BBC News story about the continued use of the HeartWare LVAD (HVAD)

This Q&A explains what the issue is, what it might mean for patients and families, and where to get help or more information.

What is the issue?

Two hospitals - Newcastle and Harefield - continued to use the HeartWare Ventricular Assist Device (known as the HVAD) after NHS audits showed that patients with this device had worse outcomes than those who received an alternative device, the HeartMate 3 (HM3).

It has also been reported that some consultants at those hospitals were paid advisers for Medtronic, the company that manufactured the HVAD.

What did the NHS audits show?

The NHS carried out two audits comparing outcomes from the HVAD and the HM3.

First audit (October 2018):

· 60.2% of patients who received an HVAD were alive one year after surgery.

· 83.6% of patients with the HM3 were alive one year after surgery.

· The audit found no major differences in the types of patients who received the two devices.


Second audit (April 2019):

· 64.9% of HVAD patients were alive after one year, compared with 87.6% for HM3 patients.

· After two years, 48.8% of HVAD patients were alive, compared with 82.9% of HM3 patients.

· Again, there were no major differences between the patient groups.

Both audits showed that the HVAD performed worse than the HM3.

How many people received the HVAD after these audits?

Between October 2018 and June 2021, 80 people in the UK received an HVAD device, with 51.2% still alive three years later.
During the same period, 106 people received the HM3, with 80.8% alive after three years.

How do I know which device I or my family member has?

The HVAD is sometimes called the HeartWare device and was made by Medtronic.

After October 2018, only Harefield and Newcastle hospitals implanted the HVAD.

If you are unsure which device was used, you can ask your transplant centre to confirm this for you.

If you are a family member of a deceased VAD patient you can contact the team who cared for them for further information.

What should have happened when I gave consent?

Before your operation, the hospital should have obtained informed consent. This means they should have clearly explained:

· The risks and results of the device at that hospital.

· If any consultants were paid by or had roles with the device manufacturer.

· What alternative options were available to you, such as:
        		Having the operation at another hospital using a different device 
Or waiting on the urgent transplant list.

You should also have been told what the likely outcomes were for each option, based on the hospital’s own results.

What can I do if I’m unhappy or want to make a complaint?

1. Get a copy of your medical records

You can request your medical records through a Subject Access Request:

Newcastle: Access to medical records - Newcastle Hospitals NHS Foundation Trust

Harefield: gstt.subjectaccess@nhs.net


2. Make a formal complaint to the Trust

You can ask the Trust why they continued using the HVAD after NHS audits showed poorer results, and whether you received full informed consent.
Newcastle - We welcome your feedback - Newcastle Hospitals NHS Foundation Trust
Harefield -Your feedback - Make a complaint | Guy's and St Thomas' NHS Foundation Trust 
If you are unhappy with the Trust’s response, you can contact the Parliamentary and Health Service Ombudsman:
www.ombudsman.org.uk

3. Contact your MP

You can find out who your MP is here:
Find your MP - MPs and Lords - UK Parliament
4. Contact the BBC using the contact form at the bottom of the article 
Hospitals knew a heart device led to more patients' deaths - but they kept using it - BBC News
I feel overwhelmed - is there someone I can talk to?
Yes.
Robbie Burns, a heart transplant recipient and former Chair of the Cardiothoracic Transplant Patient Group, is happy to offer advice and support to patients and families.
You can email him at: robertwburns@tiscali.co.uk
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