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Appendix C

Informed Consent Required Elements

The following elements should be included in the INTERMACS® Informed Consent(s):
· Local IRB authorization or approval stamp (should be included in final Informed Consent)
· NHLBI Contract Number (HHNS268200548198C) or the sponsor name, National Heart Lung and Blood Institute, listed on the front page

· Local Principal Investigator listed on the front page

· Purposes of the research

· Expected duration of the subject’s participation

· Approximate number of subjects involved in the study (either locally or combined sites)

· Procedures to be followed (Quality of Life questionnaire and Neurocognitive test will be collected at pre-implant, 3month, and 6 month follow ups and every 6 months thereafter for adults only)
· Statement that participation is voluntary

· Describe any reasonably foreseeable risks or discomforts to the subject

· For research involving more than minimal risk, an explanation as to whether any compensation is available if injury occurs, an explanation as to whether any medical treatments are available if injury occurs, and if so, what they consist of, OR where further information may be obtained

· Describe any benefits to the subject or to others which may reasonably be 

expected from the research

· No additional costs to the subject that may result from participation in the research

· The subject will not receive payment for participation in the registry 

· Describe extent, to which confidentiality of records identifying the subject will be maintained

· Describe extent to which confidentiality of records identifying the subject will be maintained and that notes the possibility that the FDA may inspect the records 

· Certificate of Confidentiality 

· List of agencies (Investigators for INTERMACS®, NHLBI, device manufacture, FDA, CMS) that will receive data

· Explain whom to contact for answers to pertinent questions about the research

· Explain whom to contact for answers to pertinent questions about research subjects’ rights

· Explain whom to contact in the event of a research-related injury to the subject

· Include a statement that refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled

· Include the consequences of a subject’s decision to withdraw from the research

· Anticipated circumstances under which a subject’s participation may be 

terminated by the investigator without regard to the subject’s consent 

· Significant new findings developed during the course of the research which may relate to the subject’s willingness to continue participation, will be provided to the subject or the subject’s legally acceptable representative in a timely manner; OR a statement why new findings may not be available

· Subject signature (or subject’s legally authorized representative) and date line

· Statement that a copy of the informed consent will be given to the person signing the form

· The information given to a subject or the representative shall be in language understandable to the subject or representative (i.e. lay terms)

· No informed consent, whether written or oral, may include any exculpatory language through which the subject or the representative is made to waive or appear to waive any of the subjects legal rights, or releases or appears to release the investigator, the sponsor, the institution, or its agents from 

liability for negligence 

· Separate Authorization Form
Additional Elements That May Apply

CALIFORNIA: The 1976 Californian Legislature approved Medical 

Experimentation Act applies to “medical experiments” and mandates the use of an Experimental Subjects Bill of Rights.  There is no exception from this requirement

PENNSYLVANIA: HIPAA applies to deceased patients

BLOOD AND TISSUE INFORMED CONSENTS:


· Studies on the specimens can be either “DNA” (used to understand heart failure and how best to treat and prevent heart failure through looking at how each person’s genetic makeup either protects them or puts them at greater risk) and/or “General” (used to understand heart failure and how best to treat and prevent heart failure and its complications). This section must have separate signature lines, one for “DNA” studies and one for “General” studies. 
· Permission to make a “cell line”

· Specimens will be stored at the NHLBI Repository: SeraCare Bio Services, 217 Perry Parkway, Gaithersburg, MD 20877, bbibiotech@chemtelinc.com 

· All request for Blood and Tissue specimens will be reviewed and approved  by the INTERMACS® Steering Committee prior to release

· Specimens will be collected at time of MCSD implant, explant or at time of device exchange
· Separate Revoke Authorization Form
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