Interim Inspection Report
Date of Inspection: 12th January 2010
Length of inspection: 4½ hours
Inspectors: Ellie Suthers, Stephanie Gadd
Inspection details:
The report covers the pre-inspection analysis, the visit and information received between 24th
November 2009 and 12th January 2010.
Date of Licence Committee: 11th February 2010
Purpose of the Inspection report
The purpose of the inspection is to assess centres are complying with the HF&E Act 1990 (as
amended), the HF&E Act 2008 and the Code of Practice to ensure that centres are providing
a quality service for patients. The report summarises the findings of the licence interim
inspection highlighting areas of good practice, as well as areas where further improvement is
required to improve patient services and meet regulatory requirements. It is primarily written
for the Executive Licensing Panel which make the decision about the continuation of the
centre’s licence.

Centre details
Centre Name

Whittington Hospital Fertility Unit

Centre Number

0258

Licence Number

E0258/2/b

Centre Address

Wittington Hospital, Magdala Avenue, London. N19 5NF

Telephone Number

0207 288 3776

Person Responsible

Mr Gidon Lieberman

Licence Holder

Mr Gidon Lieberman

Date Licence issued

01/010/09

Licence expiry date

30/06/2011

Additional conditions
applied to this licence

None
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Report to Executive Licensing Panel

Recommendation to the Executive Licensing Panel:
The inspector considers that, overall there is sufficient information available to recommend
the continuation of the centre’s licence years without additional conditions.
The panel are asked to note that all recommendations from the last inspection have been
addressed and apart from some issues remaining about witnessing (described in the report)
the centre has achieved compliance.
The inspector recommends that the Executive Licensing Panel requires that the Person
Responsible complies with following recommendations within the prescribed timeframes set
out in the inspection report:
•

Witnessing and assuring patient and donor identification: The PR should ensure that
witnessing is carried out by two members of staff contemporaneously with the
procedure and that both provide documented signatures.
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Details of Inspection findings
Brief description of the centre and its licensing history:
The Whittington Fertility Unit was first licensed by the HFEA for the provision of Intra Uterine
Insemination (IUI) in 2007. The unit provides approximately 150 cycles of NHS funded IUI
each year to patients from the local area.
The Person Responsible (PR) is a consultant Gynaecologist and Obstetrician: is registered
with the General Medical Council: is a member of the Royal College of Obstetricians and
Gynaecologists and has successfully completed the PR Entry Programme. (2007)
The premises and facilities have been considered suitable for licensable activity by a previous
licence committee.
Activities of the Centre:
Number of treatment cycles
for the period 01/01/200931/12/2009

Type of treatment

141

Intra Uterine Insemination

*These data were extracted from the HFEA register for the period 01/01/2009 – 31/12/2009 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.

Updated actions since the centre was inspected on 12th January 2010
There have been no updated actions since the inspection
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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.
The unit has a compliant standard operating procedure (T33b) for the process of witnessing
that details the steps to be taken including: the identification of the patients by two members
of staff (T71): witnessing to be carried out contemporaneously: (T71) and the requirement for
signatures of both members of staff witnessing procedures.
The staff demonstrated a clear understanding of the requirements of witnessing procedures
and provided a detailed account of their practice including where improvements are needed.
(detailed below)
The PR provided evidence of completion of a detailed audit of compliance with witnessing
SOPs. The audit identified corrective actions staff responsibilities and evidence was provided
that audit findings had been discussed in unit meetings. (T36)
The competence of relevant staff members to carry out sperm preparation and IUI procedures
has been documented.
The supervising andrologist is present in the unit twice a week and said that he assesses
competency for sperm preparation each time it is carried out.
The inspectorate suggests that this assessment is documented to make the assessment of
witnessing competency more explicit on the competency assessment documentation.
What the centre does well.
What they could do better.
The audit of witnessing practice demonstrated a small number of instances where witnessing
had not been carried out as per the standard operating procedure i.e. required signatures
were missing in 16% of cases. Documented recommendations for corrective actions were
seen in meeting minutes that reminded staff of the requirements for double witnessing and
more vigilance in following the SOP.
A new member of the nursing team will start in the unit within a few weeks which will ensure
that more staff are available for witnessing.
As the unit is located in the main outpatients area of the hospital the inspectorate suggested
to the PR that other members of the outpatient team/staff be trained in witnessing so that
there are more people around to carry it out when staff are busy.
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Parenthood
Evidence of how the centre demonstrates compliance with the requirements in relation to
legal parenthood
The unit does not provide donor insemination. This theme is not relevant to this unit.
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 unit provides NHS treatment only. This theme is not relevant to this unit.
What the centre does well.
What they could do better.
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.
This unit provides NHS fund partner treatment IUI. The HFEA does not store their information.
This theme is not relevant at this unit.
What the centre does well.
What they could do better.
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 unit does not create or store embryos. This theme is not relevant at this unit.
What the centre does well.
What they could do better.
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2.

Changes / improvements since the last inspection on 2nd December 2008

Area of practice

Reference

Action required

Laboratory procedures and
critical processing procedures
and critical equipment have
not yet been fully validated.

S.7.8.3 of
the Code of
Practice
(COP) and
standard
licence
conditions
A.10.13
A.11.11.

A plan for validation
should be drawn up.
This should take into
account the particular
needs of the unit.
Validation of those
processes considered to
be the most likely to
impact on the quality of
service should be
prioritised.

T72 (CoP
8th Edition)
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Timescale for
action
Progress to be
monitored at the
next inspection.

Action taken as evidenced during
this inspection
The PR provided evidence of a
detailed compliant validation standard
operating procedure. Most of the
critical equipment has been validated,
evidence of equipment servicing,
calibration and monitoring was
provided on inspection.
An action plan for 2010 has been
provided by the PR for further
validation of clinical and laboratory
processes.
The PR provided documented
evidence of substantial progress
towards compliance with Licence
Condition T72

A review of the quality
management system has not
yet been conducted. The
quality manager reported that
this is planned

Code of
Practice
Standard
4.2.8 and
4.2.9
T32/T36
(CoP 8th
Edition)

The quality
management system
should be reviewed.

Progress to be
monitored at the
next inspection.

The PR provided evidence of an
intranet based quality management
system including: quality policy and
quality manual: an organisational chart
with detailed reporting responsibilities.
Evidence was also provided of:
• audits and corrective actions for:
consent forms: witnessing: welfare of
the child assessments: OHSS and
others.
• Objectives and performance
indicators for 2010 have been
established relating to: pregnancy
rates: multiple births; cycle
cancellations; traceability; air quality
and others.
• Standard operating procedures for:
sperm preparation: IUI procedure;
witnessing; consent and others.
The PR provided documented
evidence of substantial improvements
in the development of a quality
management system including review
and forward planning in compliance
with Licence Condition T32 and T36
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Air quality in the flow hood and
background air quality in the
laboratory in which gametes
are processed has not been
measured This is a breach of
standard licence condition
A.10.19.

9

T 20
(CoP 8th
Edition)

A.10.19 &
A.11.11
(CoP 7th
Edition)

Procedures for air
quality monitoring
should be validated so
that it can be
demonstrated that air
quality is maintained in
the interval between
testing.

The HFEA should be
advised of the proposed
timeline for compliance
with this
recommendation by 15
February 2009 and the
results of air quality
testing should be
forwarded to the HFEA
when they become
available

Air quality monitoring to
be implemented
immediately and the
results of monitoring to
be logged.

The PR provided documented
evidence that sperm preparation is
conducted in a Class II Hood in which
it has been demonstrated that air
quality is grade A with a background
environment of grade D.

The PR provided documented
The HFEA
evidence of compliance with Licence
should be
Condition T20
advised of the
proposed
timeline for
compliance with
this
recommendation
by 15 February
2009 and the
results of air
quality testing
should be
forwarded to the
HFEA when
they become
available.

Air quality
monitoring to be
implemented
immediately and
the results of
monitoring to be
logged.
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The centre did not appear to
have robust procedures for the
receipt of sperm samples
produced off site.

At the time of inspection, the
PR had not provided
information to the HFEA about
the number of cycles of IUI
provided or the outcomes of
those treatments for the time
period from 7 July 2008- 31
December 2008 as required by
Directions D2008/6

10

A.9.2 –
A.9.6. &
A.8.13 (g).

Directions
005 (CoP
8th Edition)

A.2.8.(CoP
7th Edition)

The PR might wish to
consider review of
patient information to
ensure that procedures
for sample receipt are
communicated to
patients effectively.

The PR should ensure
that the centre has
premises and facilities
suitable for reception of
samples in compliance
with S.6.3.2. The PR
should also ensure
compliance with the
requirements set out in
A.9.2 – A.9.6. and
A.8.13(g).

Information to be
submitted to the HFEA
immediately.

To be monitored
at the next
inspection

The PR provided evidence of
compliance with T99

The PR provided documented
evidence that the mans identity is
checked and that the receipt of sperm
samples produced at home is
documented.
Patient information describes the
sperm production process, transport to
the hospital and the receipt process.

The Trust has agreed a business case
to change a room on the outpatient
floor next to the sperm preparation lab
into a sperm production room.

All relevant information for 01/02/2009
– 21/12/2009 has been submitted to
the HFEA in compliance with
Directions 005.

All relevant information for 7th July
2008-31 December 2008 has been
submitted to the HFEA by the PR.

On review of the witnessing
Guidance
documentation in a sample of
Note 18
patient records, the
(8th Ed)
documentation of witnessing of
sperm collection and
preparation steps was missing
in two sets of records.
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The PR should ensure
that the centres has
witnessing protocols in
place to double check
the identification of
samples and the
patients or donors to
whom they relate, at the
time each of the clinical
or laboratory procedure
take place, in line with
the recommendations of
G.13.1.1.

Procedures to
See detailed information about
be reviewed and requirements for Witnessing on page 5
any changes
Themes
made as a result
of the review to
be implemented
by 15 February
2009.

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

Inspection findings

None identified
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Assessment of whether the action
taken meets requirement or whether
any further action is required

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

Version: Final
Trim: 2010/000000314

13

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.
Area of practice

Reference

Action required

The units audit
demonstrated that 16%
of double witnessing
signatures are missing
from patient
documentation.

Licence
Condition T71

The PR should ensure
that witnessing is carried
out by two members of
staff contemporaneously
with the procedure and
that both provide
documented signatures.

Timescale PR Response
for action
Immediately This will be carried
out.

Executive Review
Evidence of
changes to improve
this are of non
compliance have
been seen by the
inspectorate.

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

.
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Timescale
for action

PR Response

Executive Review
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Additional Information from the Person Responsible
The Person Responsible chose not to add any further comments. This was noted in the email returning this report.
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