialized bioassays on samples collected and shipped during a clinical trial and the cost of fermentation, harvesting, purification, formulation, and vialing of clinical-grade material.

j. Appendix: Preprints/Reprints (maximum of five, not included in page limitation).

3. The application should be submitted (preferably in electronic form) to the Chair of the Committee. The Chair will distribute the application to the Committee for review.

4. The Committee will meet approximately 3 weeks after receipt of the submission to make a recommendation on the application.
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