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(The Organization has a written agreement with the Sponsor that addresses medical care for research
participants with a research—related injury, when appropriate.)
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(In studies where Sponsors conduct monitoring activities, the Organization has a written agreement with the
Sponsor that the Sponsor promptly reports to the Organization findings that could affect the safety of
participants.)
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(When the Sponsor has the responsibility to conduct data and safety monitoring, the Organization has a written
agreement with the Sponsor that addresses provisions for monitoring the data to ensure the safety of

participants and for providing data and safety monitoring reports to the Organization.)
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(Before initiating research, the Organization has a written agreement with the Sponsor about plans for
disseminating findings from the research and the roles that Researchers and Sponsors will play in the

publication or disclosure of results.)
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(When participant safety could be directly affected by study results after the study has ended, the Organization
has a written agreement with the Sponsor that the Researcher or Organization will be notified of the results

in order to consider informing participants.)



