Interim Inspection Report
Date of Inspection:
2 December 2009
Length of inspection: 6 hours
Inspectors: Gill Walsh, Miriam Glenn, Bryan Woodward.
Inspection details:
The report covers the pre-inspection analysis, the visit and information received between
February 2009 and November 2009.
Date of Executive Licensing Panel: 21 April 2010
Purpose of the Inspection report
The purpose of the inspection is to assess how 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
makes the decision about the continuation of the centre’s licence.
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Centre details
Centre Name

Fertility Clinic, Queens Medical Centre

Centre Number

0162

Licence Number

L0162/13b

Centre Address
Telephone Number

Fertility Clinic, Queens Medical Centre
Floor B, East Block, Queens Medical Centre,
Derby Road, Nottingham, NG7 2UH
0115 924 9924 ex 64284

Person Responsible

Mr James Hopkisson

Licence Holder

Ms Marion Macpherson

Date Licence issued

L0162/13/b 30/06/09 – variation to include new licence
conditions
L0162/1 series since 29/12/95

Licence expiry date

30/06/12

Additional conditions
applied to this licence

None

Version: 0
Trim:

2

Contents
Page
Centre details………………………………………………………………………………………. 2
Contents……………………………………………………………………………………………...3
Report to Licence Committee/Executive Licensing Panel ………………………………… 4
Recommendation to the Executive Licensing Panel
Details of Inspection findings……………………………………………………………………5
Brief description of the centre and its licensing history
Activities of the Centre
Updated actions since the centre was inspected
Focus of inspections for 2010-12
Changes / improvements since the last inspection
Areas of concern
Areas of practice that require the attention of the Person Responsible………………15
Critical area of non compliance
Major area of non compliance
Other area of practice that requires consideration

Version: 0
Trim:

3

Report to Licence Executive Licensing Panel
Recommendation to the Executive Licensing Panel:
In considering overall compliance, the Inspectorate consider that they have sufficient
information drawn from documentation submitted by the centre prior to inspection and from
observations and interviews conducted during the inspection visit to conclude that::
•
•
•
•
•
•
•

the Person Responsible (PR) has largely discharged his duties effectively under
Section 17 of the HF&E Act 1990 (as amended)
centre staff acting under the supervision of the PR are suitably qualified for their
designated roles and are currently of sufficient number for safe clinical and laboratory
practice
the premises and equipment inspected are largely suitable for the treatment
procedures for which the centre is licensed
the centre demonstrates appropriate practices in respect to laboratory, clinical and
administrative procedures to minimise risk and optimise outcomes for patients, donors
and offspring
prospective and current patients and donors appear to be treated fairly and all licensed
activities conducted in a non-discriminatory way
the centre respects the privacy, confidentiality, dignity and well being of prospective
patients and donors
proper account is taken for the welfare of any child born as a result of licensed
treatment or of any child who may be affected by that birth

Improvements should be considered relating to the following aspects of the centre’s practice:
•
•
•
•
•

the centre should ensure all patients and donors are provided with the relevant
information for consent before carrying out any licensed activity (including consent to
disclosure of identifying information ( research)
the integrity of the flooring in the cryo store should be made good to minimise the
hazard to staff and the safety of gametes stored.
the centre should formulate and agree quality indicators which should then be
incorporated into the overall audit schedule
the centre should ensure that all staff are able to effectively demonstrate their
competence to conduct their assigned tasks.
the centre should ensure that nursing staff are able to participate in regular, planned
performance appraisal and professional development planning.

The Inspectorate consider that, overall there is sufficient information available to recommend
the continuation of the centre’s licence without condition.
The Inspectorate also recommends that the Executive Licensing Panel requires that the
Person Responsible complies with recommendations made in this report within the prescribed
timeframes.
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Details of Inspection findings
Brief description of the centre and its licensing history:
Centre 0162 Queen’s Medical Centre Fertility Unit has held a licence granted by the HFEA
since 1992.
The centre is an NHS clinic, located within the Queen’s Medical Campus, which is part of
Nottingham University Hospitals NHS Trust. NHS and self-funded patients may be drawn
from a catchment area covering three counties.
The centre provides a service for the diagnosis and management of sub-fertility and
insemination with partner or donor sperm. The centre also incorporates a busy andrology
department which provides a service for those wishing to donate sperm and also for those
wishing to store sperm for the preservation of fertility (including adolescents).
The centre has recently undergone some refurbishment with the incorporation of an additional
room to the existing andrology laboratory for the processing of sperm for therapeutic use.
The centre is open for consultation and treatment Monday to Friday and for treatment only on
Saturdays from 08:00 to 12:00.
Activities of the Centre:
Number of treatment cycles
for the period 01/01/07 –
31/12/07
45
347

Type of treatment
Donor Insemination
Partner Insemination

or Not applicable (N/A)
N/A

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

N/A
N/A

Research

*These data were extracted from the HFEA register for the period 01/01/08 - 31/12/08- . 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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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. GN 18.
Witnessing documentation retained with the health care records indicates that when
conducted, witnessing is contemporaneous and denotes the name, status and signature of
both the person performing and witnessing the activity. (T71)
The centre has the appropriate witnessing steps required embedded into their standard
operating procedures (SOP)s for relevant processes and the centre has determined quality
objectives regarding this. (T33(b))
The auditing of witnessing procedures is embedded into the centre’s rolling audit schedule.
Corrective actions were seen to have been documented and actions implemented.
Staff were able to provided documented assessment of their competence to witness
appropriately.(T12)
What the centre does well.
The centre was able to provide documented evidence of its comprehensive horizontal and
vertical audit of processes which includes detailed audit and observation of procedures
undertaken, including the identification trail of sample to provider, witnessing steps
undertaken and the participant’s understanding of the process.
What they could do better.
The consultant andrologist stated that on extremely rare occasion a member of the andrology
team may be called out of hours to attend an oncology patient for the collection of a sperm
sample to be stored for the preservation of fertility. Due to the circumstances surrounding this
it may not be possible for the processing steps for cryo preservation to be witnessed by a
second person in the laboratory. Those at the centre felt that to deny this service to oncology
patients on the very rare occasion it be required would be to add undue stress to the patient
at this difficult time. A robust risk assessment as been conducted to the satisfaction of the
centre in that no other samples would be processed at the same time. The centre may
however wish to consider how this situation could be avoided, even though it is a rare
occurence.
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Parenthood
Evidence of how the centre demonstrates compliance with the requirements in relation to
legal parenthood GN 5
Centre staff stated that appropriate information regarding legal parenthood is provided to
those seeking treatment, including who would be the child’s legal parent(s) under the HF&E
Act 2008 and other relevant legislation dependant of the person’s marital or civil partnership
status and treatment with donor gametes.
Appropriate records of consent are retained by the centre and were seen on inspection.
What the centre does well.
What they could do better.

Information about the cost of treatment
Evidence of how the centre demonstrates that it has introduced personalised costed
treatment plans for all patients
The range of assisted conception treatments offered at this centre is limited, therefore the
information relating to cost for self funding patients was also somewhat limited. This
information is available in written form in patient waiting areas and is discussed individually at
the time a treatment pathway is decided. As the treatment range is limited, there is little
occasion when the financial implication of treatment available at this centre would alter
significantly from that anticipated. However, staff stated that if clarification of financial
implications was needed, it would be discussed sensitively with the patient.
What the centre does well.
Written information available for patients appeared to be clear and easily understood.
What they could do better.
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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. GN 5
On interview both the PR and Consultant Scientist responsible for andrology patients stated
that, whilst they recognised the requirement to seek consent for disclosure of information held
on the HFEA register, uptake from patients was limited for the reasons stated below:
1). The form comprising four pages is a lengthy a process to go through early in the patients
treatment pathway or donation when treatment or donation may not proceed and was an
additional stress to patients.
2). That patients may be reluctant to agree to disclosure as the nature of the research could
not be determined prior to consent being sought.
What the centre does well.
What they could do better.
The centre should ensure that patients are provided with sufficient, accessible and up-to-date
information to enable then to make informed decisions. Guidance Note 30.17/18
The centre should consider how this information should be conveyed to the relevant patients
in a manner that is considerate of the patient’s requirement for appropriate information at a
time when they can readily absorb it without adding to the stress of pending treatment.

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. Guidance Note 5
(H)
This centre does not store embryos.
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What the centre does well.

What they could do better.
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2.

Changes / improvements since the last inspection 14 February 2008

Area for improvement
It was reported that there was
insufficient staff to
accommodate the workload at
the centre and adequately fulfil
the development and
monitoring of regulatory Safety
and Quality systems as
required by the HFE Act and
the HFEA Code of Practice.

Action required

Action taken as evidenced
during this inspection
It was recommended that the PR A staffing review was
assesses the workload that can
undertaken resulting in the
safely be accommodated by the appointment an additional
centre and take action
staff member for reception,
accordingly.
for the laboratory and of a
part time Quality Manager.
Appointment to a health care
assistant post is imminent
and, an additional nursing
post has been agreed in
principle seconded from
gynaecology.
To be monitored.

Not all third party agreements
have been finalised.

The gametes of one oncology
patient were being stored
beyond the period

A number of the Centre’s
policies and procedures had not
been reviewed within the
centres own prescribed
timescales.
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Outstanding third party
agreements should be finalised.

The PR should review
procedures to ensure robust
systems are in place to ensure
that gametes and embryos are
not stored beyond their
maximum consented storage
period.
Effective document control
to be implemented whereby
documents are reviewed,
revised and re- approved
promptly by approved
personnel.

10

A complete list of third party
agreements was seen to be in
place.
No further action required.
All oncology samples have
consent in place according to
a ‘snapshot’ audit conducted
on 11/06/09 and according to
the centre’s own records.
No further action required.
All documents seen on
inspection were seen to be
appropriately controlled.
No further action required.

Licence Committee noted
that the inspectorate found
the male production room
unsuitable.
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Licence Committee asked
that the centre obtain
feedback on the room from
patients and then act to
address any problems
identified in that feedback.
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Patient feedback obtained by
the centre was mixed. Due to
space constraints, the centre
have been unable to relocate
this area but attempts to
improve the privacy afforded
to patients and donors using
this area has been made by
the centre.
No further action required.

3.

Areas of concern

The analysis of the centre’s self assessment questionnaire and the information the centre has submitted to the HFEA
e.g. staff changes and the treatment cycles carried out at the centre, have identified that the following areas needed to be
looked during the inspection visit to this centre.
Area of concern

Assessment of whether the action
taken meets requirement or whether
any further action is required
Section 1. Person Responsible. The PR is based in the clinic and divides his time between No further action at this time.
his other clinical duties and his responsibilities as PR at The PR feels that he has sufficient
SAQ – the PR estimates that centre 0076 which is housed within the same building as scope within his job plan currently to
<20% of his job plan is allocated Centre 0162.
accommodate the requirements for this
to the role.
PR role.
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SAQ – staffing.
The centre
indicated that they were not fully
staffed. This had been an area
of concern at the last inspection
also.

Section 2. Staff

It also came to light on inspection that the fertility centre
traditionally fell outside of the normal gynaecology and
women’s health directorate. As a result, the specialist
fertility nurses have not had consistent professional line
management for some years, the result being that their
current job descriptions do not fully reflect their roles and
13 not had any formal clinical professional
they have
development (CPD) planning or appraisal of their
performance for several years. Staff stated that it is hoped
that this has now been resolved as a new senior nurse has
been appointed to whom the fertility nurses will report

The current nursing staffing position is that day to day
operations are accommodated but as the team is very
small, changes to this should there be unexpected sick
leave or other absences (including CPD) means that
cover for the two part time nurses can be very difficult to
arrange.

On inspection it would appear that any historical issues
regarding the staffing of the laboratory have now been
resolved. Staff in the laboratory state that they have no
problems booking or taking leave with notice and are able
to attend planned training when scheduled. All CPD and
scheduled training was seen to be up to
date for laboratory staff.

Centre managers and staff asked stated they feel there is
currently sufficient staff to manage day to day operations.

Following a management review staffing levels have been
increased within certain areas of the centre, notably in the
laboratory and reception areas. The appointment of a
Health Care Assistant was imminent at the time of
inspection. The Trust has agreed in principle to an
additional nurse being seconded from the gynaecology
department, a date for this appointment is to be
determined.

.
T12 T13 15

The PR should monitor the decision ‘in
principle’ to train a additional nurse on
secondment to ensure that appropriate
staff are in place to accommodate the
current and anticipated workload,
especially during training for the scope
of practice of the nurses to extend to
ultrasonography commences.

Pending appointments discussed – no
further action required at this time.

Section 3 – Counselling
SAQ – Counselling

The centre does not currently monitor quality indicators or
objectives in relation to its counselling service or audited
counselling procedures against regulatory requirements in
the last two years.
The centre is currently unable to cover annual leave,
training days or sick leave taken by their counsellor.
Consideration of the client need is of paramount
importance and consequently the appointments are
rescheduled or may be cancelled at short notice.

Section 4
Information
SAQ –

–

Provision

Further action required The quality manager, with the centre’s
counsellor, should agree counselling
quality indicators / objectives by which
the service can be measured and
audited as part of the audit schedule.
The centre should consider how to
accommodate short notice or planned
gaps in their counselling service.
(T35, T36)
Further action required –

of The centre has not established measurable quality
indicators / objectives relevant to the provision of
information provided to those seeking treatment or
donation. (T35)

The quality manager should ensure that
the appropriate quality objectives are
agreed and the quality of the
information provided can be audited
against appropriate protocols and
The provision of proper information to patients providing regulatory requirements as part of the
consent to treatment has not be audited for compliance audit schedule.
with protocols , regulatory requirements and quality
indicators in the last two years. (T36)
The PR must ensure that any staff
seeking consent must be appropriately
trained and able to demonstrate
competency. T59 T15a T12
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Section 5 – Consent
SAQ -
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Further action required The centre has not established quality indicators relevant The quality manager should ensure that
to consent procedures. T35
appropriate quality objectives are
agreed
relating
to
consenting
The centre has established an SOP and competencies for procedures.
andrology staff to seek consent from sperm donors or
those wishing to store their sperm, but have not The centre should develop an SOP and
established an SOP or competencies for those seeking competencies for staff seeking consent
consent to treatment or subsequent storage.
to treatment and that consent is only
sought by taken by a person authorised
by the centre to do so. (GN 5.8 (c) GN
5.13)

15
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None at this time

Area of practice

Reference
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Action required

Timescale
for action

PR Response

Executive Review

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

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.

Areas of practice that require the attention of the Person Responsible
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Area of practice

Reference
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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.

Staffing

The PR should monitor
the centre’s activity to
ensure appropriate staff
are in place to
accommodate the current
and anticipated workload.
Consideration should be
given to the realisation of
anticipated appointments
and especially at the point
at which the practice of
the specialist fertility
nurses begins to extend to
encompass
ultrasonography.

T12 T13 T15

The PR should monitor
the professional
accountability lines for
nursing staff now in place
to ensure that appropriate
job evaluation,
performance appraisal
and appropriate clinical
professional development
is planned and
undertaken.
.
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Ongoing

Staffing issues are To be monitored.
being
addressed.
Discussions
have
been
held
with
Directorate
management
to
secure the posts
proposed.
Recruitment
will
commence shortly.
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has To be monitored.

April This process
Quality indicators should
30
begun.
be established and agreed 2010
by the centre and
incorporated into the audit
schedule.

T35
Information
The centre has not
provided prior to established measurable
consent
quality
indicators
/
objectives relevant to
the
provision
of
information provided to
those seeking treatment
or donation.

Raised as a risk with
the Trust

31 Application made to To be monitored.
Trust for repair.

has To be monitored.

Repairs or replacement of By
the flooring in this area March
should be addressed as a 2010
matter of some urgency to
ensure compliance with
Health
and
Safety
requirement and to ensure
the safety of gametes in
store.

Quality indicators should
30
April This process
be established and agreed 2010
begun.
by the centre and
incorporated into the audit
schedule.

GN 25 – 14
Premises
and
procedures must be
evaluated for hazards to
laboratory staff, and
precautions put in place
to minimise potential
hazards.

T35
The centre has not
established
quality
indicators relevant to
consent procedures.

Consent

Laboratory
Facilities – the
cryo store flooring
is cracked and
uneven
which
represents
a
significant risk to
staff safety from
trips and in the
movement of cyro
preservation
dewars.

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

Action required

Counselling

T35 T 36
The centre has not
established quality
indicators or objectives
relevant to the provision
of counselling.

Quality indicators should
be formulated, agreed
and audited.

Documented
evidence of
regular cleaning
and
decontamination
of equipment.

T26

The centre is to maintain a Immediate
log of when routine
cleaning takes place in the
laboratory
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Timescale
for action
30 April
2010

PR Response

Executive Review

To be agreed with
counsellor

To be monitored.

Laboratory Manager
has confirmed this
has been
implemented

No further action
required.

Additional Information from the Person Responsible
I accept this as a true assessment of the inspection conducted. Recommendations for improvement will be addressed.
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