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APPENDIX H

HUMAN SUBJECTS

Subject consent: Candidates for the study will be identified as described in Chapter 4 of the
protocol. The Principal Investigator or his/her designee at each transplant center will contact the
candidates and enroll them onto the study. The study coordinator at each center will provide the
patient with information about the purpose of the study and obtain consent. The Network will
provide a template of the consent form to each center. Each center will customize the template
according to their local requirements and submit it for review by the local Internal Review Board
(IRB). The DCC will verify the adequacy of the consent forms. Each center must provide
evidence of IRB approval.

Confidentiality: Confidentiality will be maintained by individual names being masked and
assigned a patient identifier code. The code relaying the patient’s identity with the ID code will
be kept separately at the center. The ID code will be transmitted to the network.

Participation of women, children, minorities and other populations: Women and ethnic
minorities will be included in this study. Children will not be included.

Accrual will be monitored within each center with the expectation that the enrolled patient
population is representative of the transplanted patient population at each center. Representation
will be examined by comparing gender, race, ethnicity, and age distributions. Accrual of
minority patients will be expected to be in proportion to the number of minority patients
transplanted at each center. The DCC and NHLBI will discuss enrollment anomalies with the
centers.
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