Interim Inspection Report
Date of inspection:
13 October 2009
Length of inspection:
4.5 hours
Inspectors: Jenny McLaughlin, Chris O’Toole (Diane Malcolm
observing)
Inspection details:
The report covers the pre-inspection analysis, the visit and information received between 6th
November 2007 and 13th October 2009.
Date of Executive Licensing Panel: 16 December 2009
Purpose of the Inspection report
The purpose of the inspection is to assess centres are complying with the HF&E Act 1990 (as
amended), the HF&E Act 2008 and the Code of Practice to ensure that centres are providing
a quality service for patients. The report summarises the findings of the licence interim
inspection highlighting areas of good practice, as well as areas where further improvement is
required to improve patient services and meet regulatory requirements. It is primarily written
for the Authority’s Licence Committee/ Executive Licensing Panel which make the decision
about the continuation of the centre’s licence.
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The Centre for Reproductive and Genetic Health
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Centre Address
Telephone Number
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Report to Executive Licensing Panel

Recommendation to the Executive Licensing Panel:
In considering overall compliance, the inspectorate considers that it has sufficient information
drawn from documentation submitted by the centre prior to the inspection and from
observations and interviews conducted during the inspection visit to conclude that:
•
•

The PR is considered to have discharged his duties under S.17 of the HFE Act 1990 (as
amended).
Premises, processes and procedures used in the conduct of licensed activities and
observed at the time of this inspection are considered largely suitable. Some
improvements are recommended in relation to adverse incident reporting.

The inspector considers that, overall there is sufficient information on which to recommend
the continuation of the centre’s licence without additional conditions.
The inspector also recommends that the Executive Licensing Panel requires that the Person
Responsible complies with the recommendations related to the reporting of adverse incidents
within the prescribed timeframes set out in the inspection report.

Version: 0
Trim:

4

Details of Inspection findings
Brief description of the centre and its licensing history:
The Centre for Reproductive and Genetic Health (formally known as the Assisted Conception
Unit of UCH London) has been providing licensed treatment services since 1990. In
November 2005, the centre moved to its current premises in the Eastman Dental Hospital in a
purpose built clinic occupying two floors. The centre treats both self-funded and NHS patients
with the majority of patients who attend the centre being self-funded. The centre provided
over 700 licensed treatment cycles in 2008 and has one of the largest PGD/PGS programs in
the UK.
Activities of the Centre:
Number of treatment cycles
for the period 1 January
2008 – 31 December 2008
455
257
127
64
0
13
0

Type of treatment
IVF
ICSI
Frozen embryo transfer
DI
GIFT
Egg donor
Egg recipient
Other licensable activities
Storage of eggs
Storage of sperm
Storage of embryos
Research

or Not applicable (N/A)

N/A

*These data were extracted from the HFEA register for the period 1 January 2008 – 31 December 2008. The
data in the Register may be subject to change as errors are notified to us by clinics, or picked up through our
quality management systems.
Updated actions since the centre was inspected on the 6th November 2007
All recommendations made in the last inspection report have been complied with, including:
- the development and implementation of a protocol for the review of gamete/embryo storage
periods
- amendments to witnessing protocols
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1.

Focus of inspections for 2010-12

Witnessing
Evidence of how the centre demonstrates compliance with Guidance Note 18 of the Code of
Practice, including the requirement to double check the identification of samples and the
patients or donors to whom they relate at all critical points of the clinical and laboratory
process:
The centre has witnessing protocols in place to double check the identification of samples and
the patients or donors to whom they relate at all critical points of the clinical and laboratory
processes. Witnessing checks are recorded in patient/donor medical records. These records
include the status and signature of both the person performing the activity and the person
who witnesses the procedure. Records for patients treated post October 1st, 2009 also include
the names of both the witness and the person performing the procedure in compliance with
Licence Condition T71.
What the centre does well:
The centre has dedicated trained staff to conduct witnessing checks on weekends when there
are fewer embryologists in the laboratory. These witnesses undergo a week long induction
programme.
Monthly audits of patient records are conducted by two members of the nursing and
embryology staff to verify that witnessing checks are recorded. Any errors or omissions are
documented and corrective actions taken. Minutes of these audits were observed at
inspection.
What they could do better:
No areas of improvement in this area of practice were identified at the time of this inspection.
Parenthood
Evidence of how the centre demonstrates compliance with Guidance Note 6 of the Code of
Practice in relation to legal parenthood:
Patient records reviewed at inspection contained legal parenthood information sheets and
consent to legal parenthood. The centre’s egg donor protocol includes a requirement to
discuss the issue of the legal parents of a child born as a result of egg donation. It is the
centre’s policy that prospective donors are seen for in-house counselling and independent
counselling is also offered. The unit manager of the centre demonstrated an understanding of
the requirements of Guidance Note 6 of the Code of Practice. HFEA consent forms, a
guidance note on consent to being a parent as well as information sheets on parenthood and
parental orders in surrogacy cases are accessible by all staff on the centre’s electronic
document management system.
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What the centre does well:
Monthly audits of patient records are conducted by two members of the nursing and
embryology staff to verify that patient/donor consent, including consent to legal parenthood, is
accurately documented. Any errors or omissions are documented and corrective actions
taken. Minutes of these audits were observed at inspection.
What they could do better:
No areas of improvement in this area of practice were identified at the time of this inspection.
Information about the cost of treatment
Evidence of how the centre demonstrates that it has introduced personalised costed
treatment plans for all patients in compliance with Guidance Note 4, section 4.3 of the Code
of Practice:
A copy of a personalised costed treatment plan provided to a patient was observed at
inspection. The plan detailed the main elements of treatment proposed and the cost of that
treatment.
What the centre does well:
The centre provides written general information on the cost of treatments to patients following
initial consultation. Multidisciplinary meetings are held twice a week where each patient’s
treatment plan is discussed, including the cost of the proposed treatments. Once a course of
treatment has been agreed, a personalised costed treatment plan is provided in writing to the
patient.
What they could do better:
No areas of improvement in this area of practice were identified at the time of this inspection.
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Patient consent to the disclosure of information, held on the HFEA Register, for use in
research
Evidence that the centre provides information to patients about the disclosure of identifying
information, held on the HFEA Register, for use in research. (Guidance Note 5, section 5.26
of the Code of Practice):
Patient records reviewed at inspection included consent to the disclosure of identifying
information for use in research. The unit manager demonstrated an awareness and
understanding of the Code of Practice 8th edition requirements related to disclosure of
information for use in research. HFEA consent forms and patient information sheets are
accessible to all staff on the centre’s electronic document management system and are
provided to patients at initial consultation.
What the centre does well:
Monthly audits of patient records are conducted by two members of the nursing and
embryology staff to verify that patient consent, including consent to disclose identifying
information, is accurately documented. Any errors or omissions are documented and
corrective actions taken. Minutes of these audits were observed at inspection.
What they could do better:
No areas of improvement in this area of practice were identified at the time of this inspection.
Consent issues in relation to the storage of embryos (including cooling off period)
Evidence of how the centre demonstrates compliance with the requirements relating to the
withdrawal of consent to storage of embryos intended for use in treatment. (Schedule 3 of the
Human Fertilisation and Embryology Act 1990 (as amended) and Guidance Note 5 of the
Code of Practice):
Centre staff demonstrated an awareness of the requirements relating to the withdrawal of
consent to storage of embryos intended for use in treatment, including the cooling off period.
The centre’s protocols have been updated to include the new requirements of the Code of
Practice 8th edition. The centre’s most recent audit of stored gametes and embryos showed
that no gametes or embryos were in storage beyond the consented or statutory storage expiry
date (Licence condition T79).
What the centre does well:
Monthly audits of patient records are conducted by two members of the nursing and
embryology staff to verify that patient consent, including consent to the storage of embryos, is
accurately documented. Any errors or omissions are documented and corrective actions
taken. Minutes from the monthly audits were observed at inspection.
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What they could do better:
No areas of improvement in this area of practice were identified at the time of this inspection.
Multiple Births
Evidence of how the centre demonstrates compliance with Guidance Note 7 of the Code of
Practice relating to multiple births:
In compliance with Directions 0003, the centre has a documented strategy to minimize
multiple births and conducts regular audits to assess progress in reducing the centre’s
multiple birth rate. The centre maintains a summary log of all cases where more than one
embryo was transferred to a patient who met the single embryo transfer criteria outlined in the
centre’s strategy. A “Multiple Pregnancy Information Sheet” is provided to patients and
documented in patient records. Patients opting to have more than one embryo transferred
must consent to the number of embryos to be transferred and acknowledge in writing that
they were informed of the risks of multiple births.
What the centre does well:
A dedicated member of the embryology team undertakes regular audits that assess progress
in the reduction of multiple pregnancies and help evaluate the effectiveness of the centre’s
strategy. The centre revised its strategy in April 2009 and then again in July 2009 to broaden
the criteria for patients eligible for single embryo transfer. The centre appeared very
determined to lower their multiple birth rates and is looking at ways to increase the uptake of
elective single embryo transfers (eSET). At the time of the initial consultation, patients are
provided with written and verbal information on the risks of multiple births and are given
sufficient time to consider the information prior to treatment. Clinical staff members discuss
eSET with patients following egg collection and patients who are likely to meet the eSET
criteria are contacted daily by embryologists from fertilisation check onwards.
What they could do better:
No areas of improvement in this area of practice were identified at the time of this inspection.
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2.

2007

Changes / improvements since the last inspection on 6th November

Area for improvement
identified at the last
inspection
Patient sperm samples
were stored past the
consented storage expiry
date.

Action required

Action taken as evidenced
during this inspection

Adherence to the 7th The centre has a documented
edition of the Code of protocol for the review of storage
Practice.
of gametes, testicular tissue and
embryos.
The latest audit of
stored gametes and embryos
showed that no gametes or
embryos were in storage beyond
the consented or statutory storage
expiry date.
Laboratory
witnessing Recommendation
to Documentation submitted preprotocols
required review
and
amend inspection
included
amended
review/amendment.
laboratory
witnessing protocols that appeared to be
protocols within 3 months compliant with the requirements
of the last inspection.
set out in Guidance Note 18 of the
Code of Practice.
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3.

Areas of concern

The analysis of the centre’s self assessment questionnaire and the information the centre has submitted to the HFEA e.g. staff
changes and the treatment cycles carried out at the centre, have identified that the following areas needed to be looked during the
inspection visit to this centre.
Area of concern
Inspection findings
Assessment of whether the action taken meets
requirement or whether any further action is
required
Reporting of adverse incidents. The centre has an incident log book to record The PR should ensure that adverse incidents and
Documentation submitted by the staff accidents, patient incidents and OHSS. The near misses, including OHSS which requires
centre prior to the inspection centre’s
“Protocol
for
dealing
with hospital admission and has a severity grading of
referred to 3 severe cases of accidents/incidents/near
miss/
breach
of severe or critical, are reported to the HFEA within
Ovarian
Hyperstimulation confidentiality” includes the requirement to the timeframes specified in Directions 0011.
Syndrome (OHSS) in 2009 that report all adverse incidents to the HFEA within
had not been reported to the the required timeframes. However, since the last
HFEA.
inspection in November 2007, there were 5
cases of severe OHSS and 1 other incident that
had been recorded in the centre’s log book but
were not reported to the HFEA.
The PR explained that the centre takes a
proactive approach to prevent the occurrence of
adverse incidents and conducts regular in-depth
risk assessments of all areas of practice. Copies
of documented risk assessments were provided
pre-inspection. Minutes from the centre’s
management review meeting documented a
discussion on the need to complete incident
forms.
The centre has a protocol for managing OHSS
and a policy for admitting patients to UCLH in
the event of an emergency.
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Areas of practice that require the attention of the Person Responsible
The section sets out matters which the Inspection Team considers may constitute areas of non compliance. These have been
classified into critical, major and others. Each area of non-compliance is referenced to the relevant sections of the Acts, Regulations,
Standard Licence Conditions, Directions or the Code of Practice, and the recommended improvement actions required are given as
well as the timescales in which these improvements should be carried out.
Critical area of non compliance
A critical area of non compliance is an area of practice which poses a significant direct risk of causing harm to a patient, donor
or to an embryo. A critical area of non compliance requires immediate action to be taken by the Person Responsible
Area of practice

Reference

Action required

None identified at
the time of this
inspection.

Timescale
for action

PR Response

Executive Review

Major area of non compliance
A major area of non compliance is a non critical area of non compliance:
•
which poses an indirect risk to the safety of a patient, donor or to an embryo through the procurement, use, storage or
distribution of gametes and embryos, which do not comply with the centre’s licence;
•
which indicates a major shortcoming from the statutory requirements;
•
which indicates a failure of the Person Responsible to carry out his/her legal duties
•
a combination of several “other” areas of non compliance, none of which on their own may be major but which together
may represent a major area of non compliance.
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Area of practice

Reference

Action required

Adverse incident
reporting:
since
the last inspection
in
November
2007, there were
5 cases of severe
OHSS and 1 other
incident that had
been recorded in
the centre’s log
book but were not
reported to the
HFEA.

Section 17 (1)(g) of the The PR should ensure
HFE Act 1990 (as that all adverse incidents
and near misses, including
amended)
OHSS which requires
Licence condition T120 hospital admission and
has a severity grading of
Directions
0011
- severe or critical, are
Reporting
adverse reported to the HFEA
incidents
and
near within the timeframes
misses
specified in Directions
0011.

Timescale
for action
With
immediate
effect and
to
be
reviewed
at the next
inspection.

PR Response

Executive Review

I acknowledge this
comment.
Steps have been
taken to ensure that
the reporting of such
cases shall be done
in accordance with
HFEA’s
adverse
incident
reporting
procedure in the
required timeframe.

The
Executive
considers
the
response from the
PR to be sufficient
and will monitor
progress at the next
inspection.

Other areas of practice that require improvement
Areas of practice that require improvement is any area of practice, which cannot be classified as either a critical or major area
of non compliance, but which indicates a departure from good practice.
Area of practice

Reference

Action required

None identified at
the time of this
inspection.

Version: 0
Trim:

13

Timescale
for action

PR Response

Executive Review

Additional Information from the Person Responsible
None.
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