Interim Inspection Report
Date of Inspection: 3rd December 2009
Length of inspection: 8 hours
Inspectors Gill Walsh; Mim Glenn; Sara Parlett (observing); Bryan
Woodward
Inspection details:
The report covers the pre-inspection analysis, the visit and information received between
08/11/2007 and 03/02/2010.
Date of Executive Licensing Panel: 24th February 2010.
Purpose of the Inspection report
The purpose of the inspection is to assess if centres are complying with the HF&E Act 1990
(as amended), the HF&E Act 2008 and the Code of Practice to ensure that centres are
providing a quality service for patients. The report summarises the findings of the licence
interim inspection highlighting areas of good practice, as well as areas where further
improvement is required to improve patient services and meet regulatory requirements. It is
primarily written for the Authority’s Licence Committee / Executive Licensing Panel which
make the decision about the continuation of the centre’s licence.
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Report to Executive Licensing Panel

Recommendation to the Executive Licensing Panel:
With regard to overall compliance, the inspectorate considers that it has sufficient information
drawn from documentation submitted by the centre prior to the inspection and from
observations and interviews conducted during the inspection visit to conclude that;
• the PR has largely discharged his duties effectively under Section 17 of the HFE Act
1990 (as amended).
• centre staff acting under the supervision of the PR are suitably qualified for their
designated roles.
• the inspectorate believes that the premises and equipment inspected are suitable for
the treatment procedures for which the centre is licensed.
• the inspectorate is satisfied that the centre largely demonstrates appropriate practices
in respect to laboratory, clinical and administrative procedures.
• At the time of inspection, it was recommended that improvements should be
considered relating to the following aspects of the centre’s practice:
o The provision of appropriate information and counselling regarding legal
parenthood, as described under the HFE Act 2008 and other relevant
legislation, to those seeking treatment.
o Obtaining appropriate consent to parenthood prior to donor sperm being
inseminated or before embryos created using donor sperm are transferred.
o Ensuring that adverse incidents and near misses are reported to the HFEA.
o Auditing all activities authorised by the licence and other activities carried out in
the course of providing treatment services that do not require a licence.
o Use of a CPA accredited laboratory for conducting patient/donor screening.
Since the inspection, the PR has provided evidence that action has been taken to address the
above issues. It is recommended that the inspectorate confirms compliance at the next
inspection.
o Effective implementation of the centre’s multiple birth minimisation strategy.
Since the inspection, the PR has submitted a revised strategy that is compliant with Directions
0003. It is recommended that progress towards a reduction in multiple births continues to be
closely monitored by the Executive.

Version: 0
Trim:

3

o Establishing quality indicators / objectives for all activities authorised by the
licence and other activities carried out in the course of providing treatment
services that do not require a licence.
o Ensuring that centre staff are adequately informed of the broader ethical, legal
and regulatory context of their work.
o Ensuring that personnel at the centre are available in sufficient number and are
competent in the tasks they perform.
Since the inspection, the PR has provided assurance that action is being taken to address the
above issues.
The inspectorate recommends that the Executive Licensing Panel directs the Person
Responsible to ensure that all outstanding actions are addressed within the prescribed
timeframes set out in the inspection report.
The inspectorate considers that, overall, there is sufficient information on which to
recommend the continuation of the centre’s licence with the provision that the centre
addresses the remaining areas of practice to be improved, the outcome of which will be
monitored by the inspectorate within the time scales stated.
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Details of Inspection findings
Brief description of the centre and its licensing history:
Nottingham University Research and Treatment Unit (NURTURE) has been licensed by the
HFEA since 1992 and offers a comprehensive range of assisted reproduction therapies to
both self funding and NHS contracted patients from Nottingham and surrounding counties.
The centre is housed within the campus of Queens Medical Centre which is part of
Nottingham University NHS Trust. NURTURE is owned by the University of Nottingham and
has been registered with the Care Quality Commission (formerly Health Care Commission)
since 2005.
The centre is considered to be moderate in size, offering approximately 550 to 600 licensed
treatment cycles per year.
The Person Responsible is Mr James Hopkisson who is a sub specialist in Reproductive
Medicine and has been on the specialist register of the General Medical Council for
Reproductive Medicine, Obstetrics and Gynaecology since 2002. Mr Hopkisson is Medical
Director for NURTURE and has satisfactorily completed the PR entry programme (7th Code of
Practice edition). He has held the post of PR since 2003.
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Activities of the Centre:
Type of treatment
In vitro fertilisation (IVF)
Intracytoplasmic sperm injection (ICSI)
Frozen embryo transfer (FET)
Donor insemination (DI)
Intra uterine insemination (IUI)

Number of treatment cycles
for the period
Dec 08 to Nov 09 *
255
243
53
4
25**
or Not applicable (N/A)

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

N/A

*These data were extracted from the HFEA register for the period 01/12/08 to 30/11/09. 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.
**Data for 01/01/08 to 31/12/08.
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1.

Focus of inspections for 2010-12

Witnessing
Evidence of how the centre demonstrates compliance with Guidance Note 18 of the Code of
Practice, including the requirement to double check the identification of samples and the
patients or donors to whom they relate at all critical points of the clinical and laboratory
process.
The centre has a witnessing protocol which describes double checking the identification of
samples and the patients or donors to whom they relate at all critical points of the clinical and
laboratory processes and is considered compliant with licence condition T71.
Witnessing checks are recorded in the patient/donor medical records as was seen on
inspection by the scientific inspector.
What the centre does well.
On discussion with laboratory staff and in examination of individual training records, the
scientific inspector observed documented evidence of witnessing competence assessment.
The centre has conducted an audit of recorded witnessing steps in 50 patient records within
the last year. No non conformities were found.
What they could do better.
Nothing noted during inspection.
Parenthood
Evidence of how the centre demonstrates compliance with Guidance Note 6 of the Code of
Practice in relation to legal parenthood
On inspection the centre was unable to demonstrate that their patients and partners are given
appropriate information regarding the implications and options for legal parenthood as in force
since 6 April 2009 or that they are fulfilling the requirements of their licence conditions
pertaining to legal parenthood (T60 to T65). This was found to be in contradiction with the
centre’s statement on their self assessment questionnaire (SAQ) which appears to be non
compliant with directions 0008 (Section 26).
What the centre does well.
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What they could do better.
Appropriate information should be provided to patients and their partners regarding the
implications of consent to parenthood (Licence Condition T58). This should include who will
be the child’s legal parent(s) under the HFE Act 2008 and other relevant legislation.
Appropriate consent (using the PP and WP consent forms) to parenthood should be obtained
before donor sperm is inseminated or before embryos created using donor sperm are
transferred (Directions 0007).
Counselling should be offered regarding the implications of receiving treatment following
consent to parenthood, prior to treatment being provided (Licence Condition T60, T61 and
T62).
There is no documented procedure for obtaining written informed consent. Some elements of
the consenting process are covered by clinicians and others by nurses at further
appointments. No checklists are used to ensure the correct consents have been completed by
the patients. The PR should ensure that a standard operating procedure (SOP) is developed
for consenting patients (Licence Condition T33; Guidance 6.8). The PR should also consider
developing checklists to use to ensure all relevant consents have been obtained prior to
treatment.
The PR should ensure that the information provided in the SAQ is true and accurate
(Directions 0008).
Nursing staff could not provide evidence of training or competence assessment to take patient
consent, including consent to parenthood. The PR should ensure that staff are trained and
provide evidence of their competence (Licence Condition T15a).
Although copies of the 8th Code of Practice were seen to be available to staff at the centre, a
copy of the 7th Code of Practice was referred to by one of the nurses during inspection. Staff
interviewed confirmed that they are informed of any HFEA alert, but they could not provide
evidence that training has been updated as required when regulatory requirements have
changed.
The centre should ensure that centre staff are adequately informed of the broader ethical,
legal and regulatory context of their work (Licence Condition T15d).
The PR should ensure that all members of staff receive adequate opportunity for relevant
professional development (Licence Condition T15). Evidence was seen that laboratory staff
do participate in continued professional development (CPD) and CPD folders were observed.
The PR should ensure that there is an effective way of communicating information to staff
(Guidance 2.4).
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Information about the cost of treatment
Evidence of how the centre demonstrates that it has introduced personalised costed
treatment plans for all patients
The centre, as part of their information to patients considering treatment, has prepared lists
breaking down the likely costs of the most common treatment pathways and where additional,
or changes to, charges may apply.
What the centre does well.
The costing information seen on inspection was clear and considered to be easy to
understand.
What they could do better.
Nothing noted during 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 centre currently has a low uptake by their patients regarding consent to the disclosure of
information held on the HFEA Register.
The centre is currently concerned that the amount of information presented to the couples at
this early stage of treatment planning is an additional burden to their decision making when
there is so much treatment information being conveyed to them.
What the centre does well.
What they could do better.
The centre should consider how information regarding consent to the disclosure of register
information held on the HFEA register could be conveyed in a manner that does not adversely
impact on the patient’s ability to consider all the options fully.
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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.
The implications of embryo storage are discussed with the patients at the time of obtaining
consent. However, the centre does not separately document that the implications of
withdrawal of consent and any subsequent cooling off period in cases of dispute have been
discussed.
What the centre does well.
The centre has a bring forward system in place to ensure patients are provided with sufficient
notice at the end of the statutory storage period. A dewar audit (sperm and embryos) was
carried out in November 2009 and showed no gametes/embryos in storage beyond the
consented storage expiry date.
What they could do better.
The centre may wish to consider documenting that information has been provided to patients
regarding the requirements for a cooling off period should there be a dispute over embryo
storage.

Muliple Births
Evidence of how the centre demonstrates compliance with Guidance Note 7 of the Code of
Practice in relation to multiple births.
In compliance with Directions 0003, the centre does have a documented multiple births
minimisation strategy (MBMS). However, the key element of their strategy is informing
patients of the risk of multiple births, as described below.
Data extracted from HFEA register data from the period 01/01/2009 – 11/10/2009 indicates a
39.1% multiple pregnancy rate for this centre (NB: predicted figures, based on clinical
pregnancy rates). At inspection, the PR accepted that this figure could be an accurate
reflection of the centre’s multiple birth rate.
The PR stated that he was unlikely to stipulate elective single embryo transfer (eSET) criteria
for all of his patients. It was noted at inspection that all NHS patients have eSET
The Embryo Transfer log for 2009 to date was observed at inspection and found 19.7% of
patients have one embryo transferred; 79.7% have two embryos transferred and 0.6% have
three embryos transferred.
What the centre does well.
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What they could do better.
The MBMS should include a section identifying suitable cases for single embryo transfer
(SET), including criteria in relation to embryo assessment and patient selection (Directions
0003). It is recommended that defined clinical criteria for eSET are written, selected on the
basis of past data, publications and communication with other centres. Such criteria should
apply to all patients.
The MBMS should include a section identifying how the centre will ensure that it does not
exceed the maximum rate of 24% of the annual live birth rate (Directions 0003). The PR
should review the MBMS to lower the multiple birth rate to meet the HFEA target of 24%.
A summary log of cases in which multiple embryos have been transferred to a patient who
meets the criteria for single embryo transfer (as set out in the strategy) should be maintained
in the format specified in Form 0003/C of Directions 0003.
Regular audits and evaluations of the progress and effectiveness of the MBMS should be
carried out and records maintained (Directions 0003).
Detailed records should be kept in each patient’s medical records explaining the reasons for
transferring three embryos (Directions 0003). Patient notes were observed at inspection and
in some cases only the patient age was recorded as the reason for transferring three
embryos.
A separate summary log including every treatment cycle involving the transfer of three
embryos should be kept. A record is currently kept as part of a spreadsheet, but not in the
format specified in Form 0003/A of Directions 0003.
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2.

2007

Changes / improvements since the last inspection on 8th November

Area for improvement

Action required

Breaches
Average time taken to pay
HFEA invoices was 48 days
A. 16.3.

Action taken as evidenced
during this inspection

PR to ensure payment is
made within 28 days.

This issue was not discussed
with the PR on inspection,
because the payment of fees
within 28 days is no longer a
Licence Condition.
The centre has a limited
reciprocal arrangement with
the adjoining licensed centre,
a policy for which was seen
on inspection. However, this
was limited due to the
reduced range of services
available at the adjoining
centre.
Mandatory training is
provided by the Trust for
centre staff. Records are held
by Nurse Manager. One of
Nurses interviewed stated
she had not completed her
mandatory training due to
time constraints but Nurse
Manager stated mandatory
training was up to date.

The centre does not have
documented policies and
procedures for the provision
of treatment service in an
emergency. A.10.23.

This should be developed.

Not all staff had completed
their mandatory up date
training within appropriate
time frames. CoP 7 S.6.2.7.

PR to explore barriers to this
being completed and rectify.

Area for Improvement
Egg donors had not been
screened in accordance with
BFS guidelines.

Centre conducted x 5, 3
embryo transfers in women
<40 since previous
inspection.
Recommendations
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PR to review current policy for
donor screening to reflect
BFS guidelines. Relevant
patient information to be
updated accordingly as
required.

No action required – clinical
rationale documented.
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Patient information seen on
inspection described the
process for donor screening
which was considered to be
compliant. However, it was
noted that the laboratory
conducting the donor
screening was not CPA
accredited.
No action required.

Validation processes may
not fulfil the requirements of
the Quality Management
System.

The centre should consider
making validation a more
formal process.

28% of respondents to the
HFEA questionnaire stated
that the counselling services
were difficult to access.

The centre should consider if
there are any barriers to
patients accessing
counselling.
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Process validation folder seen
at inspection. The validation
of all critical processes is
currently being reviewed by
the Laboratory Manager.
Access to counselling service
has improved with the
increase in Counsellor
availability, the Counsellor
now being available two days
each week. In discussion, the
centre staff state that they
have actively increased the
number of occasions
counselling is offered through
the treatment pathway and
increased the availability of
written material regarding
counselling in patient waiting
areas. A comprehensive
range of leaflets were seen
on inspection.

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 at during the
inspection visit to this centre.
Area of concern

Inspection findings

SAQ states quality
indicators/objectives have not
been established for:
counselling provision,
information provision, consent,
welfare of child, witnessing,
traceability, data submission to
HFEA.

Quality Indicators have been established for laboratory
processes.
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The Quality Manager confirmed quality
indicators/objectives have not been established for all
activities.
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Assessment of whether the action
taken meets requirement or whether
any further action is required
The centre should establish quality
indicators/objectives 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 (Licence Condition
T35).

SAQ states audits against
compliance with approved
protocols, regulatory
requirements and quality
indicators have not been
performed in the last two years
for: counselling provision,
information provision, consent,
welfare of child, donor selection,
witnessing, traceability, data
submission to HFEA.

The Quality Manager confirmed audits have not been
carried out for all activities. Laboratory audits were seen to
be carried out by an independent external auditor. A
comprehensive system was observed for auditing and
implementing corrective action in the laboratory.

The centre should audit all activities
authorised by this licence and other
activities carried out in the course of
providing treatment services that do not
require a licence. The PR should ensure
independent audits are conducted at
least every two years (Licence
Condition T36)

Six sets of patient notes were audited for appropriate
consent. Good compliance was observed, but with the
following exceptions:

The centre should ensure all required
consent forms are completed and filed
in records and that separate consent to
disclosure is taken from each partner
(Directions 0007).

1. In three sets of notes, only one consent to
disclosure (CD) form had been completed for both
partners.
2. In one set of notes, the CD form was present only
for the female partner.
Nurses interviewed at inspection were able to describe the
Welfare of the Child (WOC) process but were unaware of
the requirements for re-assessment of WOC according to
HFEA Guidance.
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The centre should ensure the WOC
assessment SOP covers the
requirements for re-assessment
(Guidance Note 8.6) and that this
information is communicated to all
relevant staff.

SAQ states relevant staff cannot
provide evidence of competence
assessment / training for:
counselling provision,
information provision, consent,
traceability and only partial
compliance for data submission
to HFEA.

The staff training and competence SOP and nurse
induction programme were observed at inspection.
Completed records were not available for one new
member of the nursing team (in post for six months).
During inspection, the newest member of the nursing team
described appropriate induction and good knowledge of
relevant issues related to IVF nursing, including regulatory
aspects. She felt able to approach senior staff for advice
and support when required.
There are several Operating Department Practitioners
(ODPs) supplied by the Trust that work in rotation at the
centre. The ODP interviewed was aware of the enhanced
confidentiality issues and adverse incident reporting policy.
The Nursing team are responsible for seeking valid
consent from patients and their partners for certain
elements of their treatment. No documented evidence of
competence assessment, formal training in seeking valid
consent or evidence of devolved authority to do so was
available. Training consists of shadowing senior nurses.
There are no checklists for Nursing staff to follow
regarding consents and information given to patients.
The counsellor interviewed stated informal counselling
training and competence assessments are currently in
place, but these will be formalised.
The training and competence SOP for laboratory staff was
observed. Training and competence records for laboratory
staff were seen to be complete.
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The PR should ensure that all relevant
staff training and competence
assessments are provided and
evidence recorded (Licence Condition
T15).

SAQ states the critical transport
conditions (e.g. temperature and
time limit) for gamete/embryo
distribution have not been
defined.

The centre’s SOP for gamete/embryo distribution does not
include a definition of temperature conditions in the
shipper or the need to check the temperature prior to
shipping and once received at the other centre.

SAQ states that there is no
effective recall procedure in
place and no documented
system for handling of returned
material once gametes/embryos
have been distributed.

The centre’s SOP does not include the recall procedure or
the system for handling of returned material.

SAQ states equipment
monitoring is “almost compliant”.

Equipment monitoring is carried out (CO2 was observed to
be checked daily in incubators). It was discussed at
inspection that an ICSI stage had recently returned from
repair. Monitoring was carried out prior to acceptance for
use, but the results were not recorded
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The centre should revise the relevant
laboratory SOP and the PR should
ensure that where equipment or
materials are affected by critical
processing or storage parameters (e.g.
temperature) they are identified and the
subject of appropriate monitoring, alerts,
alarms and corrective action, as
required, to detect malfunctions and
defects, and to ensure that the critical
parameters are maintained within
acceptable limits at all times (Licence
Condition T24).
The centre should revise the relevant
laboratory SOP and the PR should
ensure that an accurate, rapid and
verifiable procedure is in place, which
will enable it to recall from distribution
any product that may be related to a
serious adverse event or reaction
(Licence Condition T122).
The PR should ensure all equipment
affecting critical processing or storage
parameters are the subject of
appropriate monitoring, alerts, alarms
and corrective action (Licence Condition
T24).

Reporting of adverse incidents.
No adverse incidents have been
reported to the HFEA since
2007.

Staff interviewed were aware of the requirements for
reporting incidents, but were unsure of the definition of an
adverse incident. There have been hospital admissions for
post-egg collection complications and OHSS that have not
been reported to the HFEA.
The PR stated that in the majority of cases the admission
to hospital was a safety measure and did not indicate that
an incident had occurred.

Clinical Pathology Accreditation
(UK) Ltd accreditation of
laboratories used to undertake
diagnosis/investigation of
patients, patients’ partners or
donors, or their gametes,
embryos or any
material removed from them.
Certificate of Licence display.
Air Quality in the laboratories.
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The centre’s internal incident folder was reviewed in the
course of the inspection. Some incidents reported
internally (including the loss of oocytes during stripping
due to an equipment failure and loss of embryos during
vitrification) should have been reported to the HFEA but
were not.
SAQ states the laboratory used is CPA accredited, but at
inspection, the Clinical Laboratory Manager stated the
laboratory used for viral screening of patients is not CPA
accredited and they have plans to send samples to The
Doctors Laboratory (TDL) instead. A Third Party
Agreement with TDL was observed.
Semen assessments are performed by a CPA accredited
laboratory.
The current Certificate of Licence is not displayed at the
licensed premises.
Air quality is monitored monthly in the workstations, and
grade A air quality has been demonstrated. Monitoring of
the air quality of the background environment was last
carried out 02/08/07.
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The PR should ensure that adverse
incidents and near misses, including
OHSS requiring hospital admission and
with a severity grading of severe or
critical, are reported to the HFEA within
the timeframes specified in Directions
0011.
The PR should ensure all previous
incidents are reported to the HFEA
immediately.

The centre should ensure that the
laboratories used to undertake
diagnosis and investigation of samples
is accredited by CPA (UK) Ltd or
another body accrediting to an
equivalent standard (Licence Condition
T21).
The PR should ensure that the correct
Certificate of Licence is displayed at the
centre (Licence Condition T5).
The PR should validate the air quality
monitoring protocol, for the frequency of
testing to be compliant with Licence
Condition T72.

Premises and Facilities

Job Descriptions

Quality Management System
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The gamete/embryo storage facilities are in a separate
block from the treatment and laboratory facilities.
Movement of samples in liquid nitrogen is via a public
access corridor.

The centre should conduct a risk
assessment for the movement of
samples from the laboratory to the
cryoroom (Guidance Note 25.7 and
25.14.

There are no separate lockers for staff to securely store
their personal belongings.

The PR should consider providing
lockers for staff (Guidance Note 25.15
c).

A low oxygen alarm is present in the cryostore. It was
noted that the door has no vision panel. In the event of the
oxygen alarm being activated, there would be no way of
determining safely if a person were present in the room but
incapacitated.
During discussion on inspection it was apparent that the
Clinical Laboratory Manager’s job description does not
accurately reflect her duties. On discussion with staff, due
to a number of recent role changes and new
appointments, a number of staff members have not had
their job profiles reviewed.
A Quality Management System is in place at the centre.
The quality manual was observed and found to be
comprehensive. A suitable reporting system for noncompliance was seen at inspection.
The Quality Manager stated at inspection that a
management review has not been held and the centre’s
quality objectives are currently ‘on hold’ during the centre’s
staff transition phase.
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The PR should assess the need for a
vision panel/spy hole to be fitted to this
door (Guidance Note 25.7).
The PR should ensure the job
descriptions of all staff accurately reflect
their assigned tasks and responsibilities
(Licence Condition T13).
The PR should ensure the quality
management system is established and
maintained by:
(c) establishing quality objectives and
plans
(g) conducting management reviews of
the system (Guidance Note 23.3).

Document review.
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A document control system is in place, but not all
documents are reviewed annually. The QM stated at
inspection that he did not agree with the need for this, and
believes only critical SOPs should be reviewed annually.
There is no system in place currently to differentiate
between critical and non critical SOPs and no system for
indicating when documents are due for review.
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The PR should consider the guidance in
the Code of Practice that documents
should be reviewed, revised and
reapproved at a frequency that ensures
they remain fit for purpose. The
maximum interval between reviews
should be 12 months (Guidance Note
31.6).

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

None identified at
the time of this
inspection.
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Timescale
for action

PR Response

Executive Review

Major area of non compliance
A major are 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

Action required

Appropriate
Licence Condition
information should be T58
provided regarding the
implications of
consent to
parenthood.
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The PR should ensure
appropriate information
is provided.

Timescale PR Response
for action
Immediately SOP written and
communicated to
staff

Executive Review
The centre has
provided evidence of
staff training in the
provision of
information regarding
legal parenthood.
A draft ‘Information
and Consent’ SOP
was submitted.
The Executive
recommends that
audit of practice
against compliance
with the SOP and
regulatory
requirements be
confirmed at the next
inspection.

Appropriate consent to HFE Act 2008
The PR should ensure
parenthood should be Part 2, sections 36 & appropriate consent is
obtained before donor 37
obtained.
sperm is inseminated
or before embryos
created using donor
sperm are transferred
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Immediately SOP as above,
staff training
completed and
correct forms in
place

The centre has
provided evidence of
staff training in the
correct consent forms
to use to obtain
appropriate consent to
parenthood.
A draft ‘Information
and Consent’ SOP
was submitted.
The Executive
recommends that
given the complexity
of legal parenthood
provisions, the PR
may wish to consider
providing more detail
of the consent forms
to use and examples
of their use in the
SOP.
The Executive
recommends that
audit of practice
against compliance
with the SOP and
regulatory
requirements be
confirmed at the next
inspection.

Counselling should be
offered regarding the
implications of
receiving treatment
following consent to
parenthood, prior to
treatment being
provided.
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Licence Condition
T60, T61 & T62
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The PR should ensure
counselling is offered.

Immediately New SOP written

The centre has
provided a draft
‘Information and
Consent’ SOP to the
Executive. The SOP
includes the need to
offer counselling prior
to treatment.
The Executive
considers satisfactory
action has been taken
and recommends the
Executive review with
the centre at the next
inspection.

There is no
documented
procedure for
obtaining valid written
consent in general.
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Licence Condition
T15, T33
Guidance Note 6.8
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The PR should ensure
that an SOP is
developed for
consenting patients.
The PR should consider
developing checklists to
use to ensure all
relevant consents have
been obtained prior to
treatment.

Immediately New SOP written

The centre has
provided a draft
‘Information and
Consent’ SOP to the
Executive.
The Executive
considers satisfactory
action has been
taken, but
recommends that
audit of practice
against compliance
with the SOP and
regulatory
requirements be
confirmed at the next
inspection and the use
of checklists be reevaluated.

Accuracy of
Directions 0008
information submitted
to the HFEA via self
assessment
questionnaire.
In the submitted SAQ,
Section 6: Legal
parenthood, the
centre stated they:
Obtain relevant written
records of consent to
parenthood;
Established written
procedures to obtain
the relevant written
records of consent to
parenthood;
Inform patients and
their partners having
treatment with donor
gametes or embryos
about parenthood
laws.
At inspection, it was
found that appropriate
information regarding
legal parenthood is
not given and consent
is not obtained.
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The PR should ensure
Immediately SAQ to be double
that the information
checked prior to
provided in the SAQ is a
submission.
true and accurate
reflection of activities
and processes in place
at the centre prior to
submission to the HFEA.
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The Executive
recommends review of
the accuracy of the
SAQ at the next
inspection.

The centre’s multiple
birth minimisation
strategy (MBMS) is
not compliant with
Directions 0003.
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Directions 0003

The PR should ensure
that the centre’s MBMS
is compliant and applied
in accordance with all
aspects of Directions
0003.
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January
2010

New policy
formulated and
communicated

The centre has
provided a revised
MBMS, including
criteria for patient
selection.
The centre has
provided records of
summary logs where
a) two embryos are
transferred where the
patient meets the
criteria for one embryo
transfer and b) all
cases where three
embryos are
transferred.
The Executive is
satisfied that the
MBMS is compliant
with Directions 0003
based on the
evidence submitted,
but recommends that
progress towards a
reduction in multiple
births continues to be
closely monitored by
the Executive.

Quality
indicators/objectives
have not been
established for all
activities.

Licence Condition
T35.

Audits against
compliance with
approved protocols,
regulatory
requirements and
quality indicators have
not been performed in
the last two years for:
counselling provision,
information provision,
consent, welfare of
child, donor selection,
witnessing,
traceability, data
submission to HFEA.

Licence Condition
T36
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The centre should
establish quality
indicators/objectives 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.
The centre should audit
all activities authorised
by this licence and other
activities carried out in
the course of providing
treatment services that
do not require a licence.
The PR should ensure
these audits are
performed in an
independent way, at
least every two years.

March 2010

Quality indicators
are being worked
out and
introduced.

March 2010

Completed. Audit
performed 18th –
20th January by
independent
auditor. Audit
performed in
January 2010 of
witnessing &
traceability.

It is recommended
that the Executive
continues to monitor
progress. Evidence of
the introduction of
Quality Indicators /
Objectives to be
submitted within the
prescribed timeframe.
The PR has confirmed
that audits have been
performed, and
evidence has been
submitted to the
Executive that
witnessing, traceability
and welfare of the
child audits have been
carried out.
It is recommended
that the Executive
continue to monitor
progress of auditing
against compliance
with quality indicators
and that auditing is
reviewed at the next
inspection.

Completion of all
appropriate patient
and partner consents

Directions 0007

The centre should
ensure all required
consent forms are
completed and filed in
records and that
separate Consent to
Disclosure is taken from
each partner.

Immediately Action taken,
forms in place

WoC assessment and
re-assessment in
accordance with
circumstance.

T15 (a & d) and T56

The centre should
ensure the staff are
informed and competent
to ensure the Welfare of
the Child SOP and
assessment
encompasses all
elements of Licence
Condition T56 and in
accordance with
guidance note 8,
including the
requirement for
reassessment.

January
2010
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Staff informed and
new SOP in place

The PR has confirmed
that action has been
taken to ensure all
consent forms are
completed. It is
recommended that the
Executive reviews
completion of
appropriate consent
forms at the next
inspection.
The PR has confirmed
staff are aware of the
WoC process and a
new SOP is in place.
It is recommended
that the Executive
take no further action,
but evidence of
compliance against
regulatory
requirements should
be reviewed at the
next inspection.

Not all staff could
provide evidence of
competence
assessment/training
for relevant
processes.
Competence
assessment/training
for counselling
provision, information
provision, consent,
traceability and data
submission are not
performed.
Staff could not provide
evidence that training
has been updated as
required when
regulatory
requirements have
changed.
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Licence Condition
T12 and T15

The PR should ensure
that all relevant staff
training and competence
assessments are
provided and evidence
recorded.

The PR should ensure
that members of staff
receive adequate
opportunity for relevant
professional
development, including
training regarding
changes to regulatory
requirements.
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March 2010

New database to
track staff
competencies and
staff training in
place; program for
CPD initiated.

It is recommended
that the Executive
continues to monitor
progress. Evidence of
completion of
competence
assessments and
training of all staff to
be submitted within
the prescribed
timeframe.

Critical transport
conditions (e.g.
temperature and time
limit) for
gamete/embryo
distribution have not
been defined.
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Licence Condition
T24
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The centre should revise March 2010
the relevant laboratory
SOP.
The PR should ensure
that where equipment or
materials affect critical
processing or storage
parameters (e.g.
temperature) they are
identified and the subject
of appropriate
monitoring, alerts,
alarms and corrective
action, as required, to
detect malfunctions and
defects, and to ensure
that the critical
parameters are
maintained within
acceptable limits at all
times.

SOP revised

The centre has
provided a ‘Transfer of
material to and from
NURTURE’ SOP, but
this does not include
details of monitoring of
critical transport
conditions.
The centre has been
asked for clarification.
It is recommended
that the Executive
continues to monitor
progress. Evidence of
compliance to be
submitted within the
prescribed timeframe.

There is no effective
Licence Condition
recall procedure in
T122
place, or a
documented system
for handling of
returned material once
gametes/embryos
have been distributed.

The centre should revise
the relevant laboratory
SOP.
The PR should ensure
that an accurate, rapid
and verifiable procedure
is in place, which will
enable it to recall from
distribution any product
that may be related to a
serious adverse event or
reaction.

March 2010

SOP revised

SAQ states equipment Licence Condition
monitoring is “almost
T24
compliant”.

The PR should ensure
all equipment affecting
critical processing or
storage parameters are
the subject of
appropriate monitoring,
alerts, alarms and
corrective action.

March 2010

Supplier sourced,
quotes requested
and will be acted
on when finalised
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The centre has
provided a ‘Transfer of
material to and from
NURTURE’ SOP, but
this does not include a
recall procedure.
The centre has been
asked for clarification.
It is recommended
that the Executive
continues to monitor
progress. Evidence of
compliance to be
submitted within the
prescribed timeframe.
The centre has
provided a ‘Quality
Assurance and Quality
Control’ SOP,
including details of
monitoring of
equipment.
The centre has been
asked for clarification
regarding the PR
response.
It is recommended
that the Executive
continues to monitor
progress. Evidence of
compliance to be
submitted within the
prescribed timeframe.

Reporting of adverse
incidents. No adverse
incidents have been
reported to the HFEA
since 2007.

Section 17 of the
HFE Act 1990 (as
amended)
Licence Condition
T120
Directions 0011

The laboratories used
to undertake
diagnosis/investigation
of patients, patients’
partners or donors, or
their gametes,
embryos or any
material removed from
them are not CPA
accredited.
The current Certificate
of Licence is not
displayed at the
licensed premises.
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Licence Condition
T21

Licence Condition
T5

33

The PR should ensure
that adverse incidents
and near misses,
including OHSS
requiring hospital
admission and with a
severity grading of
severe or critical, are
reported to the HFEA
within the timeframes
specified in Directions
0011.
The PR should ensure
all previous incidents are
reported to the HFEA.
The centre should
ensure that the
laboratories used to
undertake diagnosis and
investigation of samples
is accredited by CPA
(UK) Ltd or another body
accrediting to an
equivalent standard.
The PR should ensure
that the correct
Certificate of Licence is
displayed at the centre.

With
immediate
effect and
to be
reviewed at
the next
inspection

Adverse incidents Six incident reports
reported and acted have been submitted
on
to the Executive since
the inspection.
It is recommended
that the Executive
review the centre
incident report log at
the next inspection.

Immediately
March 2010

Contract agreed
with accredited lab
and all diagnsotic
or investigative
tests are done in a
CPA accredited
lab.

Immediately Is now on display

The PR has confirmed
the laboratories used
for
diagnosis/investigation
are CPA accredited.
It is recommended
that the Executive
confirms compliance
at the next inspection.
It is recommended
that the Executive
confirms compliance
at the next inspection.

Grade A air quality
has been
demonstrated in the
workstations, but the
air quality of the
background
environment was last
tested 02/08/07.
The gamete/embryos
storage facilities are in
a separate block from
the treatment and
laboratory facilities

It was discussed at
inspection that the
Clinical Laboratory
Manager’s job
description does not
accurately reflect her
duties.
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Licence Condition
T72

The PR should validate
the air quality monitoring
protocol, for the
frequency of testing.

March 2010

Equipment for air
quality monitoring
ordered

Guidance Note 25.7
& 25.14

The centre should
conduct a risk
assessment for the
movement of samples
from the laboratory to
the cryoroom.

March 2010

Risk assessment
done and SOP
amended

Licence Condition
T13

Due to the number of
staff changes that have
occurred at the centre
over the past year, the
PR should ensure the
job descriptions of all
staff accurately reflect
their new tasks and
responsibilities.

March 2010
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It is recommended
that the Executive
continues to monitor
progress. Evidence of
compliance to be
submitted within the
prescribed timeframe.

The centre has
provided a risk
assessment for use of
liquid nitrogen and a
‘transporting
cryopreserved
material between labs’
SOP.
From the evidence
submitted, the
Executive considers
satisfactory action has
been taken.
New job
It is recommended
description exists
that the Executive
but implementation continues to monitor
is subject to input
progress. Evidence of
from HR
compliance to be
department.
submitted within the
prescribed timeframe.

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

There are no
separate lockers
for staff to
securely store
their personal
belongings
A low oxygen
alarm is present in
the cryostore, but
the door has no
vision panel. If the
low oxygen alarm
were activated,
there would be no
way of
determining safely
if a person were
present in the
room but
incapacitated

Guidance Note 25.15c
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Action required

Guidance Note 25.7
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Timescale
for action
The centre should
To be
consider providing secure monitored
storage for staff personal
in the
belongings within the
course of
centre.
next
inspection
The PR should risk assess To be
the need for a vision panel monitored
to be fitted.
in the
course of
next
inspection

PR Response

Executive Review

Currently difficult to
implement, but will
be addressed at
next refurbishment.

It is recommended
that the Executive
reviews at the next
inspection.

'
Spy hole'installation It is recommended
requested
that the Executive
reviews at the next
inspection.

The Quality
Guidance Note 23.3
Manager stated at
inspection that a
management
review has not
been held and the
centre’s quality
objectives are
currently ‘on hold’
during the centre’s
staff transition
phase.
Not all documents Licence Condition T34
were seen to have Guidance 31.4/6
been reviewed
within one year.
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The PR should ensure the
quality management
system is established and
maintained by:
(c) establishing quality
objectives and plans
(g) conducting
management reviews of
the system.

March
2010

The PR should consider
March
the guidance in the Code
2010
of Practice that documents
should be reviewed,
revised and reapproved at
a frequency that ensures
they remain fit for
purpose. The maximum
interval between reviews
should be 12 months.

Management
Review Planned for
10/2 2010

It is recommended
that the Executive
continues to monitor
progress. Evidence
of compliance to be
submitted within the
prescribed
timeframe.

Currently underway,
all documents to be
reviewed by March
2010; new
compliance
management
software ordered
and to be installed in
end of Feb early
March

It is recommended
that the Executive
continues to monitor
progress. Evidence
of compliance to be
submitted within the
prescribed
timeframe.

Additional Information from the Person Responsible
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