INTERAGENCY AGREEMENT BETWEEN THE DEPARTMENT OF VETERANS AFFAIRS AND THE NATIONAL CANCER INSTITUTE FOR A PARTNERSHIP IN

CLINICAL TRIALS FOR CANCER

INTRODUCTION

2. The National Cancer Institute (NCI) sponsors and actively coordinates an extensive clinical trials program for the evaluation of therapy in a wide range of cancers. The NCI program includes sponsorship of studies of treatments in single institutions, as well as large; multicenter randomized trials in cooperative networks. The trials encompass studies of cancers occurring in virtually all-anatomical sites and in all stages of disease. The NCI clinical trials program has been the means by which the oncology community has developed most of the formal evidence for the clinical efficacy of the various treatment approaches in human cancer. In addition, the NCI has developed an extensive program in cancer prevention, and a variety of interventions are under study in prospective trials carried on in multicenter and single center settings. NCI is also expanding its programs in diagnostic imaging and molecular diagnostics relating to cancer.
The Department of Veterans Affairs (VA) has responsibility for the health care of veterans of the US Armed Forces. In furtherance of this goal it operates an extensive health-care delivery system that includes some 1200 sites of care; the outpatient services of the VA register about 34 million visits a year. There is at least one VA medical center in each of the 48 contiguous states, Puerto Rico, and the District of Columbia. Approximately 3 million individual veterans receive care in this system annually.

The VA medical system has substantial expertise in the diagnosis and management of cancer and has currently designated or proposed 56 institutions as comprehensive cancer centers. In addition to health-care delivery, the VA has had a longstanding commitment to clinical research. For several decades the VA’s Cooperative Studies Program (CSP) has sponsored an extensive clinical research program spanning many areas of medicine, including cancer. In addition to cancer clinical trials performed under the auspices of the CSP, 52 VA medical centers are affiliated with the NCI’s cooperative group program. Many VA institutions that are part of major academic medical centers also participate actively in NCI-sponsored early clinical trials of new agents. Thus the VA has long recognized its responsibility to participate in national efforts to lessen the burden of cancer, which is a particularly important threat to the VA patient population.

PURPOSE

3. The purpose of this interagency agreement is to continue expanding the already productive relationship between the VA and the NCI into a more formal and extensive partnership. The fundamental feature of the NCI/VA partnership is to 1) increase the access of eligible veterans (as defined by Public Law 99-272 and Public Law 101-508) to NCI-sponsored trials of new approaches to the diagnosis, treatment, and prevention of cancer; and 2) provide VA clinical investigators with expanded opportunities to participate in clinical cancer research.

Five of the major benefits of this agreement are:

(1) Eligible veterans throughout the country gain access to the full range of promising new approaches to diagnosis, treatment, and prevention available on NCI-​sponsored studies. In particular, a close working relationship with the VA’s primary-care delivery system will facilitate access to patients and physicians interested in participating in diagnostic and prevention efforts.

(2) The NCI’s clinical trials program will realize a potentially significant increase in accrual rates; this will result in more timely completion of its studies.

(3) VA clinical investigators will have expanded opportunities to participate in clinical cancer research.

(4) The cancer center and cooperative group clinical trials programs will be strengthened with the expanded pool of VA cancer researchers.

(5) Involvement of the NCI and the VA in each other’s planning of clinical research will improve the quality and efficiency of planning in both agencies.

SCOPE

This agreement covers the full range of NCI-sponsored studies in diagnosis, treatment, and prevention. There are four non-mutually exclusive categories that define NCl sponsorship. They include trials reviewed and approved by NCI staff, NCl cooperative group studies; studies that are conducted in clinical and comprehensive cancer centers under an NCI-approved protocol review and monitoring system; and protocols performed under the direct support of an NCI peer-reviewed grant.

TYPE OF AFFILIATIONS

To realize the full benefits of an NCI/VA partnership, this agreement will be implemented through several types of affiliations, depending on the capabilities and interests of the individual VA hospitals and their professional staffs. These include:

4. 1. Enhanced linkages between the VA system and the NCI’s clinical cooperative groups. Individual VA institutions will be considered for the group membership status most appropriate for its own circumstances.  The options for membership will include main membership; participation in NCI Community Clinical Oncology Program (CCOP); or affiliate membership. All VA facilities providing oncology services will be allowed to apply for participation in the NCI cooperative group program and will be reviewed according to the usual peer-review processes applicable to the several mechanisms of support.

2. For VA hospitals that are part of academic medical centers, more extensive participation in the NCI’s early clinical trials program. The close affiliation that exists now between VA institutions at the University of Texas Health Sciences Center (San Antonio, TX), and at the University of Wisconsin (Madison, WI) will serve as a model that can be extended to additional centers, where appropriate, to allow eligible veterans access to new agents in early stages of clinical testing.

3. Under special circumstances, such as trials of particular importance to the VA or trials of rate tumor type, eligible veterans may be offered access to NCI-sponsored clinical trials in nearby civilian facilities participating in such studies. This option is to be defined by the VA in individual cases and implemented through the VA Comprehensive Cancer Centers and regionalized referral system.

4. Closer linkages between the cancer planning activities in the VA CSP and the NCI clinical trials program. Such cooperation currently exists to a limited degree, as evidenced by joint sponsorship of the PIVOT trial in early prostate cancer. Expanded and active participation by both VA experts and NCI-supported investigators in future trials such as the recent planning of the second prostate cancer prevention trial, SELECT, will substantially strengthen the planning efforts for the VA and NCI alike.

5. Enhanced linkages between VA and NCI health services researchers to develop and initiate an agenda based on mutual research goals. Cost effectiveness evaluation is of increasing importance to investigators in the VA and NCI systems and both groups will benefit from a coordinated effort in addressing economic research questions.

TERMS OF THE AGREEMENT
A. For eligible veterans participating in trials at VA sites:

1.
All medical care, including tests, treatment, follow-up, the management of complications and the costs of commercially available drugs will be the responsibility of the VA, as it is for the delivery of conventional care.

5. The NCI will provide funding for the research costs of participation in NCI ​sponsored studies. These may include costs considered allowable by PHS policy as well as the provision of any investigational agents used in the protocols. These research costs will not be the responsibility of the eligible veteran participating in the trial.

B.
For eligible veterans meeting the criteria established by the VA for clinical trial participation at non-VA sites:
1.
All medical care required as a result of participation in NCI-sponsored clinical trials — for example, purchasing and administering of non-investigational chemotherapy agents, management of the complications of care, and diagnostic tests — will be reimbursed by the VA for VA-sponsored patients who are eligible for fee basis care. This may include necessary follow-up care and testing that takes place after the period of active treatment on the protocol is completed if such follow-up cannot be done at a VA facility.

2.
The NCI will provide funding for the research costs of participation in NCI ​sponsored studies. These may include costs considered allowable by PHS policy as well as the provision of any investigational agents used in the protocols. These research costs will not be the responsibility of the eligible veteran participating in the trial.

C. Additional Terms

1.
NCI will continue to provide to the VA hospitals participating in the partnership access to a user-friendly information system through the Physician Data Query (PDQ) system. This database provides quick access to comprehensive information on NCI-sponsored trials open to patient accrual throughout the country. Information from the PDQ database may be accessed on-line via computer. Customized clinical trial information can be obtained through the toll-free PDQ search service (1-800-345-3300) or through e-mail (pdqsearch@icic.nci.nih.gov)
2.
The VA will continue its Veterans Integrated Service Network (VISN) oncology point of contact communications strategy to assure the delivery of information about the agreement to relevant staff at all VAMCs.

3.
The NCI and VA will continue to have an individual responsible for coordinating all activities related to this joint effort. These individuals will have oversight of the administrative support required for the initiative as well as the educational and promotional efforts.

4.
The VA and NCI will continue to jointly plan and participate in educational initiatives to inform the DVA eligible community of the expanded opportunity to participate in NCI-sponsored studies.

5.
The VA and NCI will continue to jointly develop promotion initiatives to inform VA physicians throughout the system of the expanded opportunity to participate in NCI-sponsored studies.

6.  This joint demonstration will be conducted for three years from          the effective date of the agreement.

     7.
The effective date of the agreement will be January 1, 2000.

     8.
This agreement may be terminated at the request of either party. The party desiring termination of the agreement shall provide, in writing, a 120-day advance notice to the other party indicating the intent to terminate agreement.

     9.
The VA and NCI will continue to evaluate this clinical trial partnership. The information being collected includes, but not are limited to, clinical trial accrual, resource utilization and relative costs.
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