Interim Inspection Report
Date of Inspection: 7 October 2009
Length of inspection: 6 hours
Inspectors Parvez Qureshi, Andy Leonard, Paula Nolan (Mim Glenn –
observing)
Inspection details:
The report covers the pre-inspection analysis, the visit and information received between
6 September 2007 and 7 October 2009.
Date of Licence Committee:16 December 2009
Purpose of the Inspection report
The purpose of the inspection is to assess whether centres are complying with the HF&E Act
1990 (as amended), the HF&E Act 2008 and the Code of Practice to ensure that centres are
providing a quality service for patients. The report summarises the findings of the licence
interim inspection highlighting areas of good practice, as well as areas where further
improvement is required to improve patient services and meet regulatory requirements. It is
primarily written for the Authority’s Licence Committee/ Executive Licensing Panel which
make the decision about the continuation of the centre’s licence.

Centre details
Centre Name

CRM London

Centre Number

0199

Licence Number

L0199-7-B

Centre Address

Park Lorne, 111 Park Road, London, NW8 7JL

Telephone Number

0207 616 6767

Person Responsible

Mr. Robert Forman

Licence Holder

Mrs Nathalie Forman
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Date Licence issued

1 October 2009

Licence expiry date

28 February 2013

Additional conditions
applied to this licence

N/A

Version: 0
Trim:
2009-10-07 Interim Inspection Report 0199

2

Contents

Centre details
Contents
Report to Licence Committee/Executive Licensing Panel
Recommendation to the Licence Committee / Executive Licensing Panel
Details of Inspection findings
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
Critical area of non compliance
Major area of non compliance
Other area of practice that requires consideration

Version: 0
Trim:
2009-10-07 Interim Inspection Report 0199

3

Report to Licence Committee / Executive Licensing Panel

Recommendation to the Executive Licensing Panel:
In considering 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 is considered to have discharged his duties under S.17 of the HFE Act 1990 (as
amended).
Premises, processes and procedures used in the conduct of licensed activities are
considered largely suitable. Some improvements are recommended in relation to
•
•

Documenting of all witnessing stages.
Review of SOP for consent to storage of embryos to include cooling off period.

The inspectorate considers that, overall there is sufficient information on which to recommend
the continuation of the centre’s licence without additional conditions.
The inspector also recommends that the Executive Licensing Panel requires that the Person
Responsible complies with the recommendations within the prescribed timeframes set out in
the inspection report.
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Details of Inspection findings
Brief description of the centre and its licensing history:
The CRM London centre is privately owned and has been providing licensed treatment
services since 2002. It has a good history of compliance with no previous conditions on its
licence. The centre provided 830 (including 173 IUI) licensed treatment cycles in 2008. In
2007, the centre’s live birth rate was significantly above the national average for women aged
35 and under.
Since the previous inspection in September 2007, the premises have undergone a substantial
expansion resulting in an additional recovery space and administrative area. Recently
additional staff have been recruited in key areas of practice to meet the increase in workload.
The centre has links with ten satellite centres.
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)
Other licensable activities
Storage of eggs
Storage of sperm
Storage of embryos
Research

Number of treatment cycles
for the period 1 January
2008 – 31 December 2008
373
260
58
5
173
or Not applicable (N/A)
N/A
N/A

*These data were extracted from the HFEA register for the period 1 January 2008 – 31 December 2008. 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 6 September 2007:
Recommendations made in the last inspection report have been complied with including.
Witnessing and documenting of disposal of embryos.
Counsellor’s CPD.
Accuracy of treatment forms returned to the HFEA.
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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.
There is a witnessing protocol in place to double check the identification of samples and the
patients or donors to whom they relate to at critical points of the clinical and laboratory
processes. Records of witnessing checks were observed to be recorded in patient/donor
medical records. These records included the status and signature of both the person
performing the activity and the person who witnesses the procedure.
What the centre does well.
The centre has dedicated trained staff to conduct witnessing checks and staff were able to
provide documented evidence of the assessment of their competence in carrying out
witnessing.
What they could do better.
Audits of witnessing are conducted on a regular basis. However, review of patient records
during the inspection showed that in 1 of 3 records checked, a witnessing signature at a
critical processing step had not been recorded on the relevant laboratory form. The centre
should consider auditing patient records more frequently to rectify this issue.

Parenthood
Evidence of how the centre demonstrates compliance with Guidance Note 6 of the Code of
Practice in relation to legal parenthood:
During the course of the inspection, staff interviewed demonstrated effective knowledge of
legal parenthood legislation The centre has a SOP in place for consent to legal parenthood. A
patient information leaflet regarding parenthood laws is also available.
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What the centre does well.
Regular audits of patient notes are conducted for consent, including that for legal parenthood.
The inspection team was informed by the centre staff that any errors or omissions are
documented and corrective actions taken.
What they could do better.
No areas of improvement in this area of practice were identified at the time of this inspection.

Information about the cost of treatment
Evidence of how the centre demonstrates that it has introduced personalised costed
treatment plans for all patients in compliance with Guidance Note 4, section 4.3 of the Code
of Practice.
During the course of the inspection the centre staff were able to demonstrate that a
personalised costed treatment plan is provided to patients which details the main elements of
treatment proposed.
What the centre does well.
Patients are provided with a costed treatment plan at the beginning of their treatment.
However, they are also informed of other additional costs, such as those for drugs and
storage of embryos, which they may incur depending on the course of their treatment.
What they could do better.
No areas of improvement in this area of practice were identified at the time of this inspection.
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Patient consent to the disclosure of information, held on the HFEA Register, for use in
Research
Evidence that the centre provides information to patients about the disclosure of identifying
information, held on the HFEA Register, for use in research. (Guidance Note 5, section 5.26
of the Code of Practice)
During the course of the inspection the centre staff were able to demonstrate their awareness
and understanding of the Code of Practice 8th edition requirements related to disclosure of
information for use in research. The new HFEA consent forms which came into force on
1st October 2009 are accessible to all relevant staff.
What the centre does well.
Regular audits of patient notes are conducted for consent The inspection team was informed
by the centre staff that any errors or omissions are documented and corrective actions taken.
What they could do better.
No areas of improvement in this area of practice were identified at the time of this inspection.
Consent issues in relation to the storage of embryos (including cooling off period)
Evidence of how the centre demonstrates compliance with Schedule 3 of the Human
Fertilisation and Embryology Act 1990 (as amended) and Guidance Note 5 of the Code of
Practice relating to the withdrawal of consent to storage of embryos intended for use in
treatment:
Laboratory staff were able to demonstrate an awareness of the requirements relating to the
withdrawal of consent to storage of embryos intended for use in treatment, including the
cooling off period. The centre has a SOP in place for consent to storage of embryos and also
has a bring forward procedure in place. An audit of stored gametes and embryos was
provided for the inspection and it showed that no gametes or embryos were in storage
beyond the consented storage expiry date.
What the centre does well.
Regular audits of patient records are conducted by laboratory staff to verify that patient
consent, including consent to the storage of embryos is in place. Any errors or omissions are
documented and corrective actions taken.
What they could do better.
The centre needs to review its current SOP for consent to storage of embryos to include
cooling off period.
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Multiple 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 has a multiple births minimisation strategy in
place. Regular audits are conducted to assess progress in reducing the centre’s multiple birth
rates. The centre maintains a summary log of cases in which multiple embryos were
transferred to a patient who met the single embryo transfer criteria outlined in the centre’s
multiple births minimisation strategy.
Patients opting to have more than one embryo transferred must consent to the number of
embryos to be transferred. This is acknowledged in patient records that the risks associated
with multiple pregnancy have been fully discussed with them. Evidence of this was seen
during the course of the inspection.
What the centre does well:
The centre staff undertake regular audits that assess progress in the reduction of multiple
birth rates and help evaluate the effectiveness of the centre’s strategy. Patients are provided
with written and verbal information on the risks of multiple births and are given sufficient time
to consider the information prior to treatment.
What they could do better.
The centre’s multiple pregnancy rates (January - June 2009) were approximately 30%. The
PR should consider reviewing the centre’s multiple births minimisation strategy with a view to
lowering the multiple birth rates and ways to increase the uptake of patients suitable for single
embryo transfers. The PR could consider having the centre’s strategy peer reviewed
externally.
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2.

Changes / improvements since the last inspection on
6 September 2007

Area for improvement

Action required

Witnessing of all laboratory
procedures.

Documenting of all steps.

Action taken as evidenced
during this inspection
All embryo disposals are
witnessed and documented
on the embryology laboratory
sheet.

Counsellor to keep CPD up Ongoing.
to date.

The counsellor in question no
longer provides services to
CRM London. Since the last
inspection 2 new counsellors
have joined. Evidence of their
CPD including copies of BICA
meeting and other
professional meetings was
seen during the inspection.

Accuracy of treatment forms
returned to the HFEA
Registry need to be
addressed.

The centre’s database has
been updated to ensure that
incomplete forms cannot be
sent. The database now also
provides centre’s staff with
verification reports which is a
useful tool in identifying error
trends.

Immediately.
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3.

Areas of concern

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

Inspection findings

Assessment of whether the action
taken meets requirement or whether
any further action is required

None identified at the time of
this inspection.
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Reference

Action required

Timescale
for action

PR Response

Executive Review
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Major area of non compliance
A major area of non compliance is a non critical area of non compliance:
•
which poses an indirect risk to the safety of a patient, donor or to an embryo through the procurement, use, storage or
distribution of gametes and embryos, which do not comply with the centre’s licence;
•
which indicates a major shortcoming from the statutory requirements;
•
which indicates a failure of the Person Responsible to carry out his/her legal duties
•
a combination of several “other” areas of non compliance, none of which on their own may be major but which together
may represent a major area of non compliance.

None identified at
the time of this
inspection.

Area of practice

Critical area of non compliance
A critical area of non compliance is an area of practice which poses a significant direct risk of causing harm to a patient, donor
or to an embryo. A critical area of non compliance requires immediate action to be taken by the Person Responsible

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

Area of practice

Reference

Action required

Consent to issues
in relation to
storage of
embryos including
cooling off period.

Schedule 3 of the
HFE Act 1990 (as
amended) and Guidance
Note 5 of the Code of
Practice.

Review of SOP for
consent to storage of
embryos to include
cooling off period.
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Timescale
PR Response
for action
Immediately. 100% complete.

Executive Review
Satisfactory
response from PR
and to be reviewed
at the time of the
next inspection.

Documenting of
all witnessing
stages including
signatures on ,
laboratory sheets

Licence Condition T71 Centres must have
witnessing protocols in
place 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.
These checks must be
completed and recorded
at the time the relevant
clinical or laboratory
process/procedure takes
place. A record must be
kept in each
patient’s/donor’s medical
records. These records
must include the name,
status and signature of
the person performing the
activity and the name,
status and signature of
the person who
witnesses the procedure.

Witnessing of all
Ongoing.
stages. The centre
should consider
auditing of patient
records more frequently
to ensure all witnessing
stages are documented.

Guidance Note 18 of the
Code of Practice.
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We will do more
frequent audits as
suggested. 1st reaudit scheduled for
early 2010.

This response is
considered to be
satisfactory and to
be reviewed at the
time of the next
inspection.

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

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

PR Response

Executive Review

Additional Information from the Person Responsible
We have been inspected just 6 days after the new regulations came into force. We had less than 3 months to make massive
changes to our all our documents to take account of the 8th Code of Practice over a period which included staff summer vacation.
This is less than the government advised minimum. Whilst all the changes had been introduced into practice we had not had the time
to incorporate all the changes into our SOPs and policies which is an ongoing process.
We therefore feel harshly treated that the fact that the cooling off period was not yet incorporated into our SOP has been classified as
a major area of non compliance as we are fully aware of the cooling off period and are compliant with it.
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