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Modify Heart Policy to Address Patient Safety 
Following Device Recall



 Respond to patient safety risk
 Current policy does not specifically account for change in a patient’s medical urgency when their support 

device is recalled and may cause serious injury or death
 Current and future patients with recalled devices are in immediate danger

 Establish that patient safety risk is connected to recall
 As of Dec. 2021, 41 failure to restart events identified, including 10 deaths, while supported by recalled 

device

 Support transplant program’s ability to protect patient safety
 This proposal allows transplant programs to use their clinical judgement to determine how to care for their 

patient and ability to apply for a status 1, 2, or 3 exception pathway

Purpose of Approved Emergency Action
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 Created exception pathway to address adult heart device recalls

Approved Emergency Policy Action
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Approved Emergency Policy Action (Cont.)
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 Created new data element for addition to Waitlist

Approved Emergency Policy Action (Cont.)
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 FDA issued 2 recalls for Medtronic’s HeartWare™ Ventricular Assist Device (VAD) 
in June 2022
 The Heart community has seen a pattern of FDA Class 1 recalls for this device

 Identified problems could lead to serious injury or death for device recipients
 Malfunction where device may experience a delayed restart or fail to restart
 Increased risk of mortality and neurological adverse events in patients using device

 As of June 17, 2022, 168 candidates on waitlist with potentially recalled VAD
 143 of 168 candidates with potentially recalled VAD were listed in statuses 4 through 7
 Prior to policy change, in-patient admission was required for submitting a status 1, 2, or 3 exception request
 Heart community indicated status 4 candidates with VADs had a limited chance for transplant

Rationale
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Rationale: Recall History
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 Transplant Hospitals
 Check new box under exception criterion for Status 1, 2 or 3 to document that request is associated 

with device recall
 Complete clinical narrative including details concerning recalled device and risk to candidate’s medical 

condition
 Device recall information must be documented in patient records for monitoring and compliance

 OPTN
 OPTN Computer System was updated to accommodate new data element

Member Actions
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 Should the approved emergency policy changes be considered for 
permanent policy by the OPTN Board of Directors?

 What, if any, evidence demonstrates that heart candidates impacted by a 
FDA-issued device recall have greater waitlist mortality or post-transplant 
outcomes and should; therefore, be assigned to adult heart status 2 or 3?

 Are there any types of implanted devices that could be subject to a FDA 
recall that should not qualify under the policy modifications?

 Are there any types of devices that are not implanted that should be 
permitted to qualify under the policy modifications?

What do you think?
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 If needed, add some data slides for anticipated questions

Extra slides
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