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1.

Background

1.1.

Barts Health Centre for Reproductive Medicine, centre 0094 has held a treatment and storage
licence with the HFEA since 1992 and provides a full range of fertility services.

1.2.

The Licence Committee considered the centre’s renewal inspection report alongside a Grade A
incident report at its meeting on 6 September 2018.
Licence Committee Meeting held on 6 September 2018
Licence Renewal

1.3.

The Licence Committee considered issuing a three-year licence, rather than the usual four, due to
the number and seriousness of the non-compliances identified. After careful consideration, and
having noted that the major areas of non-compliance had been addressed and accountability and
engagement shown by Barts Health NHS Trust, the committee agreed to endorse the
inspectorate’s recommendation to renew the centre’s treatment and storage licence for a period of
four years without additional conditions. However, the committee also agreed that a targeted
inspection to follow up the implementation of the recommendations made in the renewal
inspection report should be completed within one year of the new licence coming into effect.
Grade A Incident

1.4.

The centre had a Grade A incident in 2018. An incorrect gas cylinder was connected to the
incubator, attached as the back-up cylinder and became active on 27 July 2018. Centre staff
noticed that embryos for eleven patients showed poor development, equivalent to a day behind
the expected period. Some embryos were also showing signs of degeneration.

1.5.

The centre investigated the issue and found that an incorrect gas cylinder was connected to the
culture incubators. Instead of pre-mixed 5% oxygen/ 6% CO2/ N2 the cylinder contained premixed 9% helium in air. The helium cylinder had been delivered to the department in error. The
centre does not use helium.

1.6.

All eleven patients affected were informed and their embryo transfers cancelled. The centre
allowed the embryos in culture to perish due to concerns over the effect of helium gas on the
viability of the embryos and risk to the unborn child. The committee was satisfied that patients
were appropriately informed and corrective action had been taken.

1.7.

The committee agreed that the centre’s response to the Grade A incident was exemplary. The
committee noted that the Executive endorsed the centre’s action plan as thorough and robust,
identifying the root causes and opportunities available to ensure that an incident of this nature
does not recur. The committee also noted that the Executive planned to submit a copy of Barts
Health NHS Trust Serious Untoward Incident (SUI) report to the Licence Committee once it was
signed off by the Trust. This report has now been submitted for consideration by the committee.

2.

Consideration of application

2.1.

The committee deliberated on the content of Barts Health NHS Trust Serious Untoward Incident
(SUI) report.

2.2.

The committee discussed the severity of the incident and impact on the patients affected, with
sympathy.

3.

Decision

3.1.

The committee noted the content of Barts Health NHS Trust Serious Untoward Incident (SUI)
report.

3.2.

The committee was reassured by the centre’s response and actions, identifying the root causes, in
order to avoid such an incident happening again.

4.
4.1.

Chair’s Signature
I confirm this is a true and accurate record of the meeting.

Signature

Name
Kate Brian
Date
5 February 2019

Executive Summary to Licence Committee 10 January 2019

Centre number
Centre name
Person Responsible

0094
Barts Heath Centre for Reproductive Medicine
Bonnie Collins

Update to Licence Committee re Serious Untoward Incident Investigation report –
for information only.

Background
1. In June 2018 the centre reported the following via our incident reporting
system: embryos for eleven patients showed poor development, equivalent to
a day behind the expected period. Some embryos were also showing signs of
degeneration.
2. The centre investigated the issue and found that the incorrect gas cylinder
was connected to the culture incubators. Instead of pre-mixed 5% oxygen/
6% CO2/ N2 the cylinder contained pre-mixed 9% helium in air. The helium
cylinder had been delivered to the department in error. The centre does not
use helium.
3. All eleven patients were informed, and their embryo transfers were cancelled.
The centre allowed the embryos in culture to perish due to concerns over the
effect of helium gas on the viability of the embryos and the risk to the unborn
child.
4. The committee noted the findings of both the centre’s and the HFEA’s
investigations into the incident and in particular, the fact that the Executive
acknowledged the positive and proactive way the incident had been handled
by the Trust. The Trust had put patients and their needs at the centre of its
actions. All the patients affected by the incident had started or were about to
start a complementary cycle of treatment.
5. The committee noted the Executive endorsed the centre’s action plan as
thorough and robust, identifying the root causes and opportunities available to
ensure that an incident of this nature does not recur. The committee also
noted that the Executive would share a copy of the Trust’s Serious Untoward
Incident (SUI) report with the committee at a future meeting once this had
been signed off by the Trust.
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6. The Trust has completed and signed off their SUI report. This is now provided
to the Licence Committee, for their information only.
7. The Executive can also confirm that an Alert was issued to the sector about
the safe distribution and receipt of special mixed gas cylinders. Actions taken
in response to this Alert are followed up during routine centre inspections.

Paula Nolan
Clinical Governance Lead
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