Questions and Answers: HeartWare LVAD (HVAD)

Why is the HVAD device in the news?

The BBC has reported that two hospitals - Newcastle and Harefield -continued to use a heart support device called the HeartWare LVAD (HVAD) after NHS reviews showed that another device, the HeartMate 3 (HM3), gave better results for patients.

It has also been reported that some consultants at those hospitals had paid roles with Medtronic, the company that made the HVAD.

What did the NHS reviews show?

The NHS compared outcomes for patients with the HVAD and the HM3.
The reviews found that patients with the HVAD were less likely to be alive one or two years after surgery than those with the HM3.

These findings led most hospitals to stop using the HVAD in 2018. However, Newcastle and Harefield continued to use it for some time afterwards.

How can I find out which device I or my family member has?

The HVAD is also known as the HeartWare device and was made by Medtronic.

After October 2018, only Harefield and Newcastle implanted HVADs.
If you are unsure which device was used in your surgery, you can ask your transplant or heart failure team to confirm this for you. They will be able to check your records and explain your current care plan.

If you are the family member of somebody who died with a VAD you may wish to know more. You can contact the team who cared for your loved one to find out if this applies to them.

What should I do if I’m worried about this news?

If you have an HVAD, it’s important not to stop or change your treatment without speaking to your care team first.
Your doctors and specialist nurses are still monitoring patients with the HVAD closely. They will make sure you have the right follow-up care and can talk you through any concerns.

What does “informed consent” mean?

Before your operation, your hospital should have made sure you gave informed consent.
This means you should have been told about:

· The results and risks of the device being used

· Whether any consultants were paid by or worked for the manufacturer

· What other options were available (for example, using a different device or waiting for a transplant)


If you feel this was not explained to you properly, you have the right to raise your concerns.

How can I raise a concern or 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 
https://www.bbc.co.uk/news/articles/cqjwg197855o


Is there someone independent I can talk to?

Yes.
You can contact Robbie Burns, a heart transplant recipient and former Chair of the Cardiothoracic Transplant Patient Group. Robbie offers independent advice and support to patients and families.
robertwburns@tiscali.co.uk

I have an HVAD - what happens now?

Although the HVAD is no longer implanted, there are people who continue to live with it safely and successfully.
You should keep attending your follow-up appointments, and contact your transplant or heart failure team if you notice any changes or problems.

Your clinical team is best placed to monitor your device, discuss your care options, and make sure you continue to receive the best possible support.

I have a different kind of VAD - am I affected?

No, the HVAD was shown to have poorer outcomes than the alternative.  You should continue with the care plan recommended by your team.
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