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1.0 Purpose

1.1. The purpose of this document is to determine the possible routes of failure of a neonatal heat exchanger.

2.0 Scope

2.1. Re-design of a heat exchanger to rapidly induce hypothermic conditions.

3.0 References

3.1. N/A

4.0 Revision History

4.1. Revision 1 – FTA 0001-0001 – 4/17/04 - Polypropylene fiber bundle design.
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Rewarming of the patient








Kink in water side tubing





Crack in the potting material





Bad seal between shell and potting material





Bad seal between cap and shell





Water side tubing connector cracked or broken





PVC shell cracked or broken





Water side tubing improperly attached





Failure of health care worker to recognize clotting formation





Failure of a pressure sensor





Rupture of microfibers





Crack/broken cap





Blood side tubing connected improperly
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Clotting Complications





Patient Blood Loss and Blood Contamination
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