Interim Inspection Report
Date of Inspection: 26 January 2010.
Length of inspection: 6.5 hours.
Inspectors: Sarah Brain, Angela Sutherland and Lynne Nice.
Inspection details:
The report covers the pre-inspection analysis, the visit and information received between
06 February 2008 and 10 February 2010.
Date of Executive Licensing Panel: 21 April 2010
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 2008 and the Code of Practice to ensure that
centres are providing a quality service for patients. The report summarises the findings of
the licence interim inspection highlighting areas of good practice, as well as areas where
further improvement is required to improve patient services and meet regulatory
requirements. It is primarily written for the Executive Licensing Panel which makes the
decision about the continuation of the centre’s licence.
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Report to Executive Licensing Panel

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

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

Some improvements are required in relation to:
• Documented assessments of the competency of all staff
• Validation of critical procedures and equipment
• Submission of data to the HFEA
• Audit of activities
• Establishing quality indicators
• Payment of treatment fees
The inspectorate considers that, overall there is sufficient information available to
recommend the continuation of the centre’s licence without additional conditions.
The inspectorate also recommends that the Executive Licensing Panel requires that the
PR complies with the recommendations detailed in this report within the prescribed
timeframes.
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Details of Inspection findings
Brief description of the centre and its licensing history:
The centre is part of Guys & St Thomas'Hospitals NHS Foundation Trust and provides
licensed treatments to NHS funded and private patients from London and the surrounding
area. The unit has an active research programme and provides an extensive preimplantation diagnosis (PGD) service. The unit is open 7 days per week and the normal
working hours are Monday-Friday: 0830-1630 and between 0900 and 1500 on Saturday
and Sunday.
This centre has been licensed to provide treatment since 1992 and the current PR, Mr
Khalaf, has been in post since April 2004 and is appropriately qualified for the role. Mr
Khalaf has completed the 7th and 8th editions of the HFEA Code of Practice PR entry
programme.
Activities of the Centre:
Number of treatment cycles for
the period [1 November 200831October 2009]*
375
837
237

Type of treatment
IVF
ICSI
Frozen embryo transfer
Insemination

72 stimulated cycles conducted in
2008 (data published on the HFEA
choose a fertility clinic website)

DI
Egg donor
Egg recipient

10
7
0
or Not applicable (N/A)

Other licensable activities
Storage of eggs
Storage of sperm
Storage of embryos
Research

*These data were extracted from the HFEA register for the period [1 November 2008-31 October 2009]. 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.
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Updated actions since the centre was inspected on 26 January 2010:
Documented assessments of competence
The PR emailed the Executive on 09 February 2010 confirming that the assessments of
administrative and nursing staff competence are complete. On the 10 February 2010 the
PR submitted copies of the competence assessments for 8 members of the administration
team, 4 members of the laboratory team and 13 members of the nursing teams.
These records have been reviewed by the Executive. The records were compared against
the most recent staff list submitted to the HFEA on the 11 January 2010 and this indicates
that the submitted records are for a sample of the staff. Records for all members of the
administrative, nursing and laboratory teams have not been submitted.
It was noted that 14 of the submitted records were incomplete in that the competence to
perform certain designated tasks had not been signed off. The Executive is unclear
whether this is because certain tasks are not relevant for all members of staff. Without
knowing the exact role of each individual member of staff the Executive is unable to
confirm if these members of staff have had their competence to perform all designated
tasks assessed. The Executive is therefore unable to confirm that this centre is now
compliant with the requirements of Standard Licence Condition T12 and Standard Licence
Condition T15a.
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1.

Focus of inspections for 2010-12

Witnessing
Evidence of how the centre demonstrates compliance with the requirement to double
check the identification of samples and the patients or donors to whom they relate at all
critical points of the clinical and laboratory process.
An electronic witnessing system is now in use at the centre. At the time of inspection this
system was being used for the following laboratory procedures: semen preparation; egg
collection; insemination; fertilisation checks; embryo transfer. Manual witnessing is
performed on the following stages: denuding eggs prior to ICSI procedures; ICSI
procedures; movement of embryos to extended culture or embryo transfer dishes.
The laboratory manager explained that when the electronic witnessing system was
introduced at the centre all staff were required to read the relevant standard operating
procedures (SOPs) and were assessed as competent to use the system before they were
authorised to carry out electronic witnessing. Evidence of the assessment of the
competence of a junior member of staff was provided during the inspection. This is
evidence of compliance with Code of Practice (CoP) guidance 18.10 which states that staff
shall receive appropriate training when a new system for witnessing is introduced.
In accordance with CoP Guidance 18.2 and Standard Licence Condition T33 (b) a number
of documented SOPs are in place to support both the electronic and manual witnessing
systems and evidence of this was provided during the inspection.
Two sets of patient records were audited for evidence of witnessing during the inspection.
No discrepancies were found during this audit and the records provided evidence that
witnessing is taking place in accordance with the guidance provided in section 18.4 of the
HFEA CoP.
The centre has established a quality indicator which relates to witnessing (Standard
Licence Condition T35). The embryology team plan to review whether they have been
alerted to any potential mismatches using the electronic witnessing system on a monthly
basis and any anomalies will be discussed at team meetings.
The centre was advised in November 2009 that the HFEA Executive considered their
electronic witnessing system to be only partially validated. A Licence Committee on 14
December 2009 recommended that the centre should collect further validation
documentation as suggested by the Executive. The Executive has since been informed
that the validation records have been updated and now include: the floor plan of the
specified equipment requirements and positions, the manufacturer’s installation validation
documents; customer testimonials; an abstract from a scientific paper on electronic
witnessing; internal temperature maps for the 3 workstations; certificates of analysis from
two external laboratories; compliance with witnessing protocols signed by laboratory staff;
principles signed by all laboratory staff; printed reports of electronic witness points for 10
cases with parallel manual witnessing. The Executive is satisfied that the validation of
witnessing equipment is now complete.
What the centre does well.
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What they could do better.
Not all senior members of laboratory staff have had their competence to use the electronic
witnessing system assessed. The inspectorate were told that this is because a decision is
yet to be made on who will conduct the assessment of senior staff competence. Although
the inspectorate was reassured when informed that the Laboratory Manager had received
specialist training from the manufacturer of the electronic witnessing system when it was
installed, the PR should ensure that documentation is kept to show that each individual
has demonstrated competence in the performance of their designated tasks.

Parenthood
Evidence of how the centre demonstrates compliance with the requirements in relation to
legal parenthood
The centre provides information to patients seeking treatment about legal parenthood
(Standard Licence Condition T60). This information was provided during the inspection
and includes guidance on who will be the child’s legal parent(s).
Staff explained that all patients are provided with counselling about legal parenthood
(Standard Licence Condition T60 and T61).
An SOP is in place that provides guidance to staff on legal parenthood requirements. This
SOP was provided during the inspection and includes information on provision of
counselling and information to patients, directions regarding the correct consent forms to
be completed and an outline of the process to be followed if consent to parenthood is
withdrawn or changed and this appears to support compliance with Standard Licence
Condition T64b and T65).
What the centre does well.
What they could do better.
No areas of improvement in this area of practice were identified as being required at the
time of inspection.

Information about the cost of treatment
Evidence of how the centre demonstrates that it has introduced personalised costed
treatment plans for all patients
Personalised costed treatment plans are provided to self-funding patients. These plans
detail the main elements of the treatment proposed, the cost of that treatment and any
possible changes to the plans including their cost implications (in accordance with CoP
Guidance 4.3). The inspectorate was informed that costed treatment plans are introduced
by clinical staff and the plans are signed by patients before treatment commences.
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An example of a costed treatment plan was provided to the inspectorate. This was seen to
be tailored to an individual patient and included information on medication and the costs
involved with freezing embryos. The costed treatment plan had been discussed with the
patients at their first consultation.
The SOPs which outline the process for providing information to patients have been
updated to include guidance on explaining personalised costed treatment plans.
What the centre does well.
What they could do better.
No areas of improvement in this area of practice were identified as being required at the
time of inspection.

Patient consent to the disclosure of information, held on the HFEA Register, for use
in Research
Evidence of how the centre demonstrates that it provides information to patients about the
use of information, held on the HFEA Register, for use in research.
The inspectorate’s audit of five sets of patient records confirmed that the centre is
gathering patient consent to the disclosure of information held on the HFEA Register, for
use in research. Staff explained that patients have found this consent form difficult, but the
team focus on providing clear information to patients about the implications of disclosure
for research purposes. The inspectorate was advised that patients are asked to complete
the consent forms and these are then reviewed at consultation appointments.
What the centre does well.
What they could do better.
No areas of improvement in this area of practice were identified as being required at the
time of inspection.

Consent issues in relation to the storage of embryos (including cooling off period)
Evidence of how the centre demonstrates compliance with the requirements relating to the
withdrawal of consent to storage of embryos intended for use in treatment.
Laboratory staff conducted an audit of all storage tanks in December 2009. This audit
involved a check between records and material in storage (CoP Guidance 17.16). The PR
stated in the Self Assessment Questionnaire (SAQ) that all material currently in storage is
within the limit of the statutory storage period.
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An SOP which supports the storage processes is in place and a copy of this was seen in
the course of the inspection. The Laboratory Manager was able to explain the procedures
to the inspectorate and this included a description of the procedures for dealing with
disputes that may arise when one gamete provider withdraws their consent to the use or
storage of gametes or embryos in treatment. The system for managing material in storage
was also demonstrated to the inspectorate (CoP Guidance 17.7).
What the centre does well.
What they could do better.
No areas of improvement in this area of practice were identified as being required at the
time of inspection.

Multiple Births
Evidence of how the centre demonstrates compliance with Guidance Note 7 of the Code of
Practice relating to multiple births
In compliance with General Direction 0003 the centre has a multiple birth minimisation
strategy in place. An updated copy of this was provided during the inspection. The strategy
was seen to include an outline of the approach towards patient education on risks of
multiple births, guidance on cycle management, an algorithm for selection for patients for
single embryo transfer and information on how the strategy will be evaluated.
A summary log of cases in which multiple embryos have been transferred to a patient who
meet the criteria for single embryo transfer, as set out in the multiple births minimisation
strategy, has been maintained in electronic and paper form. This log was seen during the
inspection.
Staff explained that if a patient requests a multiple transfer instead of the proposed single
embryo transfer, the patient is asked to sign a declaration to this effect and this is kept in
the patient record.
The PR explained that quarterly audits of the multiple birth rate are conducted and
examples of these audits were provided. The audits reviewed included a review of multiple
pregnancy rate per clinical pregnancy, a review of the details of cases resulting in multiple
pregnancies (i.e. day of embryo transfer) and the percentage of double embryo transfers
conducted which fulfilled the criteria for single embryo transfer.
A summary log has also been maintained of treatment cycles involving the placement in a
woman of three embryos. The 2009 log was reviewed at inspection and it was noted that
there had been instances of three embryo transfers, but that these had all involved women
over 40 years of age.
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What the centre does well
Information about the multiple pregnancy minimisation strategy is provided to patients in
written and verbal formats and at various stages of the treatment cycle. A specific patient
leaflet has been written and this includes an explanation of the risks of multiple pregnancy
for the woman, the foetus and any resulting children (CoP Guidance 7.5). The multiple
pregnancy minimisation strategy states that information is also provided at patient
information evenings and is available on the centre’s website. The inspectorate saw that
information is also available on the patient’s notice board in the waiting area.
A specific information session is provided to patients just prior to embryo transfers. This
provides patients with the opportunity to discuss the number of embryos to be transferred
(CoP Guidance 7.6). The PR explained that a clinician and an embryologist use this
session to outline the quality of embryos with the patients and to discuss the options for
transferring and freezing embryos. This session is held in a private room, after which the
patients move to the embryo transfer room for the procedure.
What they could do better:
No areas of improvement in this area of practice were identified as being required at the
time of inspection.
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2. Operational audit
The operational audit team1 visited Centre 0102 on 2 and 3 February 2010 and provided
the following report on the Centre’s compliance with the requirements for collecting and
recording information for the HFEA.
Collecting and recording information for the HFEA.
Evidence of how the centre demonstrates compliance with the requirements relating to
Collecting and recording information for the HFEA (General Direction 0005).
The Operational Audit team found that 100% of the DI treatments that occurred in the
sample period (01/01/2009-31/12/2009) had been reported to the Authority.
The Operational Audit team compared forms uploaded to the HFEA register against
patient files to test the quality of data reported. None of the errors or omissions noted
occurred in critical fields. The level of errors was minor, though there were some patterns
(e.g. not submitting baby NHS numbers on the outcome forms).
What the centre does well.
What they could do better.
Of the 124 IVF treatments sampled within the period 01/01/2009- 31/12/2009, three were
found to have not been reported to the Authority.
Of the treatment forms sampled for the audit, only 20% were reported within five working
days. This means that 80% of treatments were reported late (i.e. outside the period
stipulated in applicable Directions during the period (D2008/06 paragraph 5 D2007/07
paragraph 4; and Direction 0005 paragraph 3).
The Business Manager and Matron were aware that the centre has validation errors based
around missing registration forms where treatments had been carried out, and early
outcome forms where treatment forms were missing. The Business Manager explained
that he has plans to address the validation errors in the near future. In addition, the
Matron informed the audit team they are to introduce monthly audits which will ensure that
all forms required for each treatment are reported in a timely fashion.

1

Which Centres are selected for an operational audit, and the frequency this occurs, is dictated by:
•
•
•

the output of a risk model agreed with the National Audit Office (the Authority’s external auditor);
audit findings (i.e. follow-up activity);
visits taken in conjunction with Inspection.
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2. Changes / improvements since the last inspection on 5 February 2008.
Since the last inspection the centre has relocated to new premises within Guys Hospital.
The new premises were built primarily in response to the requirements of the European
Tissue and Cells Directive and to meet increasing demand for fertility and PGD cycles at
the unit. The new premises were inspected by the HFEA in June 2008 and complete
transfer of activities to these new premises took place in April 2009.
Area for improvement

Action required

The centre takes an average
of 44 days to pay treatment
fees. The HFEA payment
terms are 28 days. Payment
outside these terms is a
breach of standard licence
condition A13.3 which states
that in consideration of the
grant of the licence (or its
variation to designate the
individual named in this
licence as Person
Responsible), the Person
Responsible agrees that s/he
will pay to the Authority any
additional fee, as defined in
section 16(6) of the Act,
within 28 days of the date of
the notice of such additional
fee.

The
PR
should
put
procedures in place to ensure
that payments are made to
the HFEA within the 28 day
limit.

There is no SOP for sperm
procured at home. This is a
requirement under S.7.7.
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By 30 June 2008.

Action taken as evidenced
during this inspection
The centre took an average of
36 days to pay its invoices in
2009. This is an improvement
on the average time to pay in
2008 but the PR is reminded
of the need to ensure that
payments are paid to the
HFEA in accordance with
invoice requirements.

An SOP should be developed The PR provided the
by 30 June 2008.
Executive with the SOP for
sperm procurement. This
included guidance on home
procurement of sperm.
Following the inspection a
specific SOP for home
procurement for sperm was
developed. This was
submitted to the Executive on
the 29 January 2010.
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Validation for equipment and
procedures has not been
undertaken yet except for the
microscope stages. This is a
breach of S.6.4.2 and
S.7.8.3.

Validation of equipment and Centre staff confirmed that
procedures
should
be validation
of
critical
undertaken.
procedures has not yet been
To be reviewed at next undertaken.
inspection.
The PR stated in the SAQ
that they are not yet fully
compliant
with
the
requirement to validate critical
equipment.

In two sets of records the
consents were not complete.
This is a breach of S.7.5.4.

Consent forms should always
be completed and placed in
the notes. To be reviewed at
next inspection.

The centre employs the
practice of having all
unprocessed sperm samples
in the work area at one time.
This is not compliant with
G.13.8.5.

The telephone system for
patients to contact the centre
should be improved.
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An audit of five sets of patient
records was undertaken at
this inspection. All relevant
consent forms were seen to
be in place.

The PR reported that staff
conduct their own audits on
consent completion in patient
records and evidence of this
was
provided
to
the
inspection team.
The centre should risk assess The centre submitted this risk
assessment following the last
their sperm preparation
inspection. At this inspection
practice against the 7th Code
of Practice. By 30 April 2008. the
PR
advised
the
inspectorate that the practice
of processing more than one
sperm sample in the work
area at one time has now
ceased.
When
the
centre
has The PR explained that a
relocated
to
the
new dedicated call centre has now
premises.
been established in a quiet
room which is set apart from
general patient areas. This
room was observed by the
inspection team. The PR
reported that patients’ views
on contacting the centre were
sought as part of the 2009
patient questionnaire. The PR
explained that the responses
showed an increase in patient
satisfaction. The graphical
analysis of the questionnaire
responses
was
seen
displayed on a notice board
within the centre.
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3.

Areas of concern

The analysis of the centre’s self assessment questionnaire and the information the centre has submitted to the HFEA e.g. staff changes and
the treatment cycles carried out at the centre, have identified that the following areas needed to be looked during the inspection visit to this
centre2.
Area of concern
Staffing (Standard Licence
Condition T12)
In the SAQ a mark of “not
compliant” had been given to
“centre is working with a full staff
compliment”.

Staff Competency (Standard
Licence Condition T12 and T15a)
SAQ responses indicated that staff
competency assessment were not
available for:
> Staff proving counselling.
> Staff taking consent.
> Staff performing embryo
biopsy.
2

Inspection findings

Assessment of whether the action taken
meets requirement or whether any
further action is required
In the final of three submitted SAQs the PR stated they are Before the posts have been filled the PR
should consider taking steps to limit activity
almost compliant with this requirement.
to that which can be safely accommodated.
The PR explained that whilst they have sufficient members of
staff in the nursing and clinical areas, there is a shortage of
administrative and laboratory staff.
A capacity analysis has been conducted and the report of this
shown to the inspectorate. This found that 2 further
embryologists and 1 additional member of administrative staff
are required.
The PR reported that he has managed to secure funding for
these posts and that the recruitment process is underway.
In the final resubmitted SAQ the PR stated the centre is fully Further action is required in relation to
documenting staff competency – see major
compliant with this requirement.
non compliance table.
At inspection it was noted that the centre has started a
programme of assessing the competence of members of staff,
however, it was evident during the inspection that this has not
been completed.
Competence assessments have not been documented for
members of the administration team or for all members of the

. N.B It should be noted that the PR resubmitted the SAQ three times. The inspection was planned in accordance with the information provided in the second version of
the SAQ which was available during preinspection planning stages. Any changes between the second and third versions of the SAQ are outlined in the text.
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> staff conducting PGD.
> staff storing cryopreserved
material.
> staff performing ICSI.
> staff performing witnessing.
Counselling (Standard Licence
Condition T36)
The SAQ response indicated that
counselling procedures had been
audited but corrective actions had
not been taken in response.
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nursing and laboratory teams. Evidence of competence
assessments for the counsellors were not available on the day
of inspection.

In the final resubmitted SAQ the PR stated they are fully No further action required.
compliant with this requirement
During the inspection the Quality Manager stated that corrective
action had been taken in response to the audit and was able to
explain this to the inspectorate: An audit of the counselling
service indicated an increase in the length of time that patients
had to wait for a counselling appointment. In response to this
the PR asked a former member of the counselling team to
return to work temporarily until another counsellor is appointed.
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Consent to treatment, storage,
donation, training and disclosure
of information
SAQ responses indicated partial or
non compliance with the following
requirements:
> Verification of the identity of the
person giving consent (CoP
Guidance 5.10).
> Cross referencing the identity of
the person who gave consent
to records when the procedure
is carried out (CoP Guidance
5.11)
> Having an agreement which is
compliant with General
Direction 0010 established with
third parties who obtain
consent (General Directions
0010).
Welfare of the child (Standard
Licence ConditionT36)
SAQ response indicated that:

In the final resubmitted SAQ the PR stated they are fully No further action required with regard to
confirming the identity of patients.
compliant with these requirements.
Staff working in the reception area of the centre informed the
inspectorate that patient identity is confirmed when they attend
for appointments. For new patients identity is checked with a
passport and a copy of the passport photo is kept in the patient
files. After this check, patient identity is confirmed by cross
referencing identifying information provided by the patient.
During the audit of patient records it was noted that not all
records included passport photos but the inspectorate were
informed that this is a new practice and a more recent set of
patient records which contained a passport photo was supplied
as evidence of this.
The PR confirmed that all third party agreements are in place
but the inspectorate did not review these against the
requirements of General Direction 0010.
In the final resubmitted SAQ the PR stated that they are No further action required.
compliant with this requirement.

During the inspection the Person Responsible explained that
Not all corrective actions have been corrective action had been taken in response to the audit and
implemented in response to welfare was able to explain this to the inspectorate: an audit of patient
records had found that the welfare of the child forms had not
of the child audits.
been routinely signed by the clinicians. The Quality Manager
explained that corrective action had been taken to ensure that
clinicians sign these forms.
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The PR should ensure that all agreements
with third parties that obtain consent from
patients are in compliance with General
Direction 0010.
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Procurement, processing and
transporting
SAQ responses indicated that:
> The critical procedures have not
been validated (Standard
Licence Condition T72).
> No recall procedure in place [see
Act Schedule 3A (11)].
> No documented system in place
for handling returned material
[see Act Schedule 3A(11)].
It was also unclear from the SAQ
how sperm is provided for home
insemination – thawed or in the
process of thawing.
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In the final resubmitted SAQ the PR stated that critical Further action is required in relation to
procurement and processing procedures had been validated, validation of procedures – see major non
that a recall procedure and documented system for handling compliance table.
returned material are now in place.
At inspection it was found that:
> Critical laboratory procedures have not yet been validated.
This was confirmed by Laboratory staff.
> Laboratory staff explained that the recall procedure and
system for handling returned material is included in the
Standard Operating Procedure (SOP) for receipt of
gametes/embryos. A copy of this SOP was not reviewed
during the inspection.
Laboratory staff clarified that sperm is not provided for use
outside the centre.
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Traceability
SAQ responses indicated the
following non compliance:
> All relevant data relating to
anything coming into contact
with gametes and embryos is
not traceable (Standard
Licence Condition T99).
> The centre had not established a
quality indicator relevant to
traceability (Standard Licence
Condition T35).
> Traceability procedures had not
been audited against
compliance with the approved
protocols, the regulatory
requirements and quality
indicators in the last two years
(Standard Licence Condition
T35).
> Relevant staff could not provide
documented evidence of the
receipt of training in traceability
procedures Standard Licence
Condition T15).
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In the final resubmitted SAQ the PR stated they are compliant
with all mandatory requirements related to traceability.

Further action is required in relation to
audits on traceability practice – see major
An excel spreadsheet storing traceability information about non compliance table.
consumables which come into contact with gametes and
embryos is maintained. This system was demonstrated to the
inspectorate.
This system is supported by a Standard Operating Procedure,
which was provided to the inspectorate, and staff described the
key performance indicator that has been set for evaluation of
the traceability system.
During the inspection it was found that traceability procedures
have not been audited against compliance with the approved
protocols, regulatory requirements and quality indicators in the
last two years. The Quality Manager explained that an audit on
traceability procedures is scheduled to take place in March
2010.
The inspectorate did not request to see documented evidence
that staff had received training in traceability procedures.
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> Containers at all stages of
procurement, processing, use
and storage of gametes and
embryos are not labelled with
the patient’s/donor’s full name
and a further identifier or a
uniquely identifying donor code
(Standard Licence Condition
T101).
> The centre does not have
procedures in place to ensure
data necessary for traceability
is stored for at least 30 years
(and for longer periods as may
be specified in Directions)
(Standard Licence Condition
T103).

In the final resubmitted SAQ the PR stated that containers used
at all stages of procurement, processing, use and storage of
gametes and embryos are labelled with the patient’s/donor’s full
name and a further identifier or a uniquely identifying donor
code. Evidence of this was seen on inspection through
reference to laboratory worksheets and patient information
about sperm procurement.

Training licence (Standard
Licence Condition T95)
SAQ response indicated that
documented procedures are not in
place to ensure that clinical and
training roles are separated.

In the final resubmitted SAQ the PR stated that documented No further action required.
procedures to ensure that clinical and training roles are
separated have been established.
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In the final resubmitted SAQ the PR stated that the centre does
have procedures in place to ensure data necessary for
traceability is stored for at least 30 years. The SOP related to
retention of records was supplied as evidence of this.

At inspection the laboratory staff explained that a standard
operating procedure is now in place. The inspection team did
not see a copy of this standard operating procedure.
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Quality Management (Standard
Licence Condition T35)
SAQ responses indicated that the
centre had not established quality
indicators for all licensed activities,
including:
> Provision of information.
> Selection and recruitment of
donors.
> Procurement and processing
procedures.
> Storage of gametes and
embryos.
> Witnessing.
> Traceability.
> Submission of data.
Quality Management (Standard
Licence Condition T36)
SAQ responses indicated that
audits have not been conducted in
the following areas:
> Provision of information.
> Embryo biopsy.
> PGD.
> Selection and recruitment of
donors.
> Procurement and processing
procedures.
> Confidentiality and privacy.
> Submission of data.

In the final resubmitted SAQ the PR stated that quality Further action required - Quality indicators
to be set for the following areas of practice:
indicators have been established for these activities.
storage
of
gametes/embryos
and
During the inspection the inspectorate were provided with the confidentiality and privacy. See major non
list of the centre’s quality indicators. This included quality compliance table.
indicators in the areas of provision of information, selection and
recruitment of donors, traceability, submission of data to the
HFEA, witnessing and procurement and processing procedures.
A quality indicator for storage of gametes/embryos is yet to be
set. On inspection it was also noted that a quality indicator for
confidentiality and privacy is to be established.

In the final resubmitted SAQ the PR stated that audits have Further action required – see major non
been conducted in all these areas except selection/ recruitment compliance table.
of donors and confidentiality and privacy
Audits to be conducted in the following
During the inspection the Quality Manager confirmed that audits areas of practice: selection and recruitment
are undertaken by staff and she was able to provide the of donors, submission of data to the HFEA
inspectorate with a copy of the audit plan for the next six and confidentiality and privacy.
months. The Quality Manager advised the inspectorate that
audits have been conducted in the following areas; provision of
information to patients, PGD, procurement and processing
procedures but that audits have not yet been conducted on
selection and recruitment of donor processes, confidentiality
and privacy or submission of data to the HFEA. Evidence was
provided of the audits of the PGD service.
The inspectorate did not see evidence of an audit on embryo
biopsy practice.
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Equipment and materials
SAQ responses indicated that the
centre is partially non-compliant in
the following areas:
> Documented procedures for the
operation of all critical
equipment. These procedures
should outline the actions to be
taken in the event of
malfunction or failure (Standard
Licence Condition T27).
> Documented evidence of
maintenance and regular
inspection of all equipment in
accordance with
manufacturer’s instructions
(Standard Licence Condition
T24).
> Validation of critical equipment
(Standard Licence Condition
T24)
> Maintaining documented
evidence to show that
equipment has been
revalidated after repair
Standard Licence Condition
T25).
> Use of CE marked medical
devices where possible
Standard Licence Condition
T30).
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> In the resubmitted SAQ the PR reported that documented Further action is required with regard to
procedures for the operation of all critical equipment are in validation of equipment. The PR should
ensure that they are fully compliant with the
place.
requirements to validate critical equipment
> Centre staff were able to provide documented evidence of and to be able to provide documented
maintenance and regular inspection of equipment in evidence of the revalidation of equipment
after repair.
accordance with manufacturers instructions.
> The inspectorate saw evidence that the electronic witnessing
equipment has been validated but did not see any evidence
of validation for other pieces of critical equipment.
> Centre staff explained that medical devices used in the
course of treatment are CE marked, where possible.
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Confidentiality
SAQ responses indicated that:
> The centre does not have an
SOP for the control of access
to health data and records
Standard Licence Condition
T44).
> The SOP does not document the
systems in place for preventing
unauthorised disclosure of
information while guaranteeing
the traceability of gamete and
embryo donations (Standard
Licence Condition T44c).
> The SOP does not document the
systems in place for
establishing and maintaining
procedures to resolve all data
discrepancies (Standard
Licence Condition T44b).
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In the resubmitted SAQ the PR stated that these Standard No further action required.
Operating Procedures are in place.
> At inspection it was noted that the centre’s confidentiality
SOP includes information on how to respond to patient
request for access to their records. A copy of this SOP was
provided during the inspection. The SOP was seen to
include guidance on considering and responding to
applications for access to confidential records and correctly
identifying applicants (Standard Licence Condition T44d).
> The SOP documents systems in place for preventing
unauthorised disclosure of information.
> The inspectorate was advised that information on resolving
data discrepancies is contained in a different SOP which
relates to submission of data to the HFEA.
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Record Keeping and Document
Control
SAQ response indicated that:
> A SOP for the process for
submitting data to the HFEA in
compliance with Directions
0005 is not in place (Standard
Licence Condition T33b).
A report provided to the
inspectorate on the 4 January 2010
by the HFEA Register team stated
that in the period 01/11/08 to
04/11/09 6907 EDI forms had been
submitted to the HFEA and within
these were 448 errors. A review of
the error report from January 2009January 2010 also highlighted a
high error rate, with the majority of
these errors relating to incorrect
completion or failure to submit
patient/partner registration forms
(General Directions 0005).
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In the resubmitted SAQ the PR stated that a SOP for this Further action required in relation to
submission of data to the HFEA– see major
process is now in place.
non compliance table.
On inspection the SOP for the process to be followed when
submitting data to the HFEA in compliance with the
requirements of General Directions 0005 was provided.
The high level of error reports with submitted HFEA forms was
discussed with the PR. The PR stated that he was already
aware of the issue and is trying to appoint an additional member
of the administration staff who will be responsible for submission
of HFEA forms.
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Areas of practice that require the attention of the Person Responsible
The section sets out matters which the Inspection Team considers may constitute areas of non compliance. These have been classified into
critical, major and others. Each area of non compliance is referenced to the relevant sections of the Acts, Regulations, Standard Licence
Conditions, Directions or the Code of Practice, and the recommended improvement actions require are given as well as the timescales in
which these improvements should be carried out.
Critical area of non compliance
A critical are of non compliance is an area of practice which poses a significant direct risk of causing harm to a patient, donor or to an
embryo. A critical area of non compliance requires immediate action to be taken by the Person Responsible
Area of practice

Reference

Action required

Timescale
for action

PR Response

Executive Review

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

Action required

Timescale
PR Response
for action
The PR must ensure 26
April Competency
Standard Licence
2010
assessment
Condition T12: Personnel that all personnel
have demonstrated
programme is in
in the centre must be
competence in the
available in sufficient
place
for
all
performance of their
number and be qualified
members of staff.
designed tasks.
Only competencies
and competent for the
rpertinent to the
tasks they perform. The
Assessments
relevant
tasks
competency of the
personnel must be
undertaken should be
expected
of
the
documented in each
evaluated at appropriate
members of staff are
individual staff
intervals.
assessed
hence
member’s training
some nurses who
records.
are
not
yet
competent
to
Standard Licence
Condition T15a: The
perform
certain
training programme must
tasks (e.g. scanning)
ensure and document that
have
this
each individual has
competency
demonstrated competence
assessment
in the performance of their
incomplete in their
designated tasks.
records. in order to
avoid any confusion
a
central
competency
assessment file for
relevant staff will be
maintained and will
be available by the
specified date
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Executive Review
The Executive will
continue to monitor
compliance with this
requirement
and
asks the PR to
submit the central
competency
assessment file by
the 26 April 2010 so
that it can be
reviewed.

Validation of
critical processes
and equipment.
The centre is not yet
fully compliant with
the requirement to
validate critical
processing
procedures or
equipment.
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Standard Licence
Condition T72: The
critical processing
procedures must be
validated and must not
render the gametes or
embryos clinically
ineffective or harmful to
the recipient. This
validation may be based
on studies performed by
the establishment itself, or
on data from published
studies or from wellestablished processing
procedures, by
retrospective evaluation of
the clinical results of
tissues provided by the
establishment.

Critical processes
and equipment must
be validated in
accordance with T72,
T24 and T25.
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By 26
January
2011. The
PR should
submit to
the HFEA a
quarterly
report on,
progress
until it is
complete.

It was understood
that
satisfactory
KPIs of activities
involving
these
processes
and
procedures
was
evidence
of
validation. However,
a
standard
validation SOP is
now
in
place
according to which
all processes and
equipment are being
validated.
This
process should be
completed
before
the
specified
deadline
and
a
quarterly
progress
report
will
be
provided
as
requested.

The
Executive
considers this to be
a suitable response.
The PR has been
asked to supply a
copy
of
the
validation SOP.
The Executive will
monitor the centre’s
compliance with this
requirement through
review
of
the
quarterly progress
reports.

Standard Licence
Condition T24: All critical
equipment and technical
devices must be identified
and validated, regularly
inspected and maintained
in accordance with the
manufacturer’s
instructions.
Standard Licence
Condition T25: New,
repaired and
recommissioned
equipment must be tested
and validated before use.
Test results must be
documented.
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Submission of data
to the HFEA
Of the 124 IVF
treatments sampled
within the period
01/01/200931/12/2009, 3 were
found to be
unreported to the
Authority. Of the
treatment forms
sampled for the
audit, only 20% were
reported within 5
working days. This
means that 80% of
treatments were
reported late (i.e.
outside the period
stipulated in
applicable Directions
during the period
(D2008/06 para.5
D2007/07 para.4;
and Direction 0005
para.3).
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General Direction 0005:
All licensed centres must
ensure that EDI forms
submitted to the
Authority are completed
according to the guidance
issued by the
Authority (the most recent
versions of which are
available, alongside the
forms, on the HFEA
website). Where an error
is identified, centres must
correct the error within 2
calendar months.

The PR must ensure
that patient and
partner registration
forms are submitted
to the Authority five
days after the patient
has confirmed
intention to undergo
treatment. The PR
must also ensure that
where errors are
identified they are
corrected within two
calendar months.

With
immediate
effect.

This
is
being
addressed
and
improvement
has
already been seen
as demonstrated by
the monthly audit
conducted since the
inspection.
This
process
will
continue.

The HFEA Register
department have
reported that they
have seen a
reduction in the
number of uncleared
errors for this centre
(9100 EDI
forms were
submitted for period
01/11/2009 to
01/02/2010 and
these contained 67
errors).
The Executive is
satisfied with the
PR’s response and
will continue to
monitor the
accuracy of their
submission of data
to the HFEA.
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Correcting error
reports.
In the period
01/11/08 to 04/11/09
6907 EDI forms had
been submitted to
the HFEA and within
these were 448
errors. These errors
had not been
cleared on the 4
January 2010.
Audit of activities.
At inspection it was
noted that audits
have not yet been
conducted in the
following areas of
practice: selection
and recruitment of
donors, submission
of data to the HFEA
and confidentiality
and privacy
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As above

Standard Licence
Condition T36: Trained
and competent persons
must audit the activities
authorised by this licence,
and other activities carried
out in the course of
providing treatment
services that do not
require a licence, against
compliance with the
approved protocols, the
regulatory requirements
and quality indicators.
These audits must be
performed in an
independent way, at least
every two years. Findings
and corrective actions
must be documented.

The PR must ensure 26 April
that licensed
2010.
activities and other
activities related to
unlicensed treatment
services are audited
at least every two
years. As identified
on this inspection, the
PR should ensure
that this programme
of audits includes:
> Selection and
recruitment of
donors.
> Submission of
data to the
HFEA.
> Confidentiality and
privacy.
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The unit has an
active
audit
programme.
The
mentioned
processes will be
included in the audit
programme
and
evidence will be
available by the
specified date

The
Executive
considers this to be
a suitable response.
Progress
against
this requirement will
be further monitored
when
the
PR
submits evidence of
this programme.

Establishing
Quality Indicators.
Quality indicators
have not yet been
set for the following
areas of practice:
storage of
gametes/embryos
and confidentiality
and privacy

Standard Licence
Condition T35: Required
standards of quality and
safety, in the form of
quality indicators for all
activities authorised by
this licence and other
activities carried out in the
course of providing
treatment services that do
not require a licence, must
be established.

Payment of
Treatment Fees.
The centre took an
average of 36 days
to pay its invoices in
2009

Standard Licence
Condition T9d: Ensure
fees are paid to the
Authority within the
timescales specified in
Directions or in writing
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Quality indicators
must be established
for all licensed
activities, including
the storage of
gametes and
embryos and
confidentiality and
privacy, and other
activities carried out
in the course of
providing treatment
services that do not
require a licence.
The PR should
ensure that HFEA
fees are paid in
accordance with
invoice requirements
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26 April
2010.

The Unit has quality
indicators for all
activities. It is
unfortunate that the
inspected list did not
have indicators for
these two activities.
They are established
and available as part
of our QMS.

The full list of quality
indicators has not
been submitted to
the Executive. The
PR has therefore
been asked to
supply the Executive
with a copy of the
list.

Immediately. The PR authorises
the payment of the
fees on the same
day he receives the
relevant invoice. The
PR will continue to
do all he can to
expedite the process
of payment by the
Trust. It would
faciliate the process
if the invoices could
be sent
electronically to the
PR to avoid any
unnecessary
delay.

The
Executive
considers this to be
a suitable response.
Ongoing progress
against this
requirement will be
monitored by the
Executive.

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
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Reference

Action required

Timescale
for action
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PR Response

Executive Review

Additional Information from the Person Responsible
I wish to make the following specific comments:
On page 5:
The date of inspection should be corrected to 26th January.
The competence to perform certain designated tasks had not been signed off in some of the submitted records because certain tasks
are not relevant for all members of staff and certain staff have not yet acquired certain competencies and therefore are currently in
training. The centre is compliant with the requirements of Standard Licence Condition T12 and Standard Licence Conditions T15 a.
On Page 7:
All senior members of laboratory staff are now certified competent to use the electronic witnessing system. They had received
specialist training from the manufacturer and they have been training other staff on how to use the system.
On Page 11: I am aware of the problems the unit had with Electronic Data interchange reporting and the situation has recently
improved significantly. The reason for this delay in reporting during the past year is mainly due to moving premises and changing the
electronic database system of the unit. We encountered an unprecedented number of IT issues that we are now resolving. We have
now secured a dedicated expert IT support and we are embarking on applying the Q-pulse system for data management. A monthly
audit is now in place to ensure that all forms required for each treatment are reported in a timely fashion.
Areas of concern
On Page 14:
1-Staffing
The inspection findings: it should say that the PR reported that he has managed to secure funding for these posts and that
recruitment process is underway.
In response to the recommendation that before the posts have been filled the PR should consider taking steps to limit activity to that
which can be safely accommodated, I have already complied with this recommendation and agreed with the relevant staff at a senior
management meeting a maximum level of activity in relation to number of available staff. This is now in place.
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2-Staff Competency
A competency assessment programme has been rolled on well before the inspection date. Unfortunately some forms were
incomplete on the inspection day as some staff had not moved evidence of their competency into the newly introduced forms.
3-Consent to treatment, storage, donation, training and disclosure of information
All agreements are in place and the unit maintains a written agreement with satellite and transport providers in compliance with
General Direction 0010.
On Page 16
4-Procurement, processing and transporting
The PR stated in the final submitted SAQ that critical procurement and processing procedures had been validated. At inspection it
was found that critical laboratory procedures have not yet been validated and was confirmed by Laboratory staff.
The explanation for this discrepancy is due the different understanding of validation and the tools to achieve it. The PR, in
consultation with the senior Laboratory staff, considered that the satisfactory key performance indicators of activities using critical
procurement and processing procedures. However, we are now following a specific validation SOP according to which we have
started validating all critical processes and procedures.
5-Traceability
The PR stated in the final submitted SAQ that the unit is compliant with mandatory requirement related to traceability. The
spreadsheet storing traceability information was maintained and the system was demonstrated. The traceability procedures have not
been audited against compliance with the approved protocols, regulatory requirement and quality indicators in the last two years. The
PR and the Lab manager can confirm that traceability procedures had been audited in the last two years and regret that the evidence
of this audit was not available to the inspectorate on the day of inspection.
On Page 18
6-Quality management
The PR stated in the final submitted SAQ that audits have been conducted in all these areas except selection/recruitment of donors
and confidentiality and privacy. An audit of submission of data to HFEA is currently underway and audit selection and recruitment of
donors and confidentiality and privacy will be conducted.
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On Page 19
7-Equipment and materials: All critical equipment will be validated as recommended and the unit will be able to provide documented
evidence of the revalidation of equipment after repair.
On Page 20
8-Record keeping and document control
The high level of error reports with submitted HFEA forms was discussed with the PR. This has been revisited following inspection
and improvement has been demonstrated. This is being audit and we aim to reduce the number of errors to a minimum.
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