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Purpose of the Inspection report
The purpose of the inspection is to assess whether centres are complying with the HF&E
Act 1990 (as amended)(‘the HF&E Act’), the HF&E Act 2008 and the Code of Practice
(CoP) to ensure that centres are providing a quality service for patients. The report
summarises the findings of the renewal 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 Executive Licensing Panel
which makes the decision about the centre’s licence renewal application.
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Report to Executive Licensing Panel
Brief description of the centre and its licensing history:
IVF Wales is part of the Cardiff and Vale University Health Board and has been licensed
by the HFEA since 1992. The centre is based in the University Hospital for Wales, Heath
Park, Cardiff. The centre’s outpatient activities were relocated to the hospital’s main
outpatient’s treatment area in 2009, while the clinical and laboratory functions are located
in dedicated hospital facilities refurbished in September 2007.
Opening hours are typically from 08:00 – 16:30 Monday to Friday. Laboratory work is
performed on the weekends as required. Licensed activities at IVF Wales include the
storage of eggs, sperm and embryos, in vitro fertilisation (IVF), intracytoplasmic sperm
injection (ICSI), insemination, procurement and distribution of gametes and embryos,
processing of gametes and embryos, treatment with donor gametes and embryos, and
mechanical, chemical and laser assisted hatching. The centre also has small egg sharing,
sperm donation and egg donation programmes. The centre currently operates a quality
management system which is ISO 9001:2000 accredited.
The centre historically performs approximately 500 treatments per year. Success rates for
IVF, ICSI and donor insemination (DI) are comparable with national averages in patients
aged <35 years, 35-37 years, 38-39 years, 40-42 years and >42 years, except for DI in the
38-39 year age group where the success rate is above the national average.
The Person Responsible (PR) has been a consultant in Obstetrics and Gynaecology at
IVF Wales since 1992 and the PR since 2002. The PR works full-time at the centre and
has appropriately completed the PR Entry Programme.
There have been no additional conditions on the centre’s licence since 23 May 2007 when
the licence was renewed for three years, active from 1 October 2007. The centre had
interim inspections on 25 March 2008 and 25 March 2009, with reports being presented to
a HFEA Licence Committee on 24 July 2008 and 10 June 2009. Actions plans were
implemented by the PR after each inspection to correct regulatory issues; the success of
the last action plan was one focus of this inspection.
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Activities at the centre
Number of treatment cycles
1 January 2009 –
31 December 2009
191
266
51
48
8
6

Type of treatment
IVF
ICSI
FET
DI
Egg share
Egg donor
Other licensable activities
Storage of eggs
Storage of sperm
Storage of embryos

9 or Not applicable (N/A)
9
9
9
Oocytes provided to project
R0161 at centre 0049**

Research

*These data were extracted from the HFEA register. 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.
**New premises for this research project were also inspected on this visit. The Research Licence Committee
recently approved the new premises. This has necessitated the research project being provided its own
HFEA centre number
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Updated actions since the centre was inspected on 15 April 2010:
The PR’s response in this report and information provided by the PR after the inspection
indicate that actions have already been taken to in some areas to bring the centre’s
practices into compliance. Action plans are in place to deal with all other remaining areas
of non-compliance detailed in the report. The tables below detail the areas in which noncompliances remain outstanding on 5 July 2010 and the centre still needs to implement its
action plans, as well as areas where the centre is now compliant and need take no further
action.
1) Critical areas of non compliance
Areas still outstanding on 5 July 2010:
Area of practice/reference
There are multiple non-compliances in
the cryostore facility related to:
a) The alarm system is potentially noncompliant with Guidance 26.4c
b) The cryostore has failed a Health
and Safety Inspection, thus its
continued use is contrary to CoP
Guidance 25.7
c) There is inadequate spare storage
space to enable transfer of samples if a
dewar fails, contrary to CoP Guidance
26.4d.

Executive Review
16 June 2010: The PR provided a document detailing the
options available to address the regulatory issues in the
cryostore raised by this inspection report. These options
need to be reviewed, costed and agreed by Health Board
management.
30 June 2010: Evidence was provided in emails from the PR
that an action plan for addressing the cryostore regulatory
issues has been prepared and that the Health Board
management have agreed to support and finance the plan.
The inspectorate considers the plan, if fully implemented,
should bring the centre to compliance regarding this issue.

The suitability of the cryostore for
licensed activity is thus questionable
(Licence Condition T17)

2) Major areas of non compliance
Areas still outstanding on 5 July 2010
Area of practice/reference
A list of all suppliers of goods and
services which impact on the quality
and safety of gametes and embryos
was submitted to the HFEA. The centre
does not have transport or satellite
centres. Third party agreements are in
place with some but not all suppliers,
non-compliant with Licence Condition
T111.

Executive Review
21 June 2010: The proposed third party agreement with the
contingency centre was provided. The PR has also stated
that agreements are in place with the third party courier
company and the day surgery unit.
The inspectorate consider the PR has acted appropriately
but needs to continue efforts to ensure appropriate third
party agreements are developed with all providers of critical
goods and services, to comply with T111.
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The compliance of third parties with
HFEA requirements has not been
evaluated, non-compliant with Licence
Condition T112, nor is compliance with
the HFEA CoP a stated requirement of
the third party agreements already in
place, non-compliant with Licence
Condition T116.

The inspectorate considers the actions taken comply with
those required. New agreements have been amended to
comply with T116, while older agreements will be assessed
for compliance and amended accordingly, by April 2011,
according to the centre’s post-inspection action plan

There have been staffing resource
issues at the centre, which have in
general initiated positive action plans.
These include the proposed
appointment of a QM, an embryologist
and nursing staff, and staff training
(e.g. in conscious sedation; life support
training; ultrasound scanning). The
nominated medical practitioner has not
had time however to have an effective
handover, or to cover the clinical
governance aspects of the role and to
obtain appropriate training to do so.
Some staff have also not undergone
basic and advanced life support
training in the last year. These issues
are potentially non-compliant with
Licence Conditions T12 and T15a.

15 June 2010: The PR advised the inspectorate of
significant staffing changes due to the resignation of several
staff members, two of whom are members of the centre
management team. It was confirmed by email (on 30 June
2010) that these posts have been advertised.
The PR provided a document reviewing the staffing
resources needed to support various levels of activity,
dependent on future development plans. This has been
provided to Health Board management and the PR has
advised them that the proposed activity level must be
appropriate for these documented staffing ratios. The
document will be regularly reviewed
The centre’s post-inspection action plan includes the
progressing to completion, by 1 October 2010, of the actions
already initiated and discussed in ‘Area of Practice’.
In discussions with the nominated medical practitioner, she
confirmed that she had been provided with induction and
training for the role.
The inspectorate consider the centre is complying with the
required actions, though some remain to be completed.

The DVD video provided to patients
regarding ART treatment at the centre
was produced before the regulatory
changes which occurred in October
2009. Thus it discusses an initial
statutory storage period for embryos of
five years, rather than the current 10
year initial period. It also refers to
evening patient information sessions at
the centre, which have not occurred for
more than a year due to financial
constraints. These inaccuracies may
be confusing to patients.

The centre’s post-inspection action plan, provided on the 16
June 2010, details that the DVD will be reviewed for
accuracy. A leaflet will then be prepared and provided with
each DVD to correct inaccurate information.

The ‘procedure for confidentiality’
and/or SOP for ‘maintenance of patient
case note folders’, do not include all
requirements of Licence Condition T44,
including documenting ‘arrangements
for establishing and maintaining
procedures to identify and resolve data
discrepancies.‘

The required action is detailed in the centre’s postinspection action plan, provided on the 16 June 2010, for
completion by September 2010 and will satisfy this
requirement if completed.

This action will be completed by 1 October 2010 and will
satisfy the requirements detailed in the inspection report
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The QIs developed for patient
confidentiality focus on the collection of
consents for disclosure. The
inspectorate consider that other QIs
need to be developed to provide the
PR with on-going measures of the
centre’s compliance with all aspects of
the CoP confidentiality requirements, to
attain compliance with Licence
Condition T35

The centre’s post-inspection action plan, provided on the 16
June 2010, states that new QIs are to be discussed between
senior staff. When decided upon, the new QIs will be
included in the audit programme. These actions should be
completed by September 2010 and will satisfy this
requirement when completed.

Some of the forms of documentation by
which identity is ‘verified’, as listed in
the patient care pathway document,
are possibly unreliable, for example a
works ID badge, bank card or recent
utility bill. This contradicts the centre’s
protocol for confidentiality (‘all couple
are asked for photo ID at the first visit’)
and is non-compliant with CoP
Guidance 5.10 and 5.11.

The centre’s post-inspection action plan, provided on the 16
June 2010, states that the patient care pathway document
will be updated to allow only photographic forms of
identification to be used. This action should be completed by
August 2010 and will satisfy this requirement when
completed.

The centre reported a MPR of 28% in
2009. It is likely that this will lead to a
MBR above the 24% target set by
Direction 0003 for 2008/09. The
inspectorate recognises however the
significant improvement in MPR
relative to 2008 and the recent review
of the MBMS at the centre which may
allow them to comply with the 20%
MBR target for 2009/10.

The centre’s post-inspection action plan, provided on the 16
June 2010, states that the proposed provision of a second
IVF cycle on the NHS should make it easier to convince
patients regarding SET. It also states that the MBMS will be
regularly audited. This action is on-going and will satisfy this
inspection report requirement.

The documented SOP for gamete and
embryo distribution does not include
procedures for recall, including
responsibilities and actions to be taken,
or for dealing with returned samples,
contrary to HF&E Act (1990) as
amended, Schedule 3A (11) and
Licence Condition T122.

The centre’s post-inspection action plan, provided on the 16
June 2010, states that the SOP for distribution will be
modified as required by the LM. This action should be
completed by 1 September 2010 to satisfy this requirement.
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The SAQ stated that QIs for laboratory
processes had not been developed,
contrary to licence condition T35. This
was in part confirmed on inspection
(e.g. for cryostorage and traceability),
though a number of performance
indicators in the laboratory are
monitored and regularly reviewed, for
example the fertilisation rate, ICSI
survival rate, and the percentage of
embryos growing to the eight cell and
blastocyst stages.

The centre’s post-inspection action plan, provided on the 16
June 2010, states that laboratory QIs will be reviewed to
ensure all critical processes have QIs. This action should be
completed by 1 September 2010 to satisfy this requirement.

Some procurement and processing
procedures have not been audited
against the approved procedures, the
regulatory requirements and QIs in the
last two years, for example cryostorage
and transportation procedures, noncompliant with Licence Condition T36.

The centre’s post-inspection action plan, provided on the 16
June 2010, states that procurement and processing
procedures will be audited against QIs and the regulatory
requirements by September 2010. This action must be
completed by 1 September 2010 to satisfy this requirement.

The Laboratory Manager notified the
Executive prior to the inspection that
the centre had imported sperm under
General Directions 0006 but due to
confusion over the status of the
supplying centre, had failed to notify
the HFEA within five days of the import,
as required by General Directions
0006.

The centre’s post-inspection action plan, provided on the 16
June 2010, states that the transportation SOP will be
updated appropriately by September 2010. This action
should be completed by 1 September 2010 to satisfy this
requirement.

The centrifuges, air flow cabinets and
ICSI microscopes used for gamete and
embryo processing are not logged in
patient records, to allow for full
traceability, non-compliant with Licence
Condition T22.

The centre’s post-inspection action plan, provided on the 16
June 2010, states that the laboratory work sheet will be
modified to allow the recording of equipment for traceability
purposes. This modification will be completed by
September 2010. This action should be completed by 1
September 2010 to satisfy this requirement.

The andrology laboratory provides
testing services for the centre’s
patients but is not accredited by an
appropriate body, contrary to Licence
Condition T21.

The centre’s post-inspection action plan, provided on the 16
June 2010, states that the centre will attempt to obtain CPA
accreditation for the diagnostic andrology service. Several
options are available. The recruitment of a QM and the
purchase of an effective document management database
will facilitate the process. Accreditation should be completed
by 1 January 2011 to satisfy this requirement

The centrifuges used in sperm
preparation have not been validated,
contrary to Licence Condition T24.

The centre’s post-inspection action plan, provided on the 16
June 2010, states that the centrifuges will be validated by
the LM by September 2010. This action should be
completed by 1 September 2010 to satisfy this requirement.
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The procedures relevant to EDI data
entry have not been reviewed against
regulatory requirements in the last two
years, non-compliant with Licence
Condition T36.

The centre’s post-inspection action plan, provided on the 16
June 2010, states that EDI data entry procedures have been
added to the audit schedule. The audit of those procedures
needs to be completed by 1 September 2010 to satisfy this
requirement.

The ‘maintenance of patient case note
folders’ procedure does not describe
how patient records are tracked while
moving around the centre (Licence
Condition T44a and T44c) or specify
the responsibility of the holder for the
confidentiality of the record (Licence
Condition T47). This procedure also
requires record retention ‘for at least a
10 year period after expiry, clinical use
or disposal’, contrary to Licence
Condition T48.

The centre’s post-inspection action plan, provided on the 16
June 2010, states that an SOP will be developed for tracking
notes in the centre, which will also discuss the records
retention requirements. These procedures need to be
completed by 1 September 2010 to satisfy this requirement.

Areas in which compliance has been achieved and no further actions are required
Area of practice/reference
There is no documented procedure for
generating a patient’s laboratory
worksheet. Given this document is
used in recording all laboratory
processing, as well as in witnessing, its
preparation should be according to a
documented procedure to ensure
consistency and accuracy (Licence
Condition T33b)

Executive Review

The centre has sent a third party
agreement to the courier company who
transport samples, which includes a
specification of the required transport
conditions. It has not yet been returned
so the centre is non-compliant with
HF&E Act (1990) as amended, Sch 3A
(11) and Licence Condition T111

21 June 2010: The third party agreement with the courier
company was stated by the PR, in an email, to have been
established. This was confirmed by email on 6 July 2010.
There remain no outstanding regulatory issues regarding
this matter

PESA and TESA procedures, which
constitute procurement i.e. a licensed
activity, are performed in a day surgery
unit within the same hospital. These
premises are not listed as licensed
premises, thus procurement there
would be in breach of HF&E Act (1990)
as amended, Section 12 (1) and
Licence Condition T1.

21 June 2010: The PR stated in an email that a third party
agreement has been established with the day surgery unit.
The third party agreement was provided to the inspectorate
on 6 July 2010. There remain no outstanding regulatory
issues regarding this matter

The centre’s post-inspection action plan, provided on the 16
June 2010, states that the SOP for work sheet completion
has already been prepared. There remain no outstanding
regulatory issues regarding this matter
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The Centre has a considerable number
of errors in HFEA registry data entered
to via the electronic data interface
(EDI), a situation also noted at the
inspection in March 2009 and noncompliant with General Directions
0005; paragraph 4. It was also noted
that IT issues at the centre have
prevented upgrading of the EDI system

1st June 2010: Staff at the centre have worked closely with
the HFEA and the upgraded EDI2 system is now
operational. The centre staff have also corrected numerous
registry data errors. Virtually all errors in Registry data from
01/01/2005 to date have been cleared. There remain no
outstanding regulatory issues regarding this matter

The centre does not have QIs in place
relevant to the submission of data to
the HFEA, non-compliant with Licence
Condition T35.

The centre’s post-inspection action plan, provided on the 16
June 2010, states that QIs for EDI data entry have been
established. The rapid clearance of EDI errors suggests the
centre have control of EDI data entry issues. There remain
no outstanding regulatory issues regarding this matter.

3) Other areas of practice that require improvement
Areas still outstanding on 5 July 2010:
Area of practice/reference
The centre’s egg donor and sperm
donor SOPs are compliant with Licence
Condition T52g, but not with CoP
Guidance 11.15 which requires
screening to be in accordance with
professional body guidelines. These
require all sperm and egg donors
should be: 1) screened for HTLV-1 and
HTLV-2; 2) physically examined; 3)
assessed for prion disease risk; 4)
tested for blood group and rhesus
factor. These assessments are
currently not stated in procedures or
performed. The inspectorate also has
concerns regarding the use of self
swabbing for testing for gonorrhoea;
swabbing by a nurse would be more
likely to provide a definitive test results.

Executive Review

Information provided to patients
regarding egg sharing stated that a
cancellation cost would be charged to
the egg provider in the event of them
withdrawing their consent to the
sharing arrangement during ovarian
stimulation. Such a charge is contrary
to CoP Guidance 12.10.

The centre’s post-inspection action plan, provided on the 16
June 2010, indicates that the centre will bear the financial
loss in this situation and that the protocol and patient
information will be revised.

The centre’s post-inspection action plan, provided on the 16
June 2010, concurs with the actions indicated in the PRs
response and states that the screening protocol will be
updated
The PR should note that these responses have not met the
requirements regarding: 1) prion disease risk; 2) testing for
blood group and rhesus factor. The PR should ensure
actions are taken to address these screening issues.
These actions need to be completed by 1 August 2010 to
satisfy this requirement.

These actions need to be completed by 1 August 2010 to
satisfy this requirement.
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It was recommended in the last
inspection report that a dedicated QM
be appointed. This is now a regulatory
requirement (CoP Guidance 23.3a and
23.4) and its importance is indicated by
the assistance a QM will provide with
other non-compliance noted in this
report.

Health Board management said on inspection that a
dedicated part-time QM would be appointed, finance having
been recently approved. This would appear to not concur
with the PRs response. It is suggested that the centre act on
this recommendation by 1 October 2010.

The SOPs for consenting for the use of
sperm, oocytes and embryos in
training, provide no commitment or
mechanism to ensure that the number
of embryos used is minimised to those
needed for adequate training (Licence
Condition T96). Furthermore, there is
no documented audit of embryo use in
training, to ensure they have been
appropriately and effectively used (i.e.
Licence Condition T96 has been
complied with). No embryos have
however been used in training so this
has not caused a breach of Licence
Condition T36.

The centre’s post-inspection action plan, provided on the 16
June 2010, indicates that the centre will update the
procedure for training, as required, and will develop
appropriate QIs to monitor the effect use of embryos in
training.

The centre’s ‘ovarian hyperstimulation
protocol’ does not include the
requirement to report OHSS which
requires a hospital admission, to the
HFEA as an incident (CoP guidance
27.1).

The centre’s post-inspection action plan, provided on the 16
June 2010, indicates that the OHSS protocol will be
updated, as required, by August 2010.

An audit of counselling QIs is planned
in 2010 but was not listed on the
centre’s audit schedule for 2010, with
appropriate quality objectives, noncompliant with Licence Condition T35.

The centre’s post-inspection action plan, provided on the 16
June 2010, states that new QIs, including for counselling,
are to be discussed between senior staff. The new QIs will
be included in the audit programme. These actions should
be completed by 1 September 2010 to satisfy this
requirement.

Some documents in the quality manual
have not recently been reviewed (CoP
Guidance 31.6), while others do not
have appropriate document control
features (CoP Guidance 31.4). One
document could not be found in the
quality manual index.

The centre’s post-inspection action plan, provided on the 16
June 2010, indicates that this issue will be assisted when
the QM is appointed. The centre also plans regular protocol
review sessions at the centre management meeting. Finally
the purchase of a CD writer is described.

These actions need to be completed by 1 August 2010 to
satisfy this requirement.

These actions need to be completed by 1 August 2010 to
satisfy this requirement

The inspectorate considers the appointment of a QM will
significantly enhance the centre’s success in dealing with
this issue.
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Areas in which compliance has been achieved and no further actions are required
Area of practice/reference
Complainants at the centre must address formal
written complaints to the Health Board Chief
Executive, who is an unlicensed person. There is
a risk that the consent for disclosure implied by the
letter may not be freely given, as there is no option
to make a formal complaint to a licensed person.
To prevent this, the centre should have a
nominated complaints officer, as is required by
CoP Guidance 28.4. Written complaints can then
be directed to this person and an anonymised
version forwarded to the Chief Executive.

Executive Review

The ‘procedure for confidentiality’ states that
‘notes are released to the complaints manager in
the event of a complaint’. As the centre does not
have a nominated complaints officer, and all
formal complaints must be sent by patients to the
Health Board Chief Executive, it is likely that the
complaints manager is a Health Board employee
and is unlicensed. In addition, as formal written
complaints must be sent to the Chief Executive,
they can not be considered as freely providing
informed consent for disclosure. These
procedures may potentially lead to the disclosure
of patient identifying information to an unlicensed
person, without effective consent, in contravention
of HF&E Act (1990) as amended, S33

The centre’s post-inspection action plan,
provided on the 16 June 2010, concurs with
the PRs response. It states that there is now a
nominated complaints officer on the centre’s
licence. Thus there are no outstanding
regulatory issues regarding this matter.

In the year to 6 March 2010, the centre took an
average of 43 days to pay the 12 HFEA invoices
issued. This is a significant improvement
compared to the situation in March 2009. The PR
should note however that the terms of payment of
HFEA invoices are that payment should be
received within 28 days, and that the PR is
obliged, under Licence Condition T9d, to ensure
fees are paid within the written specified timescale.

The inspectorate were informed on 1 July
2010 that one reason for delays in paying
invoices is that they are sometimes sent to the
wrong address in the hospital (that of the
research licence). HFEA Finance has been
advised of this. The PR has discussed this
issue with the Health Board Finance Director.
The inspectorate is satisfied with the centre’s
progress in this area.
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The centre’s post-inspection action plan,
provided on the 16 June 2010, concurs with
the PRs response. It states that there is a
nominated complaints officer on the centre’s
licence. Thus there are no outstanding
regulatory issues regarding this matter.

Summary for licensing decision:
In considering overall compliance, the inspectorate considers that it has sufficient
information drawn from documentation submitted by the centre prior to inspection and from
observations and interviews conducted during the inspection visit to conclude that:
•

•
•
•
•

There is evidence to support the suitability of the PR, including compliance with
licence conditions in multiple activities e.g. consenting, legal parenthood, welfare of
the child and staff competency assessment. The centre has also attained
compliance in multiple areas where it was non-compliant at the last inspection and
responded appropriately to incidents There is also however evidence that the PR
has not succeeded in some situations in discharging her duties under section 17 (1)
(e) of the HF&E Act 1990 (as amended) as detailed in the report.
The premises appeared largely suitable for licensable activity, albeit the
inspectorate have concerns over the safety of the cryostore facilities, as detailed in
the report.
The practices appeared largely suitable for licensable activity;
The centre has submitted appropriately completed documentation in accordance
with General Directions 0008 in application for renewal of their licence.
The centre has paid the required application fee to the HFEA in accordance with
requirements.

Recommendation to the Executive Licensing Panel
The inspectorate notes that a number of areas of non-compliance highlighted in the main
body of the report remain outstanding. Action plans are in place to bring these areas of
practice into compliance, though some remain to be completed. The inspectorate
considers however that overall there is sufficient information available to recommend the
renewal of this centre’s licence for a period of two years, without additional conditions.
The inspectorate recommends that the Executive Licensing Panel requires that the PR
complies with the following recommendations, to close non-compliances (outstanding on 5
July 2010), within the prescribed timeframes set out in the inspection report:
Risk to patients and children born as a result of treatment services
• The PR should ensure that the centre’s practices for donor screening are fully and
reliably compliant with Licence Condition T52 and CoP Guidance 11.15.
• The PR should review the centre’s practice and patient information regarding the
centre charging a fee to egg providers who withdraw consent during stimulation.
Practices compliant with CoP Guidance 12.10 should be adopted (‘If either the egg
provider or recipient in an egg sharing arrangement withdraws their consent after
preparation has begun, the centre should bear any financial loss it sustains’).
• The PR should progress with the appointment of a dedicated Quality Manager to
ensure compliance with CoP Guidance 23.3a and 23.4.
• The PR should ensure that third party agreements are in place with all suppliers of
goods or services which could impact on the quality and safety of gametes and
embryos, as required by Licence Condition T111.
• Third party agreements should be revised at the next opportunity, to include a
specification that the third party should comply with all relevant HFEA requirements.
The PR should take action to evaluate the compliance of third parties with HFEA
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•

•
•

requirements. These actions should be taken to comply with Licence Conditions
T112 and T116.
It is recommended that the PR ensures that all action plans regarding staffing
issues are progressed to completion, to ensure compliance with Licence Conditions
T12 and T15a and that the PR regularly reviews staff numbers and training and
centre resources, to ensure they are adequate to support the proposed activity, as
required by HF&E Act (1990) as amended, 17 (1) and Licence Conditions T12 and
T15a. This is especially important in times of increasing activity.
It is recommended that the nominated medical practitioner be provided with
effective induction and training for the role, as well as adequate time to perform it, to
comply with Licence Conditions T12 and T15a.
It is recommended that the PR amends the ‘ovarian hyperstimulation protocol’ to
include the reporting to HFEA of all incidents of OHSS requiring hospitalisation, to
comply with CoP Guidance 27.1.

Patient Experience
• The PR should ensure the audit schedule for 2010 includes the counselling audit, to
ensure compliance with Licence Condition T35.
• The PR should review the ‘procedure for confidentiality’ and/or SOP for
‘maintenance of patient case note folders’ and ensure that mechanisms are
described within either or both procedures, for identifying and solving all data
discrepancies, as required by Licence Condition T44.
• The PR should investigate including other quality indicators (QIs) for patient
confidentiality to ensure compliance with Licence Condition T35.
• The PR should review the information provided to patients in the DVD video and
ensure that where there are inaccuracies, that these are clarified to the patient in
written document which can be provided with the DVD video.
• The PR should limit the forms of documentation used to verify patient identity, to
those which are most likely to be reliable and include photographic information,
such as a passport or driving licence, to comply with CoP Guidance 5.10 and 5.11.
• It is recommended that the PR monitors the centre’s multiple birth minimisation
strategy (MBMS) and how it is applied, to ensure that the 20% multiple birth rate
(MBR) target is achieved. Patient information should be reviewed to ensure any
reference to a target MBR is accurate (e.g. 20% in 2010/11).
Protection of embryos
• The PR must ensure the safety of the cryostore for staff and stored samples, and
ensure compliance with CoP Guidance 26.4c, 26.4d and 25.7. Immediate action is
required on this issue.
• The minimisation of embryo usage in training to that required for training purposes,
and the audit of embryo usage in training, should be included in procedures, to
comply with Licence Condition T96. The inspectorate also suggests that a QI and
objective be developed regarding documenting the training purposes for which
embryos are used and ensuring all such embryos are used effectively (Licence
Condition T36).
• The PR should review the gamete and embryo distribution protocol and modify it to
include procedures for recall, including responsibilities and actions to be taken, and
for dealing with returned samples, to comply with Licence Condition T122.
• The PR and Laboratory Manager should assess the performance indicators
currently monitored, and consider which other QIs are required to provide adequate
information to the management team regarding the quality, safety and effectiveness
of the laboratory processes, to ensure compliance with Licence Condition T35.
Version: 0
14
Trim:

•
•
•
•
•

The PR should ensure procurement and processing procedures are reviewed
against the regulatory requirement and QIs, to comply with Licence Condition T36.
The PR should review procedures and ensure that the HFEA is notified of any
transfer under General Directions 0006 within 5 days.
Plans to log the centrifuges, air flow cabinets and ICSI microscopes used for
gamete and embryo processing should be implemented, to comply with Licence
Condition T22.
The action plan for clinical pathology accreditation (CPA) accreditation of the
andrology service should be implemented as quickly as possible to ensure
compliance with Licence Condition T21.
The PR should ensure that the centrifuges are validated, to comply with Licence
Condition T24.

Good governance and record keeping
• The PR should ensure that procedures relevant to EDI data entry are reviewed
against the regulatory requirements, to comply with Licence Condition T36.
• The PR should review the ‘maintenance of patient casenote folders’ procedure and
ensure it states appropriate 10, 30 or 50 year retention periods, as required by
Licence Condition T48. It should also document processes to ensure the security
and traceability of patient records (Conditions T44a, T44c and T47).
• The PR should ensure that all documents in the quality manual are reviewed at
least annually (CoP Guidance 31.6) and that all have a common pattern of
document control features which include: (i) a unique identifier (for instance, the
edition, or current revision date or revision number); (ii) page numbers and total
number of pages (for example ‘page 3 of 10’); (iii) authority for their issue; (iv)
author identification (CoP Guidance 31.4).
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Details of Inspection findings
Risk to patients and children born as a result of treatment services

1.
Focus
•

The risks of fertility treatment to the health of patients and children born as a
result of treatment.

•

Welfare of the Child – all assisted conception processes should only be conducted
in a manner that takes into account the welfare of any child that may be born as a
result of treatment services.

•

Ensuring patients receive treatment using the correct gametes or embryos –
patients should have confidence that the gametes or embryos used in their treatment
are either their genetic gametes or embryos created with their gametes (or in the
case of donor gametes that the gametes used are from the correct donor).

•

Ensuring donor gametes are only used where appropriate screening has taken
place – the health of patients and children, born as a result of treatment services,
could be at risk if gametes from unscreened donors are used in the provision of
treatment services.

•

Inspection theme 2010 - 2012 – the focus of inspection for 2010 – 2012 should
include the following areas: Witnessing

•

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 considered during the inspection visit to this centre:
•
•
•
•

Welfare of the Child
Donor selection
The quality management system
Third party agreements
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►

Take account of the welfare of any child who may be born as a result of the licensed
treatment provided by the centre, and of any other child who may be affected by that birth
(Principle 4).
Evidence of how the centre demonstrates compliance with this principle
Welfare of the child: Guidance Note 8
The Centre has a comprehensive Welfare of the Child (WoC) assessment standard
operating procedure (SOP) which requires consent for disclosure (CD) to their General
Practitioner to be obtained from all patients. WoC assessment is also included in the
protocol for patient consultations prepared since the last inspection. These SOPs provide
evidence of compliance with Licence Conditions T33 (b) and T56. The centre’s patient
information explains the requirement to perform a WoC assessment prior to treatment
(CoP guidance 4.2(b)).
Evidence of how the centre demonstrates compliance with this principle; Continued
QIs for WoC assessment and their monitoring methods were also seen to be recently
documented (Licence Condition T35), in response to this issue being highlighted by the
self assessment questionnaire completed by the centre. Discussion with the Lead Nurse
indicated that QI monitoring for WoC compliance indicated some non-compliances with
protocols in 2009. Appropriate corrective actions were taken such that QIs for WoC
assessment in March 2010, seen by the inspectorate, showed a significant improvement.
The procedure was audited against the regulatory requirements during a recently
completed care pathway audit (Licence Condition T36)
WoC assessment is performed by fertility nurses and doctors and was seen by the
inspectorate to be included in competency assessment programmes for both staff groups
(Licence Conditions T12 and T15a). Evidence in staff records indicated that competencies
for WoC assessment had been tested within the last year.
If staff have concerns during WoC assessment, the case can be discussed with
colleagues, information sought from the couple’s general practitioner and/or the couple
referred to the Lead Counsellor for social welfare assessment. If concerns are still
present, the case is discussed at the centre’s multidisciplinary Social Issues Group. The
conclusions of WoC investigations are discussed by the PR with the patient couple and
are documented in patient records (CoP Guidance 8.18).
In surrogacy cases, WoC assessment is performed on the surrogate and her partner as
well as on the commissioning couple (Licence Condition T56). A recent audit of four such
surrogacy cases indicated WoC assessments had been performed consistent with, the
centre’s protocols.
It was noted by the operational audit team attending at the time of inspection that
appropriate documentation for WoC assessment was present in the seven sets of patient
records inspected (Licence Condition T56).
Evidence of how the centre demonstrates compliance with this principle; Continued
The nominated medical practitioner noted that the WoC assessment form provided by the
HFEA no longer requires the assessor to sign the form when making their assessment.
She considers this a retrograde step and recommends that the HFEA review the current
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version of the WoC assessment form to require the assessor to sign the form.
What the centre does well.
What they could do better.
Welfare of the child: Guidance Note 8
In one patient record, a question (related to social welfare intervention) in the WoC
assessment had not been answered by a patient but had by her partner. The fact that the
couple had no children themselves or from previous relationships meant this question was
not applicable, thus the omission was understandable and a non-compliance with Licence
Condition T56 did not occur. It is recommended however that centre staff reviewing WoC
assessment forms ensure that all questions on the forms are answered, to enable a full
WoC assessment to be made.

►

Conduct all licensed activities with skill and care and in an appropriate environment,
in line with good clinical practice, to ensure optimum outcomes and minimum risk for
patients, donors and offspring (Principle 7).
Evidence of how the centre demonstrates compliance with this principle
Donor recruitment, assessment and screening: Guidance Note 11
The centre recruits sperm donors. It also has egg donation and sharing, and surrogacy
programmes, but does not provide embryo donation. The centre has SOPs for donor
recruitment, screening and consent taking (Licence Condition T33b). The centre is also
preparing ‘care pathway’ documents for donor recruitment which amalgamate SOPs with
documentation to allow the collection of all relevant clinical information. Donor SOPs are
compliant with the requirements of Licence Condition T52 regarding donor age, medical
history and screening tests. Screening tests are carried out by an external CPA accredited
company (Licence Condition T53a). SOPs and practice at the centre require sperm donors
are fully screened every three months while donating and three and six months after they
finish donating. Donated sperm is quarantined for at least 180 days and only released for
use if screening tests are all negative (Licence Condition T53c).
Donor and recipient patient information and associated SOPs discuss providing to the
recipient, on request, appropriate anonymous information regarding the donor and or any
donor conceived children. They also discuss the information which can be provided to
donor–conceived offspring when they reach 16 year then 18 years of age (CoP Guidance
20.2d).
The centre are developing QIs as part of the care pathways and have audited patient
records (donor and recipient) in egg sharer, egg donor and sperm donor treatments to
ensure consents were in place and appropriate screening tests performed (Licence
Condition T35).

Evidence of how the centre demonstrates compliance with this principle (Continued)
The donor coordinator demonstrated at inspection a paper-based donor database and the
electronic donor database which is in development. These systems highlight when further
donor screening is required and the date by which it is needed, as well as logging donor
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use and outcomes, including the sex and date of birth of any donor-conceived offspring.
The databases also highlight if the donor has placed restrictions on gamete use. The
databases therefore allow the centre to enforce the 10 family limit and inform the donor, if
requested appropriately, of the number of persons born as a result of the donation, the sex
and the year of birth (HF&E Act 1990 (as amended) 31ZD (3)).
All sperm and egg donors are offered counselling prior to donation and this is detailed in
the donor recruitment SOPs (Licence Condition T60).
Egg sharing arrangements: Guidance Note 12
Patient information submitted prior to inspection showed that egg providers in egg sharing
arrangements are treated in the same way as other donors (CoP guidance 12.2). Eight
egg sharing cycles were completed at the centre in 2009. The donor coordinator confirmed
that treatment services are provided to the egg share donor in the course of the donation
cycle (Direction 0001, section 6).
Surrogacy: Guidance Note 14
The centre offers surrogacy treatment and the centre’s patient information and discussions
on inspection indicate that patients are treated in the same way as other donors, including
the requirement for quarantining of donor sperm (Licence Condition T53 (c)).
Donor assisted conception: Guidance Note 20
Patient information for donor-assisted treatment highlights the importance of informing any
resulting child at an early age that the child results from the use of donated gametes
(Licence Condition T63a). The centre’s counsellor stated on inspection that she ensures
this issue is discussed with patients using donor gametes who have counselling, along
with methods and techniques for informing the offspring (Licence Condition T63b). The
centre does not use gametes, or embryos created using gametes, from donors who are
anonymous, unless for sibling use (Licence Condition T54).
Quality management system: Guidance Note 23
The centre has a comprehensive quality management system (QMS) which is ISO
9001:2000 certified and was last inspected in December 2008 (Licence Condition T32).
The centre plan to install Q-pulse document management software to support the QMS.
The departmental heads are the designated quality managers in their respective areas.
Weekly minuted quality management meetings are held between the four departmental
heads, with the PR as chair. The QMS is reviewed annually and a report produced which
outlines actions and recommendations, as well as QMS objectives for the following year
(CoP guidance 23.9).
The centre’s quality manual, and quality policy were seen on inspection (Licence Condition
T33a and CoP guidance 23.5). A full list of documents in the quality manual, which
included all procedures required for the centres activities, and an organisational chart was
provided to the inspectorate. The quality policy was seen to be on display in the centre
(CoP guidance 23.7b).
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Evidence of how the centre demonstrates compliance with this principle (Continued)
The centre conducts internal audits and QI monitoring (Licence Conditions T35 and T36).
A detailed audit programme for 2010, audit protocols and reports for previous audits in
2009 were provided on inspection (Licence Condition T36). The audit programme and
protocols included the frequency of audit, person responsible and quality objectives. The
audit programme for 2010 includes patient satisfaction and complaints (every four
months), multiple clinical and embryological QIs (monthly), EDI data entry (monthly), risk
register (monthly), adverse incident processing and learning (monthly), clinical care
pathways including information provision, counselling provision, consents, WoC
assessment and confidentiality (six monthly), document review (monthly), mandatory
training (yearly), cleanliness of the premises (yearly), staff competency assessments
(yearly) and staff satisfaction (monthly). Clinical and embryological QIs assessed included
QIs for witnessing, embryo processing and development, clinical success rates, multiple
births, elective single embryo transfer (eSET) compliance and sperm and egg donor
recruitment and screening compliance. Centre staff are developing the clinical and
embryological QI monitoring along a ‘dashboard’ model, in which an expanded set of QIs
for centre activity, workforce resources, and clinical and embryological indicators will be
constantly assessed and reviewed monthly against defined goals and compliance limits.
Patient feedback is actively sought and all patients are provided with a patient satisfaction
survey form. The boxes where these forms can be place are checked every one or two
days, the feedback comments are reviewed and appropriate actions taken immediately, if
possible. Feedback forms also contain responses regarding patients satisfaction scores
for the overall service, unit cleanliness, privacy and comfort, appointment times, ease of
telephone contact, staff professionalism, information provision and discussion
opportunities. These scores are analysed and reported in a patient satisfaction audit
report every four months, which is considered at an all staff meeting. The inspection team
considered that the audit report for the March 2010, the minutes of its consideration and
resulting action plans, indicate the centre places significant emphasis on providing a
quality service to patients and is responsive to their feedback.
QI monitoring and audit reports are discussed at management group meetings and at the
quarterly all staff meetings. Minutes of these meetings were provided on inspection.
Multiple audit reports were available for inspection as the audit programme for 2009 was
completed (Licence Condition T36). The reports included those for audits of the MBMS,
the IVF clinical care pathway (including completion of all required information in the
document, consenting and WoC assessment), witnessing and patient satisfaction. Audit
reports were seen to have been noted in minutes of the all staff meetings and included
actions and recommendations.
What the centre does well.
Quality management system: Guidance Note 23
The inspectorate considered that the QI and audit activities performed at the centre, and
the plans for a ‘dashboard’ QI approach in the future, constituted strong evidence of a
thoughtful and compliant approach to quality management and the regulatory
requirements of Guidance Note 23.
What they could do better.
Donor recruitment, assessment and screening: Guidance Note 11
The centre’s egg donor and sperm donor SOPs include the requirement for HTLV testing,
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but only for donors from high risk groups. This is compliant with Licence Condition T52g,
but not with CoP Guidance 11.15 which requires screening to be in accordance with
professional body guidelines. Current professional body guidelines (Human Fertility 11
(2008), 201 - 210), require testing of all sperm and egg donors for HTLV-1 and HTLV-2.
The protocols should make it clear that testing for HTLV-1 and HTLV-2 is required in all
donors, rather than just stating that ‘HTLV’ testing is required in high risk donors. The
screening protocols were also considered non-compliant with professional body
guidelines, and thus CoP Guidance 11.15, in that they did not include a) a physical
examination of the donor, b) an assessment of the risk of prion disease; c) testing of blood
group and rhesus factor. Finally, the inspection team had concerns regarding the use of
self swabbing for testing for gonorrhoea, whereas swabbing by a nurse would be more
likely to provide a definitive test result. The possibility of referring patients to the local
genito-urinary medicine clinic for physical examination and swab taking and testing was
discussed.
Donor recruitment, assessment and screening: Guidance Note 11
Information provided to patients regarding egg sharing stated that a cancellation cost
would be charged to the egg provider in the event of withdrawal of consent during ovarian
stimulation though such a charge is contrary to CoP Guidance 12.10. Information
provided to patients regarding egg sharing and surrogacy and clinical practices, should be
reviewed to ensure it complies with CoP Guidance 4.2 h, 11.15 and 12.10.
Quality management system: Guidance Note 23
It was recommended in the last inspection report that a dedicated QM be appointed rather
than the QM role being divided between representatives of the medical, nursing,
administration and laboratory teams. This recommendation has not been acted upon and
is as relevant now as it was in March 2009. Indeed it is now a regulatory requirement (CoP
Guidance 23.3a and 23.4). The issue was discussed with Trust management and the
Directorate Manager gave a commitment that a dedicated part-time (50%) QM will be
appointed in the near future, finance having been recently approved. This will also assist
with document control and annual review, and CPA accreditation of the andrology
laboratory.
Quality management system: Guidance Note 23
It was stated on inspection that the centre plans to let their QMS ISO9001:2000
certification lapse due to financial restraints, and to instead use compliance with local
Health Board policy and ‘Investors in People’ certification to maintain its standards. It is not
a regulatory requirement that a centre’s QMS be accredited by the International Standards
Organisation (ISO). The inspectorate however recommend against this course of action
since it will be difficult to maintain the rigour of the QMS using these mechanisms.
Voluntary adherence to local Health Board policy and the ‘Investors in People’ programme
will not substitute for regular certification by an international standards system designed to
maintain QMS effectiveness. Possible QMS failures could have repercussions as the
effective operation of a QMS ensures compliance with multiple CoP requirements.
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►

Ensure that all premises, equipment, processes and procedures used in the conduct
of licensed activities are safe, secure and suitable for the purpose (Principle 8).
Evidence of how the centre demonstrates compliance with this principle
Witnessing: Guidance Note 18
Witnessing practices at the centre were considered compliant with Licence Condition T71.
The centre has protocols for witnessing in the laboratory (‘IVF Wales ART, Laboratory
witnessing protocol’) and in clinical work (‘Clinical and andrology protocol for witnessing in
assisted conception cycles’) requiring witnessing at all steps required by CoP Guidance
18.4. Witnessing protocols have been reviewed against HFEA regulatory requirements in
the last year by centre staff. Witnessing was seen in patient records (four sets reviewed)
and in practice to be performed and appropriately recorded, contemporaneously by two
persons in patient records. Staff records indicated that competency assessment of
witnessing has been performed in the last year (Licence Conditions T12 and T15a).
The SAQ stated that QIs for witnessing had not been developed. The inspectorate
consider this statement is incorrect since a monthly audit of witnessing compliance in
patient records from a random week in the previous month has been performed for two
years. Multiple witnessing audit reports were observed and it was considered that this
audit effectively functions as a witnessing QI. Quality objectives for the witnessing audit
are defined, these being 0% errors in witnessing.
What the centre does well.
Witnessing: Guidance Note 18
Observing witnessing practice, the Scientific Inspector considered that the repeat of the
witnessed identification of a patient at embryo transfer, on their return to the room after
having had to unexpectedly leave, was an example of good practice.
What they could do better.
Third party agreements: Guidance Note 24
A list of all suppliers of goods and services which impact on the quality and safety of
gametes and embryos was submitted to the HFEA prior to the inspection. The centre does
not have transport or satellite centres. Third party agreements are in place with some
suppliers but others have not returned the agreements to the centre. The PR should
ensure that third party agreements are in place with all suppliers of goods or services
which could impact on the quality and safety of gametes and embryos, as required by
Licence Condition T111.
Third party agreements: Guidance Note 24
The PR stated that a third party agreement had been prepared for a centre providing
contingency services, as required by the inspection in March 2009, but that this had been
rejected for legal reasons by that centre. The PR is currently therefore developing a third
party agreement with a second HFEA licensed centre and expects this to be completed
shortly. The inspectorate recommends that this third party agreement is formalised as
soon as possible to ensure compliance with Licence Condition T111.
What they could do better (Continued).
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Third party agreements: Guidance Note 24
The PR stated that the compliance of third parties with HFEA requirements had not been
evaluated. This is non-compliant with Licence Condition T112, nor was it a stated
requirement of the third party agreements already in place which is non-compliant with
Licence Condition T116. The third party agreements should be revised at the next
opportunity, to include that the third party should comply with all HFEA requirements and
the PR should take action to evaluate that compliance, to ensure that Licence Conditions
T112 and T116 are satisfied.

►

Ensure that all staff engaged in licensed activity are competent and recruited in
sufficient numbers to guarantee safe clinical and laboratory practice (Principle 9).
Evidence of how the centre demonstrates compliance with this principle
Staff: Guidance Note 2
The centre has an appropriately qualified (GMC registered, Consultant obstetrician and
gynaecologist) PR who has completed the PR Entry Programme (Licence Condition T9).
The centre has a nominated medical practitioner to oversee medical activities who is a
GMC registered, Consultant obstetrician and gynaecologist, who is available at all times
either in the centre or on her mobile telephone to advise on medical activities (Licence
Condition T16). The Laboratory Manager is registered with the HPC (Licence Condition
T14). All other senior centre staff were also appropriately qualified, experienced and
registered for their roles (Licence Condition T14). An organisation chart defining
accountability and reporting relationships for the centre was provided to the inspection
team and was considered appropriate (Licence Condition T11).
The nominated medical practitioner stated that all staff undergo criminal records bureau
(CRB) checks before they are employed. It is a provision of their employment contracts
that they have to advise their manager of any subsequent criminal convictions. These
mechanisms provide evidence of compliance with HF&E Act (1990) as amended, Section
17 (1) (a).
Resource management and matching to activity level is achieved at the weekly
management meetings which discuss the resources available in the weeks and months
ahead and modify the centre’s activity accordingly (Licence Conditions T12 and T15a). A
document reviewing the resources available and the centre activity was provided which
described the main resource issues which limit the centre’s activity (Guidance 25.10). This
resource-activity assessment also discussed a proposed increase in centre activity from
520 to 900 cycles per year, the resource issues this would create, and four options to
increase resources to allow safe operation of the centre (Licence Conditions T12 and
T15a). This document has been provided to the Health Board management for their
consideration. A contingency plan for maintaining the service in the event of unexpected
staff shortages was also provided (Licence Conditions T12 and T15a).
New staff and those returning to licensed activity after a career break follow a general
Health Board induction programme and specific role-dependent induction, training and
Evidence of how the centre demonstrates compliance (Continued)
competency assessment programmes. These programmes are documented in procedures
and include training and competency assessment across a wide range of activities
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dependent on the staff member’s role and include the centre’s quality management system
and the regulatory requirements. Evidence was provided on inspection which indicated
that induction, training and competency assessment were documented in staff records.
These observations indicate the centre is compliant with Licence Condition T15.
Clinical, nursing and laboratory staff groups each have on-going competency assessment
frameworks documented in procedures. The frameworks were considered by the
inspectorate to be wide-ranging and to cover all key areas for each staff group. For
example, that for nurses is based on the NHS Knowledge and Skills Framework for fertility
nurses and includes counselling, provision of information, welfare of the child and
witnessing. Other more advanced competencies include clinical leadership, nurse
prescribing, scanning, blood taking, conscious sedation, IUI, donor selection and
recruitment, women’s health and privacy and dignity, are assessed for nurses carrying out
these functions. The frameworks for laboratory and clinical staff were considered by the
inspectorate to be complete. Competency assessment sheets are completed for each
staff member and assessments were said to have been performed for all staff in the last
year, and were observed in all staff records inspected (Licence Conditions T12 and T15a).
The procedures state the assessments will be repeated annually and their completion will
be audited annually. All staff receive an annual appraisal at which competency
assessments and training requirements are reviewed.
Continual professional development (CPD) provided to staff consists of a mix of in-house
and external training courses, professional body CPD activities and conference
attendance. Staff members interviewed stated that the provision of financial assistance for
training activities was reasonable.
What the centre does well.
Staff: Guidance Note 2
The inspectorate considered that the competency assessment frameworks and the
records kept of the competency assessments, provided evidence of good practice and
strong compliance with competency assessment requirements.
What they could do better.
Staff: Guidance Note 2
The centre was said by staff to be short of a dedicated quality manager and an
anaesthetist. It was also noted that the separation of the outpatients department from the
treatment corridor increases the burden on nursing and clinical staff, since it takes time to
walk and transfer equipment or documents between the two areas. The absence of an
anaesthetist has led to two of the centre’s three senior clinicians being required for egg
collections, with one clinician assuming responsibility for the monitoring of conscious
sedation the other for egg collection. Although this action is ensuring patient safety during
egg collection this has led to cancellation of patient consultations. Patients have
complained about this issue.
What they could do better (Continued).
Senior staff indicated that covering the QM role has led to pressures on their time, as
stated in the report of the inspection in March 2009. For example, the nominated medical
practitioner has not had time to have an effective handover from the PR, who previously
held the post, or to cover the clinical governance aspects of the role and obtain
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appropriate training to allow her to do so. Some staff had also not undergone basic and
advanced life support training in the last year.
These staffing issues have been raised at the centre’s strategy group meeting and
corrective actions are now in place. One senior nurse is undergoing training in conscious
sedation techniques while another is undergoing ultrasound training, to relieve pressure on
the centre’s clinicians. A third nurse is undergoing training to provide basic and advanced
life support training, so that she can provide annual life support training to centre staff. It
was also stated that a half-time dedicated quality manager is to be appointed and a job
specification is being prepared for the appointment process. Nurse numbers are also to be
increased and a new embryologist appointed.
The inspectorate considers that the situation before the action plans were implemented
was potentially non-compliant with Licence Conditions T12 and T15a, but recognises the
positive corrective actions taken to prevent non-compliance. These actions should all be
progressed to completion to ensure compliance with Licence Conditions T12 and T15a. It
is recommended that the PR reviews at regular intervals (especially when centre activity
increases), centre resources and staff numbers and training, to ensure that adequate
resources and trained staff are present to support the proposed activity, as required by
HF&E Act (1990) as amended, 17 (1) and Licence Condition T12. It is also recommended
that the new nominated medical practitioner be provided with effective induction and
training for the role, as well as adequate time to perform it, to comply with Licence
Conditions T12 and T15a.

►

Report all adverse incidents (including serious adverse events and reactions) to the
HFEA, investigate all complaints properly, and share lessons learned appropriately
(Principle 11).
Evidence of how the centre demonstrates compliance with this principle
Adverse incidents: Guidance Note 27
A documented procedure for the reporting of serious adverse incidents was seen during
the inspection (Licence Condition T118) which was compliant with the requirements of
Licence Condition T119. The centre’s incident log for the last year was reviewed on
inspection. All incidents described detailed the corrective actions taken. All reportable
incidents appear to have been reported to the HFEA and investigated appropriately
(Licence Conditions T120 and T121); the centre has also responded positively to requests
for follow-up information from the HFEA Executive. The PR stated that HFEA Alerts are
distributed to all staff and discussed in staff meetings.
Evidence of how the centre demonstrates compliance (Continued)
Complaints: Guidance Note 28
The centre uses the local Health Board’s complaints procedure (CoP Guidance 28.1) and
information about how to make a complaint is provided in the patient information pack and
is displayed in the patient waiting areas (CoP Guidance 28.5). A compliant log is kept and
was seen on inspection (CoP Guidance 28.7 and 27.8). Complaints and compliments are
audited monthly to investigate themes and trends. The complaints log also highlights any
actions that need to be taken and when they are completed.
What the centre does well.
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What they could do better.
Adverse incidents: Guidance Note 27
The centre’s ‘ovarian hyperstimulation protocol’ does not include the requirement to report
OHSS which requires a hospital admission to the HFEA as an incident (CoP guidance
27.1). It is recommended that this protocol is amended to include this requirement. It is
noted however that all cases in the last year of OHSS requiring hospitalisation have been
reported to the HFEA.
Complaints: Guidance Note 28
Patient information requests that patients make verbal complaints to any staff member, or
a managing staff member, so that they can be rapidly corrected if possible. It also states
that formal written complaints must, according to the local Health Board’s complaints
procedure, be addressed to the Chief Executive, who is an unlicensed person and
therefore not covered by the strict confidentiality provisions of the HFE Act 1990 (as
amended). There is a risk that the consent for disclosure implied by the letter may not be
freely given, as there is no option to make a formal complaint to a licensed person, and
also that this mechanism could discourage complainants. To minimise this risk, it is
recommended that the centre appoint a nominated complaints officer from the licensed
centre staff, as is required by CoP Guidance 28.4, and that written complaints are directed
to this person. An anonymised version can then be forwarded to the Chief Executive. This
will provide patients with a mechanism to make formal complaints to licensed staff.
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2.

Patient Experience

Focus
•

Ensuring patients and donors are treated fairly and that any treatment is
conducted in suitable premises by trained competent staff – treatment should
only be carried out in licensed premises and staff must been trained and competent
to perform their jobs. All patients and donors should be treated fairly and without
discrimination

•

Guaranteeing patients, donors and partners’ independent decision making –
this should be done through the careful giving of appropriate and accurate
information and the offering of counselling, and the subsequent taking and recording
of effective consents

•

Outcome data – variation in quality of practice and subsequent treatment results

•

Inspection theme 2010 - 2012 – the focus of inspection for 2010 – 2012 should
include the following areas
•
Information about the cost of treatment (costed treatment plans)
•
Legal parenthood

•

Areas of concern – The analysis of the centre’s self assessment questionnaire and
the information the centre has submitted to the HFEA (e.g. information about staff
changes and the number and outcome of treatment cycles carried out at the centre)
have identified that the following areas needed to be considered during the
inspection visit to this centre:
•
•
•
•
•
•

Counselling
Provision of Information:
Consent
Research and training;
Confidentiality and privacy
Multiple births
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►

Treat prospective and current patients and donors fairly, and ensure that all licensed
activities are conducted in a non-discriminatory way (Principle 1).
Evidence of how the centre demonstrates compliance with this principle
Treating people fairly: Guidance Note 29
The centre uses the local hospital Health Board’s equality and diversity policy, which was
said to be compliant with relevant equality legislation.
If requested by patients, chaperones are available during clinical examinations and
procedures.
Staff stated that during interviews for new members of staff, various scenarios are given to
facilitate a discussion regarding conscientious objections regarding licensed treatments.
What the centre does well.
What they could do better.

►

Have respect for the privacy, confidentiality, dignity, comfort and well being of
prospective and current patients and donors (Principle 2).
Evidence of how the centre demonstrates compliance with this principle
Counselling: Guidance Note 3
Every patient attending for treatment is offered the opportunity, verbally and in patient
information, to see a counsellor (HF&E Act 1990 (as amended), Sch 3, 3 (1) a). Patients
can self refer – contact details are available in patient information – or may be referred by
their GP or other centre staff. It is mandatory for all patients undergoing treatment with
donor gametes or in surrogacy arrangements to see the Lead Counsellor. The availability
of counselling is also detailed in the centre’s clinical protocol and patient information
regarding legal parenthood (Licence Condition T60).
The centre has a protocol for counselling which describes the mechanism of counselling
provision and relevant QIs (Licence Conditions T33b and T35), but does not state how the
counselling should be performed. This is considered to be within the remit of the
counsellor, as a registered and qualified professional, and the Lead Nurse stated that
counselling requirements vary so much from patient to patient that it would be difficult to
apply an ‘SOP for counselling’ (‘no one size fits all in counselling situations’). The Lead
Counsellor has 20 years of experience of counselling and complies with relevant HFEA
guidelines and hospital policies while using a variety of counselling approaches dependent
on the patient couple.
The SAQ stated that counselling procedures have not been audited against the regulatory
requirements. Written and verbal information provided on inspection indicated however
that counselling provision and associated procedures have been audited (Licence
Condition T36). The negative response in the SAQ was driven by confusion over the
meaning of ‘counselling procedures’ and because the centre does not have an SOP to
dictate how counselling is performed, just how it is provisioned. The inspectorate considers
that the centre is compliant with Licence Condition T36.
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Evidence of how the centre demonstrates compliance (Continued)
The Lead Counsellor has a diploma in fertility counselling and 20 years of counselling
experience, including 5 years at the centre. She has recently submitted an accreditation
report to the British Infertility Counselling Association (CoP Guidance 2.12a and 2.12b).
Two nurses at the centre also provide counselling to patients, one being qualified in
counselling to degree level, the other to diploma level. Counselling competency is part of
the competency assessment framework for these nurses and the Lead Counsellor and
evidence of competency assessment was provided on inspection (Licence Conditions T12
and T15a).
Patient information and clinical protocols describe the availability of counselling prior to
consent taking. Patients sign a document before providing consents, which states,
amongst other items, that they have been notified regarding the availability of counselling
On the rare occasions that consents are signed on the day of treatment, for ICSI in the
event of an unexpectedly low sperm count for example, counselling is offered regarding
the implications of the consent (Licence Condition T60).
The Lead Counsellor produces an annual report for the PR regarding counselling uptake,
as well as providing regular feedback relating to themes or trends. The Lead Counsellor
considers that there has been a steady increase in counselling activity in the last five years
and stated that patients usually attend for two or three sessions on average. The waiting
time and whether all donors and surrogacy cases receive counselling are documented QIs
(Licence Condition T35).
The Lead Counsellor described effective mechanisms for referral of patients requiring
specialist counselling, for example regarding genetics or long term gamete storage due to
chemotherapy treatment. Indeed the Lead Counsellor is developing links with an
adolescent oncology unit within the hospital.
Confidentiality and privacy: Guidance Note 30
The centre adheres to all the Health Board’s policies regarding data protection and patient
confidentiality. The centre also has a detailed centre-specific procedure to maintain
patient confidentiality (Licence Conditions T43 and T33b) as well as a procedure for
‘maintenance of patient case note folders’ to maintain the security of patient records
(Licence Condition T44). The inspectorate considered these procedures to be especially
important given that the centre operates between two locations within the hospital.
The centre’s SAQ stated that it did not have a procedure to maintain patient confidentiality
and that the procedure has not been reviewed against the regulatory requirements. On
inspection, the Lead Nurse provided documentary evidence that the procedure to maintain
patient confidentiality was present and had recently been reviewed against the regulatory
requirements (HF&E Act (1990) as amended, Sch. 3A 10). Indeed the procedure contains
as an addendum the CoP requirements regarding confidentiality as listed in Guidance
Note 30.
Confidentiality is an issue which is covered in the centre induction and basic training
programme, and in the competency assessment frameworks for all staff, as was seen in
staff competency assessment records (Licence Conditions T12 and T15a).
Evidence of how the centre demonstrates compliance (Continued)
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All computers in the centre are password protected and sensitive databases, such as
those for donor or embryo storage, have further security features to restrict access
(Licence Condition T45).
A tour of the centre revealed that all sensitive areas within the outpatient clinic and the
whole treatment corridor are locked and keypad protected, thus restricting access to
personnel authorised by the PR (HF&E Act (1990) as amended, Section 33A (1)). Patient
records are stored in appropriately secure locations, either in the out-patients’ clinic (long
term storage) or the on the treatment corridor in the administration office (Licence
Condition T45; HF&E Act (1990) as amended, Section 33A (1)). The inspectorate consider
that patients are provided with an acceptable level of privacy and comfort throughout the
centre, notably in the outpatients clinic waiting area, as discussed elsewhere in this report.
Consent to disclosure of identifying information was seen to be present in five sets of
patient records audited and the requirement for consent to disclosure is explained in the
centre’s initial patient information pack.
What the centre does well.
What they could do better.
Counselling: Guidance Note 3
An audit of counselling QIs was not listed on the centre’s audit schedule for 2010 with
appropriate quality objectives. The audit schedule should be revised to include this audit
to ensure compliance with Licence Condition T35.
Confidentiality and privacy: Guidance Note 30
The ‘procedure for confidentiality’ states that ‘notes are released to the complaints
manager in the event of a complaint’. As the centre does not have a nominated
complaints officer, and all formal complaints must be sent by patients to the Health Board
Chief Executive, it is possible that the complaints manager is a Health Board employee
and is unlicensed and therefore not covered by the strict confidentiality provisions of the
HFE Act 1990 (as amended). In addition, as formal written complaints must be sent to the
Chief Executive, they can not be considered as freely providing informed consent for
disclosure. These procedures may potentially lead to the disclosure of patient identifying
information, without consent, to an unlicensed person, in contravention of HF&E Act
(1990) as amended, Section 33. It is recommended that the PR appoint a complaints
officer within the centre and puts in place a system by which complaints can be
anonymised and sent to the Health Board Complaints Manager. In the event that an
investigation by non-centre staff is performed, it is recommended that such staff are
briefed regarding the confidentiality issues related to the HF&E Act (1990) as amended,
provided an appropriate induction to the centre’s activities, and placed on the licence.
Confidentiality and privacy: Guidance Note 30
The ‘procedure for confidentiality’ and/or SOP for maintenance of patient case note
folders, do not include all requirements of Licence Condition T44, including arrangements
for establishing and maintaining procedures to identify and resolve data discrepancies.
The PR should review the procedures and ensure that mechanisms are described within
either or both of them, for identifying and solving all data discrepancies, to comply with
Licence Condition T44.
What they could do better (Continued).
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Confidentiality and privacy: Guidance Note 30
The QIs developed for confidentiality are focussed on the collection of consents for
disclosure. The inspectorate considers that other QIs need to be developed to provide the
PR with on-going measures of the centre’s compliance with all aspects of the HFEA CoP
confidentiality requirements, to attain compliance with Licence Condition T35

►

Give prospective and current patients and donors sufficient, accessible and up-todate information to enable them to make informed decisions (Principle 5).
Evidence of how the centre demonstrates compliance with this principle
Information to be provided prior to consent: Guidance Note 4
The SAQ stated that the centre did not have a procedure for providing patients with
information before consenting to treatment, donation, research or training. On inspection,
procedures were provided regarding information to general patients, donors and for those
seeking to consent to research or training. These documents had last been reviewed in
March 2010. They were considered by the inspectorate to be detailed and provided good
evidence of compliance with Licence Condition T33b.
The procedures detail appropriate QIs and objectives, which according to the audit
schedule will be monitored by a six monthly care pathway audit of patient records (Licence
Condition T35). These QIs have been recently audited in the care pathway audit in March
2010, the results of which were observed on inspection (Licence Condition T35).
Information provision is also an item in the patient satisfaction survey which is performed
on a four monthly cycle.
The SAQ stated that the centre had not audited the information provision procedures
against the regulatory requirements. On inspection discussions with the Lead Nurse and
review of the procedures indicated that the regulatory compliance of the procedures had
been assessed in March 2010 (Licence Condition T36).
The SAQ stated that the centre had not assessed staff competency regarding information
provision. This has been rectified and staff competency in information provision for
different types of consent, is included in the nurses’ competency assessment framework
(Licence Conditions T12 and T15a). Competency assessment files were observed which
indicated this assessment has been performed in the last year.
Self funding patients are provided with a costed treatment plan. This is a print out of all
possible treatments with costs (including drugs costs), which is amended to highlight the
treatment specific costs to the patient. This is then provided to the patient for them to take
away. Information regarding costs is also provided in the patient information pack. The
centre are considered compliant with the requirements of CoP Guidance 4.3.

Evidence of how the centre demonstrates compliance (Continued)
A designated individual on the Cardiff University Medical School staff, not directly involved
in patient treatment, is available to discuss research project R0161, to which patients at
the centre donate ‘failed to fertilise’ oocytes (Licence Condition R22). This individual is not
directly associated with the research project either, but is well informed about it and
qualified to provide information and advice to patients. The individuals details are provided
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on the research project information sheet provided to patients.
The centre has a detailed portfolio of patient information sheets which are provided as
required by the individual treatment plan, and include information on, for example, the IVF
process, possible complications, consenting, welfare of the child, confidentiality and
consent to disclosure, counselling, the complaints process and emergency contact details.
The centre also provides every patient couple with a DVD video regarding the centre and
the treatments provided, consenting, screening tests, possible complications, laboratory
processes, storage, the MBMS and counselling availability. The centre used to hold a
regular information evening for new patients but these evenings had to be stopped due to
financial considerations. The DVD video is now provided instead.
The patient information contained evidence that it had been updated to include the
regulatory changes implemented in October 2009, e.g. legal parenthood and the new
statutory storage periods are discussed. Critical patient information observed by the
inspectorate had been reviewed in the last year and this was confirmed by inspection of
the quality manual index. Some patient information has not been recently reviewed, as
discussed in Section 4, ‘what they could do better’. With regard to the procedures for
information provision and the information available at the centre, the inspectorate
considers the centre is compliant with HF&E Act (1990) as amended, Sch 3 S.3(1) b.
What the centre does well.
Information to be provided prior to consent: Guidance Note 4
Signage to direct patients between the outpatient corridor and the treatment corridor has
been significantly improved and patients are provided with written directions for this
transfer, in response to comments from the inspectorate in March 2009 regarding
navigational difficulties in the hospital.
What they could do better.
Information to be provided prior to consent: Guidance Note 4
The DVD video provided to patients was produced before the regulatory changes which
occurred in October 2009. Thus it discusses an initial statutory storage period for embryos
of five years, rather than the current 10 year initial period. It also refers to evening patient
information sessions at the centre, which have not occurred for more than a year due to
financial constraints. These inaccuracies may be confusing to patients. The PR should
review the information provided to patients in the DVD video and ensure that where there
are inaccuracies due to legislative change, that this is clarified to the patient in written
document which can be provided with the DVD video.
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►

Ensure that patients and donors have provided all relevant consents before carrying
out any licensed activity (Principle 6).
Evidence of how the centre demonstrates compliance with this principle
Consent: Guidance Note 5
The centre has a protocol for consenting, observed on inspection, to ensure that consent
is provided by patients in an informed manner before gametes and embryos are used in
the provision of treatment services (Licence Conditions T33b and T57). The centre uses a
patient pathway document, completed by all patients before treatment commences, to
collect consent for disclosure and information for WoC assessment (Licence Condition
T57). All records inspected contained appropriate consents for the treatments provided
(Licence Conditions T33b). The PR indicated in the SAQ that consenting protocols had not
been audited against the regulatory requirements. This situation has been rectified
according to the Lead Nurse as part of a recently completed audit of the patient care
pathway. Indeed essential regulatory requirements are included as an addendum in the
consenting procedure (HF&E Act (1990) as amended, Schedule 3A, 10). The PR
confirmed that a process is in place to manage withdrawal of consent requests. The
possibility of withdrawing consents was also noted on review by the inspectorate of patient
information and the centre’s consenting procedure.
The centre has established QIs for consenting (Licence Condition T35) which consist of a
six monthly audit of records from one week’s treatments, for the completion of all relevant
consents. The quality objective attached to this QI is that 100% of consents should be
completed. The results for a retrospective audit of treatment records from two weeks in
March 2010 indicated that in 30 records, two contained incomplete consents; both related
to a consent form for assisted hatching. The audit recommended that the consent form be
revised to ensure its completion and that re-audit then be performed.
Consents are only taken by nurses and clinicians at the centre. Consenting is included in
the competency assessment frameworks for both staff groups and consenting was seen to
have been assessed in staff records inspected (Licence Conditions T12 and T15a). No
patient consents are taken by third parties.
The SAQ stated that consents were taken on the day of treatment. Discussions with centre
staff indicated that this concern pertained to consents for egg storage or ICSI, taken if
sperm are unexpectedly absent or of low quality on the day of egg collection. All patients
are provided with information on ICSI and egg storage well before treatment commences.
Counselling is also available, as are embryology staff to discuss any patient concerns prior
to the collection of these consents. The inspectorate considers there are no regulatory
issues associated with these practice.
An audit of stored embryos and gametes has been performed and the Laboratory Manager
stated that all samples were accounted for and that appropriate consents for storage were
in place (HF&E Act (1990) as amended, Schedule 3, 8(1) and 8(2)).
Legal parenthood: Guidance Note 6
The centre has a written protocol for dealing with legal parenthood in cases in which donor
gametes are used, to ensure compliance with Licence Condition T33b. The procedure
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Evidence of how the centre demonstrates compliance with this principle (Continued)
specifically notes the importance of documenting in patient records when consent is not
provided for treatment by a partner with the reasons why, and the circumstances in which
the consent forms PP and WP need to be completed. It also provides information on what
needs to be done if PP or WP consents are withdrawn, i.e. person is asked for a meeting
with the PR and the second person is then informed of the consent withdrawal in writing
(Licence Condition T65). The centre’s clinical protocols and the donor treatment pathway
documentation, ensure that all consents are in place before treatment is provided and that
if consent is withdrawn it is noted in the patient’s records (Licence Condition T64b)
Issues related to legal parenthood are appropriately referred to in patient information
provided to users of donor gametes, and are a topic considered during patient consultation
(Licence Condition T60). Information also includes that PP and WP consents can be
withdrawn and states the requirement to inform the centre of this and that the centre will
inform the other partner in the event of PP or WP consent withdrawal.
What the centre does well.
What they could do better.
Consent: Guidance Note 5
Patient couples provide photographs of themselves which are held within the patient care
pathway document in their records. Patient couples are also subjected to identity
verification before treatment, thus it appears that patients can be effectively identified
when they provide consent by comparison of the signatory with the patient record. It is
noted however that some of the forms of documentation by which identity is ‘verified’, as
listed in the patient care pathway document, are possibly unreliable, for example a works
ID badge, bank card or recent utility bill. This contradicts the centre’s protocol for
confidentiality (‘all couple are asked for photo ID at the first visit’). To ensure compliance
with CoP Guidance 5.10 and 5.11, the PR should as much as possible limit the forms of
documentation used to verify patient identity, to those which are most likely to be reliable
and include photographic information, such as a passport or driving licence.
Live Birth Rates
In 2009, the centre performed 191 and 266 fresh IVF and ICSI cycles respectively, and 51
FET cycles. Live birth data for 2009 treatments is not yet available.
Outcome data calculated from pre-Validation and pre-Quality Assured HFEA Register data
for the period 1 January 2006 – 31 December 2008, indicate that IVF/ICSI and frozen
embryo transfer (FET) success rates for women aged <35 years, 35-37, 38-39, 40-42 and
>42 years were comparable with national averages. Success rates for donor insemination
(DI) in these age groups were also comparable with the national averages, except in the
38-39 year age group where DI success rates are higher than the national average.
Multiple Births
Evidence of how the centre reduces the number of multiple births
Multiple births (Guidance note 7)
In compliance with General Directions 0003 (version 1), the centre has a MBMS which
Evidence of how the centre reduces the number of multiple births (Continued)
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has been submitted to the HFEA. The MBMS states the strategy’s aims (<24% multiple
birth rate (MBR) in 2009/10 and <20% in 2010/11), the methods and process by which it
will be achieved and the criteria for elective single embryo transfer (eSET).
As one aspect of the MBMS, written information is given to all patients which discusses the
risk of multiple births and the MBMS. Patients are also provided with a DVD video about
the treatment services at the centre which includes information on the risks of multiple
births. The MBMS and risks of multiple births are also items for discussion with patients
during the first clinical consultation. Information provision to patients regarding multiple
births is compliant with CoP Guidance 7.5
The numbers of embryos to be transferred is discussed with patients prior to transfer and
consent is taken for the number of embryos to be transferred (CoP Guidance 7.6 and 7.7)
In compliance with General Directions 0003 (version 1), when patient couples choose to
ignore a medical recommendation of eSET, they are advised regarding the risks they are
taking. They also sign a ‘waiver for eSET’ form, lodged in the patient record and observed
on inspection, which states that they have been advised regarding the risks of replacing
two embryos and the risks of a multiple birth by a clinician named on the form, that they
have understood the patient information provided regarding those risks, and have been
provided an opportunity to receive counselling.
Non-compliance with eSET recommendations are logged electronically and this log was
provided to the inspectorate. It detailed 15 cases of non-compliance with an eSET
recommendation, which have resulted in 10 multiple pregnancies. Three embryo transfers
are also logged electronically with the reason why, in all cases this being ‘patient >40
years of age’.
The centre updated the MBMS in March 2010 in response to an audit of the multiple
pregnancy rate (MPR) in 2009, as required by General Directions 0003. Indeed, the centre
audits its multiple pregnancy rate (MPR) every three months and the results are
considered at the three monthly all staff meeting. Non-compliance with an eSET
recommendation is also used as a clinical QI and such cases are reviewed monthly.
Unverified HFEA registry data indicates that the proportion of single embryo transfers
increased from 11.3% in 2008 to 16.6% in 2009, while three embryo transfers decreased
from 9.1% to 5.5% in the same period
What the centre does well
What the centre could better
Multiple births (Guidance note 7)
The centre reported a MPR of almost 40% in 2008, which was significantly reduced to
28% in 2009, suggesting the centre implemented their MBMS. It is likely this MPR will lead
to a MBR above the 24% target for 2009 set by General Directions 0003. The new MBR
target defined by the HFEA for 2010/11 is 20% and the inspectorate recommends that the
PR monitors the MBMS and how it is applied, to ensure this 20% target is achieved.
Patient information should be reviewed to ensure any reference to a target MBR is
accurate (e.g. 20% in 2010/11).
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3.

Protection of embryos

Focus
•

Safe procurement, processing, storage, application and disposal of gametes
and embryos – gametes and embryos must only be procured, processed, used,
stored and disposed off in accordance with the law

•

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:
•
•
•
•
•
•
•
•
•

Procuring, processing and transporting gametes and embryos;
Import and Export
Storage of gamete and embryos
Witnessing and assuring patient and donor identification
Traceability
Donor-assisted conception processes
Research and training
Incidents reported to the HFEA
HFEA register submissions

►

Have respect for the special status of the embryo when conducting
licensed activities (Principle 3).
Evidence of how the centre demonstrates compliance with this principle
Research and training: Guidance Note 22
The centre provides ‘failed to fertilise’ oocytes from IVF cycles and mature oocytes from
clinical reduction of follicles in stimulated IUI cases, to research project R0161. The
Laboratory Manager also reported that the centre has not yet used embryos for training
purposes, but that mechanisms have been developed to allow this when needed. Thus
the centre has a documented procedure for consenting patients for research and training
purposes. The centre also has appropriate written patient information and consent forms
regarding research and training donation, and this subject is covered in the DVD video
provided to patients regarding the centre’s activities.
There are laboratory SOPs for the transfer of ‘failed to fertilise’ oocytes to research and for
the transfer of spare sperm, immature and ‘failed to fertilise’ oocytes and embryos, to
training programmes within the embryology laboratory. The latter SOP and associated
patient information, clearly define the training purposes that the sperm, oocytes and
embryos can be used for, all compliant with Licence Condition T81. It also clearly states
that embryos should not be created for training purposes (e.g. all injections into oocytes
during ICSI training must be performed with empty injection needles and not with sperm);
that embryos used in training can not subsequently be used in treatment (Licence
Condition T80); and that clinical and research/training roles should be kept separate
(Licence Condition T83).
Evidence of how the centre demonstrates compliance (Continued)
The centre has established QIs for training (Licence Condition T35) and these are
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documented in the procedures, contrary to the centre’s response in the SAQ provided to
the HFEA before the inspection. The QI relate to the provision of consent for training
being present in patient records, and to the patient having signed in the care pathway
document that they understand the process for consenting to research and training.
Monitoring of these QIs will commence when embryos begin to be used for training
purposes.
Nursing staff will provide information regarding training and research and take patient
consents for these activities when donation to training commences. Documentary
evidence was provided on inspection that nurses have been recently competency
assessed regarding their ability to inform and consent patients appropriately (Licence
Conditions T12 and T15a).
All embryos used in training must, according to the ‘laboratory use of embryos/gametes for
training purposes’ protocol, be logged in the embryologist’s individual training record along
with the training purpose for which they were used.
What the centre does well.
What they could do better.
Research and training: Guidance Note 22
The SAQ stated that the centre has not in the last two years audited the procedures
designed to assure training licence compliance against the regulatory requirements. This
is because the procedures have only been prepared in the last six months and the use of
embryos in training has not yet begun. It was noted however that the centre’s SOPs for
consenting for sperm, oocyte and embryo use in training, provides no commitment or
mechanism to ensure that the number of embryos used is kept to the minimum required to
ensure adequate training (Licence Condition T96). Furthermore, the procedures also do
not include an audit of the embryos used in training, to ensure they have been
appropriately and effectively used and that Licence Condition T96 has been complied with
(Licence Condition T36). No embryos have however been used in training so this has not
caused a breach of Licence Condition T36. It is recommended that all procedures and
patient information associated with using embryos in training are reviewed against the
regulatory requirements to ensure their compliance. Minimising embryo usage in training
to that required for the training purpose, and auditing embryo usage, should be included.
The inspectorate also suggests that a QI and objective could be developed regarding
documenting the training purposes for which embryos are used and ensuring all donated
embryos are used effectively in training.
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►

Ensure that all premises, equipment, processes and procedures used in the conduct
of licensed activities are safe, secure and suitable for the purpose (Principle 8).
Evidence of how the centre demonstrates compliance with this principle
PGS: Guidance Note 9 and Embryo testing and sex selection: Guidance Note 10
The centre does not perform PGS or PGD. The centre plan to develop a PGD programme
in the near future.
Procuring, processing and transporting gametes and embryos: Guidance Note 15
A detailed index of all SOPs was provided which included almost all critical procurement
and processing procedures (Licence Condition T33b).
The Laboratory Manager confirmed that validation of critical processing procedures has
been carried out. As an example the insemination and cryostorage procedures were
provided and were seen to include validation documentation (Licence Condition T72).
All staff performing critical procurement and processing activities have been effectively
competency assessed in these activities (Licence Conditions T12 and T15a). Competency
assessment procedures require re-assessment at appropriate intervals (Licence
Conditions T12 and T15a).
The centre produces a ‘care pathway’ document for each patient, which is kept in the
patient records and includes a record of the patient’s medical history and the planned
treatment with justification (Licence Condition T49). These documents were observed in
patient records inspected and had been appropriately completed. The centre has recently
audited completion of the care pathway documents in a sample of patient records. The
audit report recommended appropriate actions regarding non-compliant information
collection noted by the audit (Licence Condition T36).
The centre has two sperm production rooms and it was explained by the Laboratory
Manager that most partners produce sperm at the centre. The few who do not complete a
home procurement form, stored in the patient records, which requires them to sign that the
sperm was produced by them and has not been tampered with, and also form them to
state the time of production (Licence Condition T68). Sperm is not supplied to patient for
home insemination.
Storage: Guidance Note 17
The centre has appropriate SOPs for the storage of gametes and embryos (Licence
Condition T33b) which have been validated (Licence Condition T72). Embryology staff
have been competency assessed regarding these procedures (Licence Conditions T12
and T15a).
The centre operates a ‘bring forward’ gamete and embryo storage database (CoP
Guidance 17.7) which is checked monthly for samples approaching expiry of consent
within the next month, for disposal if further consent for storage is not obtained. Samples
which will be approaching consent expiry in six months time are also sought so that
appropriate letters can be sent to the patient advising them of this and seeking further
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Evidence of how the centre demonstrates compliance (Continued)
consent for storage, if appropriate. The database was reviewed on inspection and it was
seen that all material currently in storage had valid storage consent (HF&E Act (1990) as
amended, 14 (1) (c)). A spot check of embryos in storage was performed. Database
records were seen to be accurate for two samples in storage and two database entries
were accurately traced within the storage dewars.
The SOP for the storage of gametes and embryos requires a check that screening for
HIV1 and 2, and Hepatitis B and C has been performed before samples are placed in
storage. Review of patient records indicated that appropriate screening test results for
these hazards had been performed for patients with samples in storage (Licence Condition
T50a). The centre does not store samples from patients with positive test results for HIV1
and 2, and Hepatitis B and C, or for patient who have not been tested. The centre’s
storage protocol also requires testing for HTLV-1 in patients who live or originate from
high-incidence areas (Licence Condition T50c). All screening tests are performed by the
hospital pathology department which is accredited by Clinical Pathology Accreditation
(Licence Condition T21).
Witnessing: Guidance Note 18
Observation of witnessing practice and review of patient records indicated that samples
and/or the patient are identified against the patient records by two members of staff
contemporaneously, at all critical points of the clinical and laboratory processes. All
witnessing checks are documented appropriately in the records (Licence Condition T71).
The centre has a detailed witnessing protocol which was reviewed on inspection and was
considered to be compliant with regulatory requirements (HF&E Act (1990) as amended,
Schedule 3A(11)). The Laboratory Manager stated that the SOP was reviewed against the
regulatory requirements in the eighth edition of the CoP when it was released in October
2009.
Witnessing at the centre is audited monthly by review in patient records of all witnessing
steps performed in one random week from the previous month. The result of the audit is
broken down into clinical and laboratory witnessing and is considered at the centre’s
management group meeting and at the quarterly all staff meetings. Review of recent
audits indicated that the centre staff perform effectively. This retrospective audit was
considered effective evidence of QI monitoring for witnessing, the quality objective being to
achieve 100% accuracy in performing and documenting witnessing steps (Licence
Condition T35).
Witnessing is included as an activity in the competency assessment frameworks for
nurses, laboratory staff and clinical staff. An assessment of witnessing competency within
the last year had been documented in the staff records inspected (Licence Conditions T12
and T15a). The centre’s SAQ response was inaccurate
Traceability: Guidance Note 19
A ‘Traceability’ SOP was provided on inspection. It outlines the items for which traceability
data should be collected and the mechanisms for collecting and storing that data (Licence
Condition T87). All traceability data is stored electronically and is backed up regularly,
allowing safe data storage for 30 years (Licence Condition T103). The ‘Traceability’
procedure has been recently reviewed against the regulatory requirements and was tested
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Evidence of how the centre demonstrates compliance (Continued)
recently in a laboratory investigation. A report of this investigation indicated that all
consumables associated with a specific patient’s treatment were traceable (HF&E Act
(1990) as amended, Schedule 3A(10)). Staff responsible for traceability activities were all
seen to have been trained and competency assessed (Licence Conditions T12 and 15a).
The incubators used for oocyte and embryo culture are logged in patient records (Licence
Condition T22)
It is documented in a procedure that samples at all stages must be labelled with the
patient’s full name and another unique identifier (Licence Condition T89). The centre also
has appropriate witnessing practices, traceability processes, storage logs and laboratory
documentation. These systems ensure gametes and embryos remain traceable from
procurement to treatment or disposal (Licence Condition T99).
ICSI: Guidance Note 21
The centre’s ‘ICSI’ SOP was seen at inspection to describe the ICSI process in detail and
also included validation data (Licence Conditions T33b and T72). The Laboratory Manager
confirmed that control charts of ICSI fertilisation and pregnancy rates are reviewed overall
and per embryologist, monthly, as a form of QI monitoring (Licence Condition T35).
Competency assessment of ICSI practice is also based on retrospective audit of these
control charts (Licence Conditions T12 and T15a)
Premises and facilities: Guidance Note 25
In August 2007, Centre 0049 re-located to refurbished premises, comprising two
perpendicular first floor corridors, one for treatment, administration and laboratory work the
other as an outpatient clinic. In June 2008, outpatient activities were re-located to a spur
corridor in the main hospital outpatient department on the ground floor of the hospital. On
inspection in March 2009, the confidentiality and security of the outpatient corridor was
considered questionable. On a tour of the premises on this inspection it was seen that
multiple improvements have been made to improve patient privacy and confidentiality on
the outpatients’ corridor. The clinic receptionist is now located away from the adjacent
clinic in a lockable room with a window opening on to the patient waiting area, which
provides appropriate security for patient records and privacy for patients. Screens have
been placed to limit the view of waiting patients from the main corridor and a key pad lock
has been fitted to a door leading from the outpatient clinic area to the main corridor, to
improve the security of the outpatient premises.
The outpatient corridor provides facilities for waiting patients, reception, patient
consultations and counselling (x3), ultrasound scanning (x2), a toilet and a room for blood
taking and patient injection training, with a secure patient records storeroom within. The
treatment corridor provides facilities for procurement (2x production rooms), waiting
patients, administration, patient consultation (x2), treatment (2x theatres) and recovery (a
five bay ward with emergency resuscitation trolley), embryology (3x laboratories; 2x
offices), andrology (2x laboratories), cryostorage (1x), a staff rest room and a changing
room with shower and toilet. The treatment corridor is secured with a digital card key
system which controls and logs access to the corridor and all rooms. The outpatient
corridor rooms are secured with key pad locks.
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Evidence of how the centre demonstrates compliance (Continued)
Cleaning services are provided by designated personnel from the hospital cleaning staff
and the premises appeared clean and tidy on the day of inspection; no patient complaints
have been received related to the cleanliness of the centre. Records of cleaning in the
laboratory and clinical areas were observed (Licence Condition T26).
It was considered by the inspectorate that the outpatient corridor, as well as the treatment,
administration and laboratory premises (with the exception of the cryostore, as detailed in
‘what the centre could do better’) provided an appropriate environment for patients and
licensed activities (Licence Condition T17), being secure, and appeared clean and well
equipped.
The centre’s licence was observed on the outpatient corridor and on the treatment corridor
in positions where the licence could be easily read (Licence Condition T5).
The centre has a validated documented procedure for monitoring air quality by the
assessment of particle counts twice a month, each time in the ‘at rest’ and ‘operational’
modes. Records of air quality monitoring were reviewed in the course of the inspection
and showed that air quality has been consistently compliant with HFEA requirements
(Licence Condition T20).
The cryostore is located on the secure treatment corridor and is accessible to licensed
personnel only. It contains 14 dewars, 12 containing embryos and 2 sperm samples. A
further 2 embryo storage dewars are kept in the andrology laboratory, next door to the
cryostore. The security of the gamete and embryo storage arrangements was considered
to be appropriate (CoP Guidance 17.5), however the cryostorage facilities require
significant attention, as detailed in ‘what the centre could do better’.
The cryostore and andrology laboratory are fitted with an oxygen monitoring system, while
each dewar is fitted with a liquid nitrogen depth alarm (CoP Guidance 26.4a). These
monitoring systems connect to an alarm control box such that on activation of either, an
audible and a visible (traffic light) alarm is triggered in the corridor, as well as activating an
alarm call to the main hospital switchboard. The switchboard, if in working hours then call
the centre or, if out of hours, have a list of six centre staff phone numbers to call in rotation
(CoP Guidance 26.4 b and 26.4c). The weekly ‘topping up’ of dewars and twice-weekly
testing of the oxygen monitor alarm are logged; the records were observed on inspection
(Licence Condition T24).
With the exception of andrology testing, evidence was provided to show that all
laboratories which provide diagnostic testing services are accredited by an appropriate
body (Licence Condition T21).
Equipment and materials: Guidance Note 26
Logs for the maintenance, regular inspection and cleaning/disinfection of all equipment are
kept and were observed on inspection (Licence Conditions T23 and T26). All equipment
critical to the processing of gametes and embryos has been validated (Licence Condition
T24), with the exception of the centrifuges used in sperm preparation. Validation
documentation for incubators and heated surfaces throughout the laboratory was provided
on inspection.
Evidence of how the centre demonstrates compliance (Continued)
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Procedures for the operation of all critical equipment were observed which include the
actions to be taken in the event of malfunction or failure (Licence Condition T27) and that
equipment returning to service after repair must be re-validated (Licence Condition T25).
Records were provided which indicate that critical equipment is subject to monitoring,
including logs of incubator pH and temperature, fridge temperature, dewar liquid nitrogen
levels, and the air cleansing system-dependent particle counts (Licence Condition T24).
Logs include control limits for the parameters recorded, readings outside of which cause
staff to initiate corrective actions. Alarms are also fitted to the incubators for pH and
temperature, to the dewars for low liquid nitrogen levels, and to the cryostore for low
oxygen levels (Licence Condition T24). The monitoring of critical parameters related to
storage is performed by logging the weekly topping up of the dewars with liquid nitrogen
and when alarms related to low nitrogen levels in a tank occur and what the cause is
(Licence Condition T24). The installation of a dedicated facilities monitoring system (FMS)
would be a more effective way of recording critical storage parameters.
Equipment measuring critical parameters are calibrated using a traceable standard
(Licence Condition T24). For example, the air particle counter and digital thermometer are
calibrated against a documented standard during annual servicing, the incubators are
calibrated using a known calibrated pH meter, and the fridge and incubator thermometers
are calibrated using the digital thermometer.
Single use sterile instruments, devices and plasticware are used in all stages of
procurement and processing of gametes and embryos, which have been validated if
critical to gamete and embryo quality and safety (Licence Condition T28) and are CE
marked (Licence Condition T30). This was tested by sampling several items of clinical and
laboratory plasticware on inspection; all were CE marked.
What the centre does well.
Procuring, processing and transporting gametes and embryos: Guidance Note 15
The centre use a ‘nursing team’ based approach such that patients are introduced to a
nursing team at the start of their treatment and remain with them throughout the treatment
process. This approach was developed in response to patient feedback which indicated
that they found it difficult seeing a different nurse on each visit to the centre. The system
has been in place for just over a year and has proved popular with patients.
Premises and facilities: Guidance Note 25
After a bay is used in recovery, a nurse cleans and restocks the area and a completed
check list is left on the small bedside table to provide reassurance to the next patient that
the area has been cleaned prior to use.
What they could do better.
Procuring, processing and transporting gametes and embryos: Guidance Note 15
A procedure for establishing a patient’s laboratory worksheet should be prepared to
ensure this critical activity is performed consistently and correctly, compliant with Licence
Condition T33b
Procuring, processing and transporting gametes and embryos: Guidance Note 15
The centre has a detailed procedure for gamete and embryo distribution, reviewed on
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inspection, which documents the circumstances, responsibilities and procedures for the
release of stored material prior to distribution (Licence Condition T33b). There is a
checklist in the SOP which ensures that it is recorded that all samples are suitable for
release and use. The SOP also defines the critical transport conditions (Licence Condition
T95), that all transport containers are confirmed as fit for purpose before transportation
(Licence Condition T108); that the primary container is placed in an appropriately labelled
shipping container (Licence Condition T107) and that all required information is sent with
the sample (HF&E Act (1990) as amended, Schedule 3A (11)). The documented SOP
does not however include procedures for recall, including responsibilities and actions to be
taken, or for dealing with returned samples, contrary to HF&E Act (1990) as amended,
Schedule 3A (11) and Licence Condition T122. It is recommended that the gamete and
embryo distribution protocol be reviewed and modified to include these regulatory
requirements.
Procuring, processing and transporting gametes and embryos: Guidance Note 15
The centre has prepared and sent a third party agreement to the courier company who
transport samples. This third party agreement includes a specification of the required
transport conditions. The agreement has not however been signed and returned by the
courier company, so the centre is non-compliant with HF&E Act (1990) as amended,
Schedule 3A (11) and Licence Condition T111 in this regard.
Procuring, processing and transporting gametes and embryos: Guidance Note 15
The SAQ stated that QIs for laboratory processes had not been developed. This was in
part confirmed on inspection, though it was also seen that a number of performance
indicators in the laboratory are monitored and regularly reviewed, for example the
fertilisation rate, ICSI survival rate, and the percentage of embryos growing to the eight cell
and blastocysts stages. The PR and Laboratory Manager should assess the performance
indicators currently monitored, and review which other QIs are required to provide
adequate information to the management team regarding the quality, safety and
effectiveness of the laboratory processes, to ensure compliance with Licence Condition
T35.
Procuring, processing and transporting gametes and embryos: Guidance Note 15
The SAQ stated and the Laboratory Manager accepted on inspection, that some
procurement and processing procedures have not been audited against the approved
procedures, the regulatory requirements and QIs in the last two years (Licence Condition
T36). The PR should ensure such reviews are performed

What they could do better (Continued).
Imports and exports: Guidance Note 16
The Laboratory Manager notified the Executive prior to the inspection that the centre had
imported sperm under General Directions 0006 but due to confusion over the status of the
supplying centre, had failed to notify the HFEA within five days of the import, as required
by General Directions 0006. The confusion was discussed on inspection and clarified
such that the centre will in future notify the HFEA of any transfer under General Directions
0006 within five days.
Storage: Guidance Note 17
The SAQ stated that QIs for cryostorage had not been developed. This was confirmed on
inspection. The PR should ensure QIs are developed, monitored and reviewed to ensure
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the effectiveness of cryostorage processes and compliance with Licence Condition T35
Storage: Guidance Note 17
The Laboratory Manager accepted that the cryostorage procedures have not been audited
against the approved procedures, the regulatory requirements and QIs in the last two
years (Licence Condition T36), as stated in the SAQ.
Traceability: Guidance Note 19
The SAQ stated that QIs for traceability had not been developed (Licence Condition T35).
This was confirmed on inspection.
Traceability: Guidance Note 19
The centrifuges, air flow cabinets and ICSI microscopes used for gamete and embryo
processing are not logged in patient records (Licence Condition T22). The Laboratory
Manager stated that plans are in place to correct this non-compliance.
Premises and facilities: Guidance Note 25
During discussions with centre staff, it became clear that percutaneous transepididymal
and testicular sperm aspiration (PESA/TESA) procedures, which constitute procurement
i.e. a licensed activity, are performed in a day surgery unit approximately 200 metres from
the centre, albeit within the same hospital building. These premises are not currently listed
as licensed premises, thus procurement there has been in breach of HF&E Act (1990) as
amended, Section 12 (1) and Licence Condition T1. The theatre and ward used for cases
involving licensed treatment were inspected and were considered appropriate by the
clinical inspector for the activities performed there. The premises were well equipped,
maintained, cleaned and staffed. An emergency resuscitation trolley was present. Samples
are collected in the theatre using appropriate witnessing of the patients identity and are
passed to IVF Wales embryology staff in the theatre in an appropriately labelled container.
Due to the distance within the hospital building between the day surgery unit and the main
centre premises, it is recommended that these premises are not added to the centre’s
licence but instead, that the centre develop a third party agreement, compliant with HFEA
requirements, with the day surgery unit, to allow licensed procurement there.
What they could do better (Continued).
Premises and facilities: Guidance Note 25
The cryostore oxygen and liquid nitrogen alarm system has failed several times in the last
year due to equipment malfunction and human error, fortunately without sample losses.
The failures were noted as incidents or near misses in the centre’s incident log and some
were reported to the HFEA as near misses. In response, the centre has upgraded certain
aspects of the alarm system such that the link between the alarms and the hospital
switchboard is maintained. Non-application of the call-out procedure by switchboard staff
has also been addressed. If this system works, it is compliant with CoP Guidance 26.4c,
however recent evidence suggests can be inconsistent and is non-compliant with this
Guidance. An auto-dial system will minimise the potential for equipment failure and
human error.
A second major issue is that the extractor fan is currently running permanently at full
speed, which will reduce its working life and place it at increased risk of failure. It runs at
full speed because of excessive build up of nitrogen in the cryostore, which leads to
activation of the oxygen monitor alarm. This build up is caused by: 1)There not being a
‘fire-safe’ vent in the door to allow influx of ‘fresh’ air into the cryostore to encourage air
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flow; 2) The oxygen probes may be situated too close to the floor; 3) The dewars are old
thus their nitrogen release rate is higher than for new dewars. This latter issue also means
that the dewars have to be topped up weekly with 50-100 litres of liquid nitrogen, yet
topping up requires staff to walk to the other side of the hospital with a 50 litre transfer
dewar to the storage reservoir, then to transport 50 litres of liquid nitrogen through patient
accessible areas of the hospital back to the centre. This process carries some risk to
patients and staff and has to be performed twice at each topping up.
A Health and Safety inspection of the cryostore was recently performed and the facility
was considered to be unsafe for staff, thus continued operation of the cryostore is contrary
to CoP Guidance 25.7. The Health and Safety inspection came to this conclusion because
the oxygen concentration in the cryostore air is not displayed in the corridor outside the
cryostore, there is no visual alarm connected to the oxygen monitor within the cryostore
and because the dewars are aging. The inspection additionally noted that the cryostore
was also used as a storeroom for consumables for the andrology laboratory. The Health
and Safety report has led to workers being issued with a personal oxygen monitor when
working in the cryostore. The state of the storage dewars has also been assessed and it
has been determined that many are suffering from degraded seals, 3 dewars being
irreparable. It was also stated that there is inadequate spare storage space to enable
transfer of samples if a dewar fails, contrary to CoP Guidance 26.4d.
These issues have been recognised by the centre for approximately one year and centre
staff have attempted to obtain funding from the local Health Board management to take
corrective actions. The Laboratory Manager wishes to replace the old dewars with vapour
phase storage units, which would provide significantly greater storage capacity at a
cheaper cost than purchasing new dewars. These vapour phase units will however need to
be fed with piped liquid nitrogen from a liquid nitrogen reservoir. The centre is currently
investigating potential sites for the reservoir and preparing another business case to be
considered by Health Board management. The issues of alarm indicators and the
ventilation system in the cryostore were also said to be ‘under discussion’ with Health
Board management. A business case has also been presented by centre staff to Health
What they could do better (Continued).
Board management for the installation of an auto-dial system. This case has been
rejected, leaving the centre with a questionable oxygen concentration and dewar alarm
system, potentially non-compliant with CoP Guidance 26.4c, dewars recognised as being
aged and at increased risk of failure, and a cryostore which is considered unsafe by the
local Heath and Safety team.
This is a hazardous situation for the centre’s staff and for the gametes and embryos in
storage, and is non-compliant with CoP Guidance 25.7 and 26.4d, and potentially noncompliant with CoP Guidance 26.4c and Licence Condition T17. The PR must take
immediate action to ensure the safety of the cryostore for staff and stored samples, and
continue to promote and develop the centre’s action plan to develop the cryostore to a
safe condition compliant with HFEA requirements.
Premises and facilities: Guidance Note 25
The andrology laboratory at the centre provides testing services for the centre’s patients
but is not accredited by an appropriate body, contrary to Licence Condition T21. This issue
was raised at the inspection in March 2009 and has still not been resolved. An action plan
has however been developed and the planned appointment of a dedicated QM and
purchase of the Q-pulse document management system, will assist with the accreditation
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process. The centre is though currently non-compliant with the requirements of T21.
Equipment and materials: Guidance Note 26
All equipment critical to the processing of gametes and embryos has been validated
(Licence Condition T24), with the exception of the centrifuges used in sperm preparation.
The centrifuges should be validated to comply with Licence Condition T24.

Version: 0
46
Trim:

4.

Good governance and record keeping

Focus
•

Where gametes or embryos are used complete and accurate information
should be recorded and reported to the HFEA in a timely manner – incomplete
and / or inaccurate information may lead to the wrong information being provided to
offspring and / or researchers

•

Ensuring gametes and embryos are only stored in accordance with effective
consent and within the statutory timeframe

•

Ensuring identifying information is only disclosed in accordance with consent

•

Inspection theme 2010 - 2012 – for this period, this should include the following:
•
Patient consent to the disclosure of information, held on the HFEA register, for
use in research
•
Consent issues in relation to the storage of embryos (including cooling off
period)

•

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 considered during the inspection visit to this centre:
•
•

Record keeping and document control
HFEA register submissions

►

Maintain accurate records and information about all licensed activities (Principle 10).
Evidence of how the centre demonstrates compliance with this principle
Payment of donors: Guidance Note 13
The donor coordinator has a clear understanding of Direction 0001 regarding payment of
donors. Egg donors are paid only expenses for travel, if requested, and payments are
logged in patient records. Egg sharing providers are provided with free treatment services,
paid for by the recipient or their healthcare provider but no other payments. They do
however pay the HFEA registration fee.
The Lead Andrologist stated that most sperm donors at the centre do not request
reimbursements for expenses and lost earnings. Those that do, normally just request
reimbursement for travel expenses. All payments provided to donors are logged with the
justification for the payment. This log was available for inspection and all payments were
compliant with the requirements of Direction 0001. Some donor sperm is provided by a
company in the United States. The centre has an agreement that they will provide solely
donors that comply with UK regulation.
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Evidence of how the centre demonstrates compliance (Continued)
Record keeping and document control: Guidance Note 31
The centre has procedures for submission of data to the HFEA via the electronic data
interface (EDI) which were observed in the quality manual on inspection (Licence
Condition T33b). Staff entering EDI data have received training (Licence Conditions T12
and T15a).
A document control procedure was seen on inspection (Licence Condition T34). All
document versions are retained to provide a document revision history. An index of quality
manual documents was provided on inspection which records the current document
version and the next review date. All critical procedures, with the exception of that referred
to in ‘what they could do better’ had been reviewed in the last year (CoP Guidance 31.6).
Consenting procedures and practices at the centre ensure that consent and withdrawal of
consent is appropriately documented in patient records (General Directions 0007).
Appropriate consents were seen to have been taken in a sample of patient records.
Clinical and laboratory procedures and practices ensure the documenting of all patient and
donor information required by Licence Condition T46. Effective documentation of this
information was seen on inspection in a sample of patient records.
This inspection was performed at the same time as a HFEA Operational Audit of the
centre’s documentation. The Operation Audit team provided a summary of their inspection
for this report which stated:
0049 IVF Wales Operational Audit Summary
To determine whether all licensed treatments are reported to the Authority as required by
Direction 0005 we reviewed a sample of treatments recorded on the Centre’s treatment
spreadsheets as between 01/03/09 and 28/02/10 against data held on the statutory register. Of
the 116 IVF and 51 DI treatments in the audit sample, the reporting of 6 (circa 5%) IVF
treatments and of 10 (circa 20%) DI treatments were outstanding at the inspection date. Of the
151 sample treatments that had been notified to the Authority, 61 (ca. 55%) of the 110 IVF
treatments and 41 (ca. 100%) of the 41 DI treatments were notified to the Authority in excess of
the 5 working days requirement in Direction 0005.
To ascertain the quality of the data submitted by the Centre for inclusion on the statutory
register, we reviewed 42 sets of assorted form data submitted to the Authority between 01/03/09
and 28/02 /10. Data included on the register were reviewed against source documentation held
on site (i.e. principally patient and donor records). 15 (36%) sets of form data contained error or
omission relative to the source documentation.
The majority of the errors occurred in the patient and partner registration forms where the
patient/partners consent to information being released for researchers, did not match what was
stated on the consent to disclosure form. In addition, there were files that had no evidence of the
patient/partners consent so therefore this information could not be verified by the Audit Team.
These discrepancies are defined by the Audit Team as critical errors. Details of these errors will
be available in the Audit Report which will be provided by the Audit team to the centre.
Evidence of how the centre demonstrates compliance (Continued)
To confirm donor screening is conducted in line with the requirements of guidance contained in
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the CoP, 5 donor files were examined (inc. 3 egg donors and 2 sperm donors) to confirm they
contained evidence of compliance with applicable CoP guidance.
To confirm that there was evidence of appropriate consents being obtained and welfare of the
child consideration undertaken, we reviewed 5 randomly selected patient files (IVF and DI
treatment). In each instance we found appropriate welfare of the child consideration on file.
With regards to the consent forms, all forms were in order with the exception of the Consent to
Disclosure form (as detailed above).
The centre has been registering donors using their patient numbers rather than their donor
numbers. The centre is aware of this and will be taking action to rectify the discrepancies which
have generated validation errors.
The Audit team recommends that the Centre audit their own files for quality of data reported.
To facilitate this, source/prime documentation should be retained in the patient file and not
shredded. This could also benefit patients who make a request under the Data Protection Act,
in that their file would contain a full and complete account of their treatment.
Of the 7 donor files audited, pen portraits had not been submitted to the Authority. Whilst it is
accepted that donors can decide not to fill out this part of the Donor Information form, it may be
indicative of a system weakness.
Regulatory issues raised in this summary will be expanded on in the Audit report submitted
to the centre with appropriate recommendations. The HFEA Executive expect the centre to
implement these recommendations to attain compliance with the relevant regulatory
requirements
What the centre does well.
What they could do better.
Record keeping and document control: Guidance Note 31
The centre has a considerable number of errors in HFEA registry data entered to via the
electronic data interface (EDI), a situation also noted at the inspection in March 2009.
Since that time the centre have maintain data accuracy such that clinical success rates
can be published on the ‘choose a fertility clinic’ element of the HFEA website, however
errors in their historic data set have not been cleared. This is non-compliant with General
Directions 0005; paragraph 4, which requires them to correct errors in EDI forms within
two months of them being identified. An action plan has been developed to deal with this
problem however it has not been implemented due to staffing issues. The situation was
discussed with the PR and Health Board management and a commitment was provided
that resources would be released to clear the errors. It was also noted by the inspectorate
that the upgraded EDI2 system is not used and that it would significantly improve the
accuracy of data entry if activated. A commitment was given by Health Board
management to work on solving the IT issues which had prevented implementation of the
What they could do better (Continued)
new EDI system. It was noted in the SAQ that the centre does not have QIs in place
relevant to the submission of data to the HFEA (Licence Condition T35) and that the
procedures relevant to EDI data entry have not been reviewed against regulatory
requirements in the last 2 years Licence Condition T36). These non-compliance were
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confirmed on inspection.
To comply with General Directions 0005 (4) and Licence Conditions T35 and T36 it is
recommended that the PR ensures actions are taken to implement the EDI system
upgrade. Procedures relevant to EDI data entry should then be reviewed against
regulatory requirements and for the changes in the EDI system, and QIs for EDI data entry
should be developed and monitored. These actions should ensure that future data entry is
accurate and provide the PR with feedback regarding the volume of historic data errors to
be cleared. The PR should then ensure adequate staffing resources are available to clear
these data errors through the EDI system.
Record keeping and document control: Guidance Note 31
Review of the quality manual index and centre documents indicated that some documents
have not recently been reviewed, e.g. ‘Protocol for management of adverse incidents and
near misses’, ‘Egg share Provider Day to Day Information’ (CoP Guidance 31.6) while
others do not have appropriate document control features, e.g. ‘Audit plans for 2009’,‘Audit
plans for 2010’ and several of the KPI audit protocols (CoP Guidance 31.4). One
document ‘HFEA Code of Practice, Notes for Clinical Staff’ could not be found on the
quality manual index provided. The PR should ensure that all documents in the quality
manual are reviewed at least annually (CoP Guidance 31.6) and that all have a common
pattern of document control features which include: (i) a unique identifier (for instance, the
edition, or current revision date or revision number); (ii) page numbers and total number of
pages (for example ‘page 3 of 10’); (iii) authority for their issue; (iv) author identification
(CoP Guidance 31.4). The planned appointment of a QM and the purchase of the Q-pulse
system should enhance document review and control practices at the centre.
Record keeping and document control: Guidance Note 31
The ‘maintenance of patient case note folders’ procedure does not describe how patient
records are tracked while moving around the centre (Licence Condition T44a and T44c) or
specify the responsibility of the record holder for the confidentiality of the record (Licence
Condition T47), albeit that patient records are confidential is stated in the ‘protocol for
confidentiality’. The ‘maintenance of patient case note folders’ procedure also requires
record retention ‘for at least a 10 year period after expiry, clinical use or disposal’ (Licence
Condition T48). The PR should ensure procedures state appropriate 10, 30 or 50 year
retention periods and contains processes to ensure the security and traceability of patient
records at the centre.
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►

Conduct all licensed activities with regard for the regulatory framework governing
treatment and research involving gametes or embryos within the UK, including:
maintaining up-to-date awareness and understanding of legal obligations responding
promptly to requests for information and documents from the HFEA, co-operating fully with
inspections and investigations by the HFEA or other agencies responsible for law
enforcement or regulation of healthcare (Principle 13).
Evidence of how the centre demonstrates compliance with this principle
The PR provided all information required by the application process. All members of staff
cooperated fully with the inspection team and all further information requested was
provided.
The PR responded to all the recommendations from the previous inspection, albeit some
outstanding issues remain which were beyond her control.
What the centre does well.
The inspection team commend the positive response of all centre staff and Health Board
managers to the inspection process and for the assistance provided by centre staff when
requested by inspection team.
What they could do better.
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5.

Changes/improvements since the last inspection on 25 March 2009

Focus
This section focuses on observations made on this inspection which evidence
the centre’s responses to issues of regulatory compliance highlighted by the
last inspection report and whether compliance has been achieved.
Area for improvement

Action required

Action taken as evidenced during
this inspection

The Centre has a
contingency plan, but it
has yet to be
documented, contrary to
Licence Condition
A.10.23

The contingency plan
should be documented
as rapidly as possible.

The proposed contingency centre
failed to agree an arrangement for
legal reasons. A contingency
arrangement is currently being
developed with an alternative centre.
This arrangement should be
progressed as rapidly as possible to
comply with Guidance 25.11

At the time of the present
inspection, the Centre
had 2 invoices
outstanding and in the
previous year had taken
an average of 60 days to
pay HFEA invoices. The
Centre is thus in breach
of Licence Condition
A.13.3.

The PR should
investigate the invoice
payment mechanism
and ensure removal of
all barriers to the
payment of invoices
within 28 days.

In the year to 6 March 2010, the
centre took an average of 43 days to
pay the 12 HFEA invoices issued.
Ten invoices took over 35 days,
albeit the maximum time to pay was
51 days. This is a significant
improvement compared to the
situation at the inspection in March
2009. The PR should note however
that the terms of payment of HFEA
invoices are that payment should be
received within 28 days and should
take appropriate actions to attempt to
meet this payment deadline. The PR
is obliged under Licence Condition
T9d to ensure fees are paid within
the written specified timescale

Most documents
inspected were within
their review dates and
had appropriate
document control
features. Some
documents were however
not controlled
appropriately with regard
to review periods, version
control and document
control footers, contrary
to Code of Practice, 7th
edition, Standard S.5.2.5

The PR should ensure
that all centre
documents are reviewed
annually, as required by
Code of Practice, 7th
edition, Standard
S.5.2.5, and have
document control
headers or footers
containing the required
information, as required
by Code of Practice, 7th
edition, Standard
S.5.2.6.

The majority, but not all, of the
documents reviewed at this
inspection were correctly document
controlled and had been reviewed in
the last year. Some documents (e.g.
KPI audit methods; patient
information sheets) were however
uncontrolled contrary to the
requirements of T34 and evidence
for annual review was unavailable,
as discussed in Section 4. The PR
should ensure that document control
procedures are applied to all
documents in compliance with T34

Breach
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and S.5.2.6.

and give consideration to the
recommendations made in the
guidance at 31.4 to 31.6.

The suitability of the new
outpatient facility as
regards the confidentiality
of patient records, and
patient confidentiality and
privacy, as required by
Code of Practice,
Standard S.7.2.1 and
Licence Condition
A.10.31, and Code of
Practice, Standard
S.6.3.4, is questionable.

The PR should ensure a
formal documented risk
assessment is
performed on the new
outpatient facility.
Appropriate risk control
measures should be
applied to limit identified
risks. The PR should be
especially mindful during
this process of the legal
requirements of the HFE
Act (1990) with
amendments, Section 33
(5), regarding the
prevention of inadvertent
disclosure of confidential
patient information.

The documented risk assessment
was provided after the inspection in
March 2009. At this inspection it was
apparent that effective actions had
been taken to reduce the risk of
inadvertent disclosure of confidential
information, as discussed in Section
4 above, such that the inspectorate
consider the outpatient facilities are
now compliant with Code of Practice
requirements

The air quality monitoring
protocol has yet to be
validated, as required by
Code of Practice,
Standards, S.6.3.6.
Furthermore the air
quality monitoring
protocol has not been
accurately applied since
December 2008 was the
last month on which data
was available due to
malfunction of the air
particle counter.

The air quality
monitoring protocol
should be validated to
provide documented
evidence in support of
the chosen method(s)
and time intervals of air
quality monitoring.
Deviations from the
protocol should be risk
assessed, and
appropriate actions
taken to control risks
which are indicated.

The air quality monitoring protocol
has been validated and applied at
the documented frequency. A record
of air quality monitoring data has
been maintained. The inspectorate
considers the centre to be now
compliant with regard to this
regulatory issue.

The Centre has a Welfare
of the Child (WoC)
assessment protocol
which is not always
adhered to, as indicated
by a HFEA Operational
Audit in December 2008,
and contrary to HFE Act
(1990) with amendments,
Section 13(5).

The PR must ensure
that the WoC procedure
is always applied, so
that WoC assessment
and consent for
disclosure is present in
all cases. This will
ensure compliance with
the HFE Act (1990) with
amendments, Section
13(5), and prevent the
possibility of breaching
Section 33 of the same
Act.

Audit of seven sets of patient records
on inspection indicated that WoC
assessment had been appropriately
performed. The centre’s own audits
of WoC assessment indicated some
non-compliance in 2009 which
initiated corrective actions. Re-audit
in March 2010 indicated that the
centre’s detailed WoC assessment
protocol was being correctly applied.
The inspectorate considers the
centre to be now compliant with
regard to this regulatory issue.
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The Centre has a
considerable number of
long standing errors in
data entered to the HFEA
via the electronic data
interface (EDI), contrary
to the Code of Practice,
7th Edition, Standards,
S.6.5.1 (b) and the HFEA
policy on the collection,
confirmation and
publication of Registry
data, which was attached
to Direction 2008/6.

It is essential that all EDI
errors are corrected and
that weekly clearance of
errors occurs, compliant
with Direction 2008/6.
The PR must ensure
that resources are in
place to correct all errors
and maintain weekly
error clearance.

The accuracy of EDI data entry from
2006 to date is still a significant issue
and the centre are in breach of
General Directions 0005; paragraph
4, which requires them to correct
errors in EDI forms within two
months of them being identified.
This is further discussed in Section 4
and in the ‘major areas of noncompliance.’

The records of two egg
providers and two sperm
donors indicated that
screening was not
compliant with Licence
Condition A.7.2 or the
Code of Practice, 7th
Edition, Guidance
G.4.9.1.

The PR should
investigate how these
providers/donors were
used in treatment even
though screening tests
were inadequate given
Licence Condition 7.2
and the BFS screening
guidelines active at the
time of donation.
Donation protocols
should be reviewed after
consideration of Licence
Conditions and the
revised joint UK
guidelines for the
medical and laboratory
screening of sperm, egg
and embryo donors

Regulatory issues related to donor
screening were noted on this
inspection and are discussed in
Section 1.

Continued
(Human Fertility 11, 201
- 210), introduced in
December 2008. If the
donor screening
procedure is changed,
patient information
should be updated to
include all of the
screening tests carried
out. The rationale for
any remaining noncompliance with this
professional body
guidance and thus with
G.4.9.1 should be
documented.
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The Head of Laboratory
provided a process
validation report for the
Centre’s activities, but
noted that the validation
was only 30 - 50%
complete and equipment
validation was lacking.
This situation constitutes
a breach of standard
licence condition A.11.11.
Analysis of semen
samples is carried out in
a separate andrology
laboratory which is not
CPA accredited, contrary
to Code of Practice, 7th
edition, Standard S.7.8.2,

The PR should ensure
the validation of key
processes and
equipment used by the
Centre is completed as
soon as feasible.

The Laboratory Manager provided
validation documents for all key
items of equipment. The inspectorate
considers the centre to be now
compliant with regard to this
regulatory issue.

The PR should review
the requirement for
clinical pathology
accreditation (CPA) of
the andrology laboratory.
If the laboratory requires
CPA accreditation, then
the PR should
demonstrate progress
towards obtaining it at
the next inspection. If
the laboratory is
considered not to require
CPA accreditation, the
reasons why should be
communicated to the
Licence Committee in
appendix C of this
report.

The andrology laboratory remains
unaccredited, as discussed in
Section 4 above, however an action
plan has been developed for its
accreditation. The appointment of a
dedicated QM will assist in this
process, as discussed below,
however the centre remain noncompliant with the requirements of
Licence Condition T21.

Non-Compliance

Action required

A recent near miss
regarding loss of power to
a computer which is part
of the alarm system was
not reported to the HFEA
when, in the
consideration of the
inspectorate, it would
have provided useful
learning if it had. This is
contrary to Code of
Practice, 7th Edition,
G.14.1.1.

The Centre is
considered by the
inspectorate to be a
compliant reporter and
investigator of incidents.
It is recommended that
the Centre applies the
same approach to near
misses.

Action taken as evidenced during
this inspection
The incident log detailed multiple
incidents, which had been reported
to the HFEA when appropriate, which
included failures of the cryostore
alarm system. These on-going
failures are discussed in Section 4.
Regarding the reporting of incidents,
the inspectorate consider the centre
have been compliant in their incident
reporting since the inspection in
March 2009.

The witnessing and

To modify the witnessing The Laboratory Manager provided
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gamete/embryo freezing
and gamete/embryo
protocols require
freezing protocols as
updating to include that
appropriate
the location of the
gametes and embryos in
the storage dewar is
cross-checked against
patient and storage
records by the operator
and the witness, to
ensure witnessing is
compliant with all
requirements of Code of
Practice, Guidance, G.13.

the Executive with appropriately
updated witnessing and
gamete/embryo freezing/thawing
protocols immediately after the
inspection in March 2009. These
protocols were reviewed at this
inspection and were seen to include
the required witnessing steps. The
documents were also appropriately
controlled and had been reviewed in
the last year. The inspectorate
considers the centre to be now
compliant with regard to this
regulatory issue.

The Centre must review
and update its witnessing
and donation of oocytes
to research protocols, as
the research project
(R0161) at the Centre,
which has been inactive
for some time, became
active again in April 2009.
The protocol will need to
include witnessing of
details on the oocyte
container against patient
records when removed
for transfer to research, to
ensure compliance with
Code of Practice,
Guidance, G.13.

The Laboratory Manager provided
the Executive with appropriately
updated witnessing and donation of
oocytes to research protocols
immediately after the inspection in
March 2009. These protocols were
reviewed at this inspection and were
seen to include the required
witnessing steps. The documents
were also appropriately controlled
and had been reviewed in the last
year. The inspectorate considers the
centre to be now compliant with
regard to this regulatory issue.

The Centre must review
To review and update
the witnessing and
donation of oocytes to
research protocols, as
appropriate

Recommendations
The departmental heads are the
designated QMs in their respective
areas. The inspection in March 2009
found that this places extra work
pressure on them and the appointment
of a full-time Quality Manager was being
considered by the Centre’s
management. The inspectorate supports
the planned appointment of a full-time
QM.

Observations on inspection
A full-time QM had still not been appointed at the
time of this inspection. This recommendation is
as relevant now as it was in March 2009 and was
discussed with management staff. The
Directorate manager gave a commitment that a
dedicated part-time (50%) QM will be appointed
in the near future, finance having been made
recently available. This will also assist with
document control and annual review, and CPA
accreditation of the andrology laboratory.

The inspectorate found it difficult to find
the Centre as the signage within the
hospital for the Centre was unclear and
infrequent. It is recommended that the
PR engage with Trust management and

On the day on inspection, it was observed that
signage in the hospital had been improved,
making it easier to find the centre. The centre
also provides written information to patients to
describe the location of the outpatients’ clinic and
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ensure signage is provided to enable
patients to find the Centre easily.

the licensed treatment corridor. The inspectorate
considers that the situation is considerably
improved compared to that at the last inspection
in March 2009.
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Assessment of compliance with statutory requirements
This page summaries the assessment of the extent to which the centre has complied with
the Act, licence conditions and Directions.
Fully Compliant = the centre has met the statutory requirement
Not compliant = the centre has not met the statutory requirement
“X” in the assessment box denotes that compliance with the Licence Condition was not
assessed during this inspection
“N/A” in the assessment box denotes that compliance with the Licence Condition is not
applicable to this centre
Licence Condition
Assessment
Licensing
Not compliant (Compliant on 5 July 2010)
T1
Fully compliant
T2
Fully compliant
T3
Fully compliant
T4
Fully compliant
T5
Fully compliant
T6
Fully compliant
T7
Person Responsible
Fully compliant
T8
Not compliant
T9
Fully compliant
T10
Personnel
Fully compliant
T11
Not compliant
T12
Fully compliant
T13
Fully compliant
T14
Not compliant
T15
Fully compliant
T16
Facilities / Premises
Not compliant
T17
Fully Compliant
T18
Fully Compliant
T19
Fully Compliant
T20
Not compliant
T21
Equipment and Materials
Not compliant
T22
Fully compliant
T23
Not compliant
T24
Fully compliant
T25
Fully compliant
T26
Fully compliant
T27
Fully compliant
T28
Fully compliant
T29
Fully compliant
T30
Fully compliant
T31
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Quality Management
Fully compliant
T32
Not compliant
T33
Fully compliant
T34
Not compliant
T35
Not compliant
T36
Records and Information
Fully Compliant
T37
Fully Compliant
T38
Fully Compliant
T39
Fully Compliant
T40
Fully Compliant
T41
Fully Compliant
T42
Data protection and Confidentiality
Fully Compliant
T43
Not compliant
T44
Fully Compliant
T45
Patient Records
Fully Compliant
T46
Not compliant
T47
Not compliant
T48
Patient Selection Criteria and Laboratory Tests
Fully Compliant
T49
Fully Compliant
T50
Fully Compliant
T51
Donor Selection Criteria and Laboratory Tests
Fully Compliant
T52
Fully Compliant
T53
Fully Compliant
T54
Fully Compliant
T55
Welfare of the Child, Provision of Information, Counselling and Consent
Fully compliant
T56
Fully Compliant
T57
Fully Compliant
T58
Fully Compliant
T59
Fully Compliant
T60
Fully Compliant
T61
Fully Compliant
T62
Fully Compliant
T63
Fully Compliant
T64
Fully Compliant
T65
Procurement of Gametes and Embryos
Fully Compliant
T66
Fully Compliant
T67
Fully Compliant
T68
Fully Compliant
T69
Fully Compliant
T70
Processing and Use of Gametes and Embryos
Fully Compliant
T71
Fully Compliant
T72
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Fully Compliant
T73
Fully Compliant
T74
Storage of Gametes and Embryos
Fully Compliant
T55
Fully Compliant
T76
Fully Compliant
T77
Fully Compliant
T78
Fully Compliant
T79
Fully Compliant
T80
Fully Compliant
T81
Fully Compliant
T82
Fully Compliant
T83
Fully Compliant
T84
Fully Compliant
T85
Embryo Testing
Fully compliant
T86
Fully compliant
T87
Fully compliant
T88
Fully compliant
T89
Fully compliant
T90
Fully compliant
T91
Use of Embryos in Training Staff
Fully compliant
T92
Fully compliant
T93
Fully compliant
T94
Not compliant
T96
Fully compliant
T97
Fully compliant
T98
Traceability and Coding
Fully compliant
T99
Fully compliant
T100
Fully compliant
T101
Fully compliant
T102
Fully compliant
T103
Fully compliant
T104
Import, Export and Transportation / Distribution of Gametes and Embryos
Fully compliant
T105
Fully compliant
T106
Fully compliant
T107
Fully compliant
T108
Receipt of Gametes and / or Embryos
Fully compliant
T109
Fully compliant
T110
Third Party Agreements
Not compliant
T111
Not compliant
T112
Fully compliant
T113
Fully compliant
T114
Fully compliant
T115
Not compliant
T116
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Fully compliant
T117
Identification, investigation, reporting, recording and notification of serious adverse
events and reactions
Fully compliant
T118
Fully compliant
T119
Fully compliant
T120
Fully compliant
T121
Non compliant
T122

Additional Licence Conditions
Licence Condition
None

Assessment
N/A

HFEA Directions
HFEA Directions
0001 Gamete and embryo donation
0003 multiple births
0005 Collecting and recording information for the HFEA
0006 Import and export of gametes and embryos
0007 Consent
0008 Form and content of applications
0009 Keeping gametes and embryos in the course of
carriage between premises
0010 Satellite and transport IVF
0011 Reporting adverse incidents and near misses
0012 Time periods for retention of records
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Assessment
Fully compliant
Not compliant
Not compliant (Compliant
on 5 July 2010)
Not compliant
Fully compliant
Fully compliant
Fully compliant
Fully compliant
Fully compliant
Fully compliant

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
There are multiple non-compliances in
the cryostore facility related to:

Action required with timescale
The PR must ensure the safety of
the cryostore for staff and stored
samples, and ensure compliance
a) The alarm system is potentially non- with CoP Guidance 26.4c, 26.4d
and 25.7. Assurances were
compliant with Guidance 26.4c
b) The cryostore has failed a Health
provided on inspection of the
Health Board’s commitment to
and Safety Inspection, thus its
quality and safety and to
continued use is contrary to CoP
Guidance 25.7
compliance with regulatory
requirements. Thus it is expected
c) There is inadequate spare storage
space to enable transfer of samples if a that all assistance required by the
PR to ensure the safety of the
dewar fails, contrary to CoP Guidance
26.4d.
service will be provided.
The suitability of the cryostore for
licensed activity is thus questionable
(Licence Condition T17)

These actions should be
immediately initiated and
completed as quickly as possible.
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PR Response (16/06/2010)
I am assured by the clinical
director that this is being
actioned- if not I will resign
as PR

Executive Review
16 June 2010: The PR provided a
document detailing the options
available to address the regulatory
issues in the cryostore raised by this
inspection report. These options need
to be reviewed, costed and agreed by
Health Board management.
30 June 2010: Evidence was provided
in emails from the PR that an action
plan for addressing the cryostore
regulatory issues has been prepared
and that the Health Board management
have agreed to support and finance the
plan.
The inspectorate considers the plan, if
fully implemented, should bring the
centre to compliance regarding this
issue.

►

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.

Area of practice/reference
A list of all suppliers of goods and
services which impact on the quality
and safety of gametes and embryos
was submitted to the HFEA. The centre
does not have transport or satellite
centres. Third party agreements are in
place with some but not all suppliers,
non-compliant with Licence Condition
T111.

Action required with timescale
The PR should ensure that third
party agreements, compliant with
Licence Conditions, are in place
with all suppliers of goods or
services which could impact on the
quality and safety of gametes and
embryos, as well as with the centre
providing contingency service, as
required by Licence Condition T111.
This should be completed by 1
October 2010

PR Response
Non responders are being
chased up. Done 3rd party
agreement with courier
service and surgical short
stay.
Bristol contingency plan is
currently with them waiting
for signature - I have sent a
reminder today

The compliance of third parties with
HFEA requirements has not been
evaluated, non-compliant with Licence
Condition T112, nor is compliance with
the HFEA CoP a stated requirement of
the third party agreements already in
place, non-compliant with Licence
Condition T116.

Third party agreements should be
revised at the next opportunity, to
include that the third party should
comply with all relevant HFEA
requirements. The PR should take
action to evaluate the compliance of
third parties with HFEA
requirements. This should be
completed by 1 April 2011

Additional clauses have
been inserted into recent
agreements and will need to
be inserted into old
agreements
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Executive Review
21 June 2010: The proposed third party
agreement with the contingency centre
was provided. The PR has also stated
that agreements are in place with the
third party courier company and the day
surgery unit.
The inspectorate consider the PR has
acted appropriately but needs to
continue efforts to ensure appropriate
third party agreements are developed
with all providers of critical goods and
services, to comply with T111.
The inspectorate considers the actions
taken comply with those required. New
agreements have been amended to
comply with T116, while older
agreements will be assessed for
compliance and amended accordingly,
by April 2011, according to the centre’s
post-inspection action plan

There have been staffing resource
issues at the centre, which have in
general initiated positive action plans.
These include the proposed
appointment of a QM, an embryologist
and nursing staff, and staff training
(e.g. in conscious sedation; life support
training; ultrasound scanning). The
nominated medical practitioner has not
had time however to have an effective
handover, or to cover the clinical
governance aspects of the role and to
obtain appropriate training to do so.
Some staff have also not undergone
basic and advanced life support
training in the last year. These issues
are potentially non-compliant with
Licence Conditions T12 and T15a.

It is recommended that the PR
ensures that all actions plans
regarding staffing issues are
progressed to completion, to ensure
compliance with Licence Conditions
T12 and T15a.
It is recommended that the PR
regularly reviews staff numbers and
training and centre resources, to
ensure they are adequate to
support the proposed activity, as
required by HF&E Act (1990) as
amended, 17 (1) and Licence
Conditions T12 and T15a. This is
especially important in times of
increasing activity, as are likely at
the centre in the coming year.
It is also recommended that the
nominated medical practitioner be
provided with effective induction
and training for the role, as well as
adequate time to perform it, to
comply with Licence Conditions T12
and T15a.
These actions should be completed
by 1 October 2010.
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The management of the
directorate is aware that
there will be no change in
staff / activity ratios. Also
that the nominated medical
practitioner has concerns
over her SPA sessions to
support this activity - this
will need to be covered at
her next appraisal with her
line manager - the clinical
director.
Life support training is being
cascaded form one trained
senior nurse. More nurses
to start scan training

15 June 2010: The PR advised the
inspectorate of significant staffing
changes due to the resignation of
several staff members, two of whom
are members of the centre
management team. It was confirmed by
email (on 30 June 2010) that these
posts have been advertised.
The PR provided a document reviewing
the staffing resources needed to
support various levels of activity,
dependent on future development
plans. This has been provided to Health
Board management and the PR has
advised them that the proposed activity
level must be appropriate for these
documented staffing ratios. The
document will be regularly reviewed
The centre’s post-inspection action plan
includes the progressing to completion,
by 1 October 2010, of the actions
already initiated and discussed in ‘Area
of Practice’.
In discussions with the nominated
medical practitioner, she confirmed that
she had been provided with induction
and training for the role.
The inspectorate consider the centre is
complying with the required actions,
though some remain to be completed

The centre’s post-inspection action
plan, provided on the 16 June 2010,
details that the DVD will be reviewed
for accuracy. A leaflet will then be
prepared and provided with each DVD
to correct inaccurate information.

The DVD video provided to patients
regarding ART treatment at the centre
was produced before the regulatory
changes which occurred in October
2009. Thus it discusses an initial
statutory storage period for embryos of
five years, rather than the current 10
year initial period. It also refers to
evening patient information sessions at
the centre, which have not occurred for
more than a year due to financial
constraints. These inaccuracies may
be confusing to patients.

The PR should review the
information provided to patients in
the DVD video and ensure that
where there are inaccuracies, that
these are clarified to the patient in
written document which can be
provided with the DVD video.

The ‘procedure for confidentiality’
and/or SOP for ‘maintenance of patient
case note folders’, do not include all
requirements of Licence Condition T44,
including documenting ‘arrangements
for establishing and maintaining
procedures to identify and resolve data
discrepancies. ‘

The PR should review the
‘procedure for confidentiality’ and/or
SOP for ‘maintenance of patient
case note folders’ and ensure that
mechanisms are described within
either or both procedures, for
identifying and solving all data
discrepancies, to comply with
Licence Condition T44. This action
should be completed by 1
September 2010

We will look at the protocol
and amend

The required action is detailed in the
centre’s post-inspection action plan,
provided on the 16 June 2010, for
completion by September 2010 and will
satisfy this requirement if completed.

The QIs developed for patient
confidentiality focus on the collection of
consents for disclosure. The
inspectorate consider that other QIs
need to be developed to provide the
PR with on-going measures of the
centre’s compliance with all aspects of

The PR should investigate including
other QIs for patient confidentiality
to ensure compliance with Licence
Condition T35. This action should
be completed by 1 September 2010

We will look at other
possible QIs

The centre’s post-inspection action
plan, provided on the 16 June 2010,
states that new QIs are to be discussed
between senior staff. When decided
upon, the new QIs will be included in
the audit programme. These actions
should be completed by September
2010 and will satisfy this requirement
when completed.

This action will be completed by 1
October 2010 and will satisfy the
requirements detailed in the inspection
report

These actions should be completed
by 1 October 2010.
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We will write a memo to go
with the DVD to bring it up
to date

the CoP confidentiality requirements, to
attain compliance with Licence
Condition T35

Some of the forms of documentation by
which identity is ‘verified’, as listed in
the patient care pathway document,
are possibly unreliable, for example a
works ID badge, bank card or recent
utility bill. This contradicts the centre’s
protocol for confidentiality (‘all couple
are asked for photo ID at the first visit’)
and is non-compliant with CoP
Guidance 5.10 and 5.11.

The PR should limit the forms of
We will amend the process
documentation used to verify patient and protocol to use just
identity, to those which are most
photo ID
likely to be reliable and include
photographic information, such as a
passport or driving licence. This will
ensure compliance with CoP
Guidance 5.10 and 5.11 and should
be completed by 1 August 2010.

The centre’s post-inspection action
plan, provided on the 16 June 2010,
states that the patient care pathway
document will be updated to allow only
photographic forms of identification to
be used. This action should be
completed by August 2010 and will
satisfy this requirement when
completed.

The centre reported a MPR of 28% in
2009. It is likely that this will lead to a
MBR above the 24% target set by
Direction 0003 for 2008/09. The
inspectorate recognises however the
significant improvement in MPR
relative to 2008 and the recent review
of the MBMS at the centre which may
allow them to comply with the 20%
MBR target for 2009/10.

It is recommended that the PR
monitors the centre’s MBMS and
how it is applied, to ensure that the
20% MBR target is achieved.
Patient information should be
reviewed to ensure any reference to
a target MBR is accurate (e.g. 20%
in 2010/11). These actions should
be on-going.

The centre’s post-inspection action
plan, provided on the 16 June 2010,
states that the proposed provision of a
second IVF cycle on the NHS should
make it easier to convince patients
regarding SET. It also states that the
MBMS will be regularly audited. This
action is on-going and will satisfy this
inspection report requirement.
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We will continue to
encourage patient couples
to have eSET

There is no documented procedure for
generating a patient’s laboratory
worksheet. Given this document is
used in recording all laboratory
processing, as well as in witnessing, its
preparation should be according to a
documented procedure to ensure
consistency and accuracy (Licence
Condition T33b)

The PR should ensure a procedure
for establishing a patient’s
laboratory worksheet is prepared to
comply with Licence Condition
T33b. This action should be
completed by 1 August 2010.

SOP written

The centre’s post-inspection action
plan, provided on the 16 June 2010,
states that the SOP for work sheet
completion has already been prepared.
There remain no outstanding regulatory
issues regarding this matter

The documented SOP for gamete and
embryo distribution does not include
procedures for recall, including
responsibilities and actions to be taken,
or for dealing with returned samples,
contrary to HF&E Act (1990) as
amended, Schedule 3A (11) and
Licence Condition T122.

The PR should review the gamete
and embryo distribution protocol
and modify it to include procedures
for recall, including responsibilities
and actions to be taken, and for
dealing with returned samples, to
comply with Licence Condition
T122. This action to be completed
by the 1 September 2010
The PR should ensure that a third
party agreement, compliant with
HFEA requirements, is established
between the centre and the courier
company, to comply with Licence
Condition T111. This action should
be completed by 1 September
2010.

SOP being amended

The centre’s post-inspection action
plan, provided on the 16 June 2010,
states that the SOP for distribution will
be modified as required by the LM. This
action should be completed by 1
September 2010 to satisfy this
requirement.

Done

21 June 2010: The third party
agreement with the courier company
was stated by the PR, in an email, to
have been established. This was
confirmed by email on 6 July 2010.
There remain no outstanding regulatory
issues regarding this matter

The centre has sent a third party
agreement to the courier company who
transport samples, which includes a
specification of the required transport
conditions. It has not yet been returned
so the centre is non-compliant with
HF&E Act (1990) as amended, Sch 3A
(11) and Licence Condition T111
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The centre’s post-inspection action
plan, provided on the 16 June 2010,
states that laboratory QIs will be
reviewed to ensure all critical
processes have QIs. This action should
be completed by 1 September 2010 to
satisfy this requirement.

The SAQ stated that QIs for laboratory
processes had not been developed,
contrary to licence condition T35. This
was in part confirmed on inspection
(e.g. for cryostorage and traceability),
though a number of performance
indicators in the laboratory are
monitored and regularly reviewed, for
example the fertilisation rate, ICSI
survival rate, and the percentage of
embryos growing to the eight cell and
blastocyst stages.

The PR and Laboratory Manager
should assess the performance
indicators currently monitored, and
review which other QIs are required
to provide adequate information to
the management team regarding
the quality, safety and effectiveness
of the laboratory processes, to
ensure compliance with Licence
Condition T35. This action should
be completed by 1 September 2010

Some procurement and processing
procedures have not been audited
against the approved procedures, the
regulatory requirements and QIs in the
last two years, for example cryostorage
and transportation procedures, noncompliant with Licence Condition T36.

The PR should ensure procurement We will include in audit
and processing procedures are
programme
reviewed against the regulatory
requirement and QIs, to comply with
Licence Condition T36. This action
should be completed by 1
September 2010

The centre’s post-inspection action
plan, provided on the 16 June 2010,
states that procurement and processing
procedures will be audited against QIs
and the regulatory requirements by
September 2010. This action must be
completed by 1 September 2010 to
satisfy this requirement.

The Laboratory Manager notified the
Executive prior to the inspection that
the centre had imported sperm under
General Directions 0006 but due to
confusion over the status of the
supplying centre, had failed to notify
the HFEA within five days of the import,
as required by General Directions
0006.

The PR should review procedures
We will review protocol and
and ensure that the HFEA is notified ensure all are aware
of any transfer under General
Directions 0006 within five days.
This action should be completed by
1 September 2010

The centre’s post-inspection action
plan, provided on the 16 June 2010,
states that the transportation SOP will
be updated appropriately by September
2010. This action should be completed
by 1 September 2010 to satisfy this
requirement.
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We willl discuss extra QIs at
the next whole clinic
meeting

The centrifuges, air flow cabinets and
ICSI microscopes used for gamete and
embryo processing are not logged in
patient records, to allow for full
traceability, non-compliant with Licence
Condition T22.

The Laboratory Manager stated that
plans are in place to log the
centrifuges, air flow cabinets and
ICSI microscopes used for gamete
and embryo processing. These
plans should be implemented to
comply with Licence Condition T22.
This action should be completed by
1 September 2010

Equipment to be included
on patient lab record

The centre’s post-inspection action
plan, provided on the 16 June 2010,
states that the laboratory work sheet
will be modified to allow the recording
of equipment for traceability purposes.
This modification will be completed by
September 2010. This action should be
completed by 1 September 2010 to
satisfy this requirement.

PESA and TESA procedures, which
constitute procurement i.e. a licensed
activity, are performed in a day surgery
unit within the same hospital. These
premises are not listed as licensed
premises, thus procurement there
would be in breach of HF&E Act (1990)
as amended, Section 12 (1) and
Licence Condition T1.

It is recommended that the PR
develop a third party agreement
with the day surgery unit, to allow
licensed procurement there and
comply with Licence Condition T1.
This action should be completed by
1 July 2010. Procurement activities
should not occur in the day surgery
unit until this third party agreement
has been developed.

Done and signed

21 June 2010: The PR stated in an
email that a third party agreement has
been established with the day surgery
unit. The third party agreement was
provided to the inspectorate on 6 July
2010. There remain no outstanding
regulatory issues regarding this matter

The andrology laboratory provides
testing services for the centre’s
patients but is not accredited by an
appropriate body, contrary to Licence
Condition T21.

An action plan has been developed
for CPA accreditation of the
andrology service. The PR should
implement this as quickly as
possible and appropriate
accreditation should be obtained for
the andrology service by 1 January
2011.

We are working towards
this

The centre’s post-inspection action
plan, provided on the 16 June 2010,
states that the centre will attempt to
obtain CPA accreditation for the
diagnostic andrology service. Several
options are available. The recruitment
of a QM and the purchase of an
effective document management
database will facilitate the process.
Accreditation should be completed by 1
January 2011 to satisfy this
requirement
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The centrifuges used in sperm
preparation have not been validated,
contrary to Licence Condition T24.

The PR should ensure that the
centrifuges are validated, to comply
with Licence Condition T24. This
action should be completed by 1
September 2010

The head of embryology is
looking at this, but it would
be cheaper to buy a new
one

The centre’s post-inspection action
plan, provided on the 16 June 2010,
states that the centrifuges will be
validated by the LM by September
2010. This action should be completed
by 1 September 2010 to satisfy this
requirement.

The Centre has a considerable number
of errors in HFEA registry data entered
to via the electronic data interface
(EDI), a situation also noted at the
inspection in March 2009 and noncompliant with General Directions
0005; paragraph 4. It was also noted
that IT issues at the centre have
prevented upgrading of the EDI system

The PR should ensure adequate
staff and other resources are
available to provide accurate data to
the HFEA Registry and to clear
errors in the historic data set in a
manner compliant with General
Directions 0005; paragraph 4. This
action should be completed by 1
September 2010

The staff have put in a big
effort and cleared the
majority
there are still interface
problems at the EDI2
installation however

1st June 2010: Staff at the centre have
worked closely with the HFEA and the
upgraded EDI2 system is now
operational. The centre staff have also
corrected numerous registry data
errors. Virtually all errors in Registry
data from 01/01/2005 to date have
been cleared. There remain no
outstanding regulatory issues regarding
this matter

The centre does not have QIs in place
relevant to the submission of data to
the HFEA, non-compliant with Licence
Condition T35.

The PR should ensure that
appropriate QIs and objectives are
established for data entry to the
HFEA, to comply with Licence
Condition T35. This action should
be completed by 1 September 2010

Done

The centre’s post-inspection action
plan, provided on the 16 June 2010,
states that QIs for EDI data entry have
been established. The rapid clearance
of EDI errors suggests the centre have
control of EDI data entry issues. There
remain no outstanding regulatory
issues regarding this matter.

The procedures relevant to EDI data
entry have not been reviewed against
regulatory requirements in the last two
years, non-compliant with Licence
Condition T36.

The PR should ensure that
procedures relevant to EDI data
entry are reviewed against the
regulatory requirements to comply
with Licence Condition T36. This
action should be completed by 1
September 2010

We have included this on
the audit programme

The centre’s post-inspection action
plan, provided on the 16 June 2010,
states that EDI data entry procedures
have been added to the audit schedule.
The audit of those procedures needs to
be completed by 1 September 2010 to
satisfy this requirement.
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The ‘maintenance of patient case note
folders’ procedure does not describe
how patient records are tracked while
moving around the centre (Licence
Condition T44a and T44c) or specify
the responsibility of the holder for the
confidentiality of the record (Licence
Condition T47). This procedure also
requires record retention ‘for at least a
10 year period after expiry, clinical use
or disposal’, contrary to Licence
Condition T48.

The PR should review the
‘maintenance of patient case note
folders’ procedure and ensure it
states appropriate 10, 30 or 50 year
retention periods, as required by
Licence Condition T48. It should
also contain processes to ensure
the security and traceability of
patient records, as required by
Licence Conditions T44a, T44c and
T47. This should be completed by 1
September 2010.
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We will review this

The centre’s post-inspection action
plan, provided on the 16 June 2010,
states that an SOP will be developed
for tracking notes in the centre, which
will also discuss the records retention
requirements. These procedures need
to be completed by 1 September 2010
to satisfy this requirement.

►

Other areas of practice that requires improvement
Areas of practice that requires 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
The centre’s egg donor and sperm
donor SOPs are compliant with
Licence Condition T52g, but not with
CoP Guidance 11.15 which requires
screening to be in accordance with
professional body guidelines. These
require all sperm and egg donors
should be: 1) screened for HTLV-1
and HTLV-2; 2) physically examined;
3) assessed for prion disease risk; 4)
tested for blood group and rhesus
factor. These assessments are
currently not stated in procedures or
performed. The inspectorate also has
concerns regarding the use of self
swabbing for testing for gonorrhoea;
swabbing by a nurse would be more
likely to provide a definitive test
results.

Action required with timescale
The PR should ensure that the
centre’s practices for donor
screening are fully and reliably
compliant with Licence Condition
T52 and CoP Guidance 11.15. This
will require review of the procedures
for dealing with egg and sperm
donors. All patient information
provided to sperm donors, egg
share recipients and providers, egg
donors, and parties to surrogacy
arrangements will also need review
to ensure compliance with CoP
Guidance 4.2 h

Information provided to patients
regarding egg sharing stated that a
cancellation cost would be charged to
the egg provider in the event of them
withdrawing their consent to the
sharing arrangement during ovarian
stimulation. Such a charge is contrary

12.10 states that ‘If either the egg
provider or recipient in an egg
sharing arrangement withdraws
their consent after preparation has
begun, the centre should bear any
financial loss it sustains’. The PR
should review the centre’s practice

Executive Review

Actioned and protocol being
revised

The centre’s post-inspection action
plan, provided on the 16 June 2010,
indicates that the centre will bear the
financial loss in this situation and that
the protocol and patient information will
be revised.

The centre’s post-inspection action
plan, provided on the 16 June 2010,
concurs with the actions indicated in
the PRs response and states that the
screening protocol will be updated
The PR should note that these
responses have not met the
requirements regarding: 1) prion
disease risk; 2) testing for blood group
and rhesus factor. The PR should
ensure actions are taken to address
these screening issues.
These actions need to be completed by
1 August 2010 to satisfy this
requirement.

This assessment and review should
be completed by 1 August 2010.
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PR Response
I have written to virology to
inform them that we will be
commencing HTLV
screeing on donors. the
reason for not doing so
previously, was that their
advice was that the
prevalence in the locality
was so low - they have
never had a positive.
I have written to our
urologist to ask him to see
and examine all the donors
and take swabs

These actions need to be completed by

1 August 2010 to satisfy this
requirement.

to CoP Guidance 12.10.

and patient information in this area
to comply with CoP Guidance
12.10. The should be completed by
1 August 2010

It was recommended in the last
inspection report that a dedicated QM
be appointed. This is now a regulatory
requirement (CoP Guidance 23.3a
and 23.4) and its importance is
indicated by the assistance a QM will
provide with other non-compliance
noted in this report.

The PR should progress with the
appointment of a dedicated QM to
ensure compliance with CoP
Guidance 23.3a and 23.4. This
should be completed by 1 October
2010

Management still identifying
funding

Health Board management said on
inspection that a dedicated part-time
QM would be appointed, finance having
been recently approved. This would
appear to not concur with the PRs
response. It is suggested that the
centre act on this recommendation by 1
October 2010.

Complainants at the centre must
address formal written complaints to
the Health Board Chief Executive,
who is an unlicensed person. There
is a risk that the consent for disclosure
implied by the letter may not be freely
given, as there is no option to make a
formal complaint to a licensed person.
To prevent this, the centre should
have a nominated complaints officer,
as is required by CoP Guidance 28.4

The PR should appoint a nominated
complaints officer from the centre
staff, to receive formal written
complaints, to comply with CoP
Guidance 28.4. Practices and
procedures should be modified to
reflect this change. These
recommendations should be
completed by the 1 August 2010.

We have a nominated an inhouse complaints officer
who is on the licence, and
anonymises the complaints
before they leave her office.
Some complainants write
directly to the chief exec
however

The centre’s post-inspection action
plan, provided on the 16 June 2010,
concurs with the PRs response. It
states that there is a nominated
complaints officer on the centre’s
licence. Thus there are no outstanding
regulatory issues regarding this matter.
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The inspectorate note that the
complaints procedure and patient
information will need updating to
include that complaints can be made to
the nominated person

Continued
Written complaints can then be
directed to this person and an
anonymised version forwarded to the
Chief Executive.
The ‘procedure for confidentiality’
states that ‘notes are released to the
complaints manager in the event of a
complaint’. As the centre does not
have a nominated complaints officer,
and all formal complaints must be
sent by patients to the Health Board
Chief Executive, it is likely that the
complaints manager is a Health Board
employee and is unlicensed. In
addition, as formal written complaints
must be sent to the Chief Executive,
they can not be considered as freely
providing informed consent for
disclosure. These procedures may
potentially lead to the disclosure of
patient identifying information to an
unlicensed person, without effective
consent, in contravention of HF&E Act
(1990) as amended, S33

It is recommended that the PR
See above
appoints a complaints officer within
the centre and then puts in place a
system by which complaints can be
anonymised and sent to the Health
Board Complaints manager. In the
event that an investigation by noncentre staff is performed, it is
recommended that such staff are
briefed regarding the confidentiality
issues related to the HF&E Act
(1990) as amended, provided an
appropriate induction to the centre’s
activities, and placed on the licence.
This action should be completed by
1 September 2010
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The centre’s post-inspection action
plan, provided on the 16 June 2010,
concurs with the PRs response. It
states that there is now a nominated
complaints officer on the centre’s
licence. Thus there are no outstanding
regulatory issues regarding this matter.

The SOPs for consenting for the use
of sperm, oocytes and embryos in
training, provide no commitment or
mechanism to ensure that the number
of embryos used is minimised to those
needed for adequate training (Licence
Condition T96). Furthermore, there is
no documented audit of embryo use in
training, to ensure they have been
appropriately and effectively used (i.e.
Licence Condition T96 has been
complied with). No embryos have
however been used in training so this
has not caused a breach of Licence
Condition T36.

Minimising embryo usage in training
to that required for the training
purpose, and auditing embryo
usage, should be included in
procedures, to comply with Licence
Condition T96. The inspectorate
also suggests that a QI and
objective be developed regarding
documenting the training purposes
for which embryos are used and
ensuring all such embryos are used
effectively. These actions should be
completed by 1 August 2010.

SOP to be revised

The centre’s ‘ovarian hyperstimulation
protocol’ does not include the
requirement to report OHSS which
requires a hospital admission, to the
HFEA as an incident (CoP guidance
27.1).

It is recommended that the PR
amends the ‘ovarian
hyperstimulation protocol’ to include
the reporting to HFEA of all
incidents of OHSS requiring
hospitalisation, to comply with CoP
guidance 27.1. This action should
be completed by 1 August 2010

SOP to be revised

An audit of counselling QIs is planned
in 2010 but was not listed on the
centre’s audit schedule for 2010, with
appropriate quality objectives, noncompliant with Licence Condition T35.

The PR should ensure the audit
schedule for 2010 includes the
counselling audit, to ensure
compliance with Licence Condition
T35. This action should be
completed by 1 September 2010

We will include on the audit
programme
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The centre’s post-inspection action
plan, provided on the 16 June 2010,
indicates that the centre will update the
procedure for training, as required, and
will develop appropriate QIs to monitor
the effect use of embryos in training.
These actions need to be completed by
1 August 2010 to satisfy this
requirement.

The centre’s post-inspection action
plan, provided on the 16 June 2010,
indicates that the OHSS protocol will be
updated, as required, by August 2010.
These actions need to be completed by
1 August 2010 to satisfy this
requirement

The centre’s post-inspection action
plan, provided on the 16 June 2010,
states that new QIs, including for
counselling, are to be discussed
between senior staff. The new QIs will
be included in the audit programme.
These actions should be completed by
1 September 2010 to satisfy this
requirement.

Some documents in the quality
manual have not recently been
reviewed (CoP Guidance 31.6), while
others do not have appropriate
document control features (CoP
Guidance 31.4). One document could
not be found in the quality manual
index.

The PR should ensure that all
documents in the quality manual are
reviewed at least annually (CoP
Guidance 31.6) and that all have a
common pattern of document
control features which include: (i) a
unique identifier (for instance, the
edition, or current revision date or
revision number); (ii) page numbers
and total number of pages (for
example ‘page 3 of 10’); (iii)
authority for their issue; (iv) author
identification (CoP Guidance 31.4).

I am advised that if we
obtain a CD writer (NHS
PCs do not have these)
then the SOPs can be
stored as PDF and
amended in an organised
way

In the year to 6 March 2010, the
centre took an average of 43 days to
pay the 12 HFEA invoices issued.
This is a significant improvement
compared to the situation in March
2009. The PR should note however
that the terms of payment of HFEA
invoices are that payment should be
received within 28 days, and that the
PR is obliged, under Licence
Condition T9d, to ensure fees are paid
within the written specified timescale.

The PR should take appropriate
actions to attempt to meet the 28
day payment deadline for HFEA
invoices, as required by Licence
Condition T9d.

I will let finance know
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The centre’s post-inspection action
plan, provided on the 16 June 2010,
indicates that this issue will be assisted
when the QM is appointed. The centre
also plans regular protocol review
sessions at the centre management
meeting. Finally the purchase of a CD
writer is described.
The inspectorate considers the
appointment of a QM will significantly
enhance the centre’s success in
dealing with this issue.

The inspectorate were informed on 1
July 2010 that one reason for delays in
paying invoices is that they are
sometimes sent to the wrong address
in the hospital (that of the research
licence). HFEA Finance has been
advised of this. The PR has discussed
this issue with the Health Board
Finance Director. The inspectorate is
satisfied with the centre’s progress in
this area.

Additional information from the Person Responsible
Thanks for the continuing support. In view of the coming staff changes I cannot promise that all protocol revisions will be done on time but will
be encouraging as much to be done as possible.
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