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CTEP Pharmacogenomics (PG) guidelines
3/1/02

CTEP guidelines for investigators and pharmaceutical/ biotechnology companies (hereafter    "pharma") concerning the conduct of Pharmacogenetics (PG) protocols linked to CTEP-sponsored clinical trials have been drafted.  These CTEP Guidelines are founded on the published policies of The National Human Genome Research Institute (NHGRI), the Pharmacogenetics Knowledge Base (PharmGKB)
:

A. 
All PG projects should to be submitted as formal protocols to be prospectively reviewed by CTEP using the process used for  CTEP sponsored clinical trials. No independent pharma-sponsored protocols will be allowed on CTEP-sponsored studies. PG protocols should be as specific as possible with respect to the studies that will be conducted on specimens collected in CTEP sponsored trials.  All protocols must be approved by the requesters’ Institutional Review Board (IRB).  All PG protocols must be limited to studies related to the development of an investigational agent.  The procedures for activating a PG Study will be the same as those for CTEP -sponsored studies, see CTEP Web Site: http://ctep.info.nih.gov/Default.htm  Any additional studies beyond the scope of the CTEP approved protocol will require CTEP approval as an amendment to the original protocol.  Re-consent of patients or surrogates may be required for such studies.
B. 
All participating CTEP clinical investigators and CTEP will be granted timely access to the data generated by PG projects. 
C. 
Analyses of PG data and any discovery derived from these analyses will be the property of those who conducted the analysis or made the discovery, whether it be pharma or a CTEP investigator. 

D. 
Patent rights for pharma based on discoveries made by investigators using data resulting from PG protocols will be subject to the intellectual property option to collaborators that is incorporated into all funding agreements for CTEP-sponsored clinical trials and referenced in the NCI Standard Protocol Language.  The filing of patent applications is encouraged if doing so will aid in the prompt dissemination of potentially functional genetic information.  Intellectual property strategies that promote such dissemination are encouraged, but the final decision will be made by the filing institution.

E. 
Appropriate confidentiality agreements covering data sharing from PG studies will be negotiated prospectively in the same manner as for CTEP-sponsored clinical trials except for that data that become available on public database(s). 

F. 
Investigators conducting PG projects must comply with applicable sections of the “common rule,” 45 CFR Part 46.  Patients’ eligibility to participate in CTEP-sponsored clinical studies will not be affected by their decision not to participate in and/or to withdraw from a PG project. As part of the informed consent process, patient participants must be informed that the research will not directly benefit them, that the research may lead to the development of commercial products and that their specimens may be used in studies beyond the scope of the investigational agent(s) studied in the clinical trial in which they were originally enrolled.  No patient identifiable private information will be made public and appropriate procedures must be in place to preserve confidentiality and privacy.  Patients may at any time withdraw consent for PG projects and request that their specimen(s) be destroyed. 
G. 
Access to and use of specimens: Unless prospectively specified and approved in the clinical trials protocol, transfer of patient material or data derived from patient material to third parties will not be permitted without CTEP review and approval. Additional studies using specimens and associated data beyond the scope of the CTEP-approved research may not be conducted without CTEP review and approval.  The NCI reserves the right to require the transfer of patient biologic specimens that have been acquired as the result of participation in CTEP-sponsored clinical studies back to the NCI or to an eligible third party in order to preserve the specimens and/or to continue the research.

H. 
Patients and third parties will not have access to PG data generated except for those data that are available on public database(s).

I. 
Clinical trials data available for correlation with the PG project will be limited to data presently collected via the CDUS and CTMS systems. Should additional data be desired, plans for collecting such data must be prospectively  reviewed by CTEP and incorporated into CTEP databases. All relevant investigators will have equal access to these data.

J. 
CTEP will review all contractual agreements between pharma and clinical investigators concerning PG projects for CTEP-sponsored studies to ensure compliance with all appropriate guidelines and regulations. 

K. 
All PG projects must prospectively address the issue of making data generated available to the public in a reasonable time frame and include when feasible participation in projects such as the International Genomics Consortium. 

L. 
Participation by a CTEP site is to be voluntary.  The decision to place a  CTEP -sponsored study  at a site is to be independent of that site's willingness to participate in a pharma-sponsored PG project.
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