Interim Inspection Report
Date of Inspection:
Length of inspection:
Inspectors:

23 February 2010
5.5 hours
Jenny McLaughlin
Gill Walsh

Inspection details:
The report covers the pre-inspection analysis, the visit and information received between 20
August 2008 and 31 March 2010.
Date of Executive Licensing Panel: 6 May 2010
Purpose of the Inspection report
The purpose of the inspection is to assess whether centres are complying with the HF&E Act
1990 (as amended), the HF&E Act 2008 and the Code of Practice (CoP) 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 Executive Licensing Panel which makes the decision about
the continuation of the centre’s licence.

Centre details
Centre Name

Lanarkshire Acute Hospital NHS Trust

Centre Number

0098

Licence Number

L0098/14/c

Centre Address
Telephone Number

Infertility Department, Monklands Hospital, Monkscourt
Avenue, Airdrie Lanarkshire, ML6 0JS United Kingdom
01236712087

Person Responsible

Mr Ian Smith

Licence Holder

Dr Alison Graham

Date Licence first issued

01/05/1992

Licence expiry date
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1

Additional conditions
applied to this licence

None
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Report to Executive Licensing Panel

Recommendation to the Executive Licensing Panel:
The Inspectorate considers that, overall there is sufficient information available to recommend
the continuation of the centre’s licence. The centre has complied with all of the
recommendations from the last inspection report and was found to be well organised and
largely compliant in the areas of practice observed at this inspection. The premises remain
unchanged from the time of the last inspection.
The Inspectorate also recommends that the Executive Licensing Panel requires that the
Person Responsible (PR) complies with following recommendations within the prescribed
timeframes set out in the inspection report:
•
•
•
•

•

The PR should ensure that ovarian hyperstimulation syndrome (OHSS) cases that
have a severity grading of severe or critical and require hospital admission are
reported to the HFEA within the timeframes specified in HFEA Directions 0011.
The PR should ensure that all staff, including the counsellor, are informed of legal
parenthood requirements. The PR should put a protocol in place for providing legal
parenthood information to patients prior to resuming treatment with donor sperm.
The PR should ensure and document that each individual has demonstrated
competence in the performance of their designated tasks and should establish a
documented procedure for on-going competence assessment.
The PR should ensure that witnessing records include the name and status of both the
person performing the activity and the person who witnesses the activity. Following the
inspection, the PR submitted an amended witnessing record template and no further
action is required.
When the sperm is procured at home, the PR should ensure that this is recorded in the
sperm provider’s records. Following the inspection, the PR submitted an amended
intrauterine insemination form that addresses this recommendation.
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Details of Inspection findings
Brief description of the centre and its licensing history:
The Lanarkshire NHS Trust Infertility Department is a small centre based in the Monklands
Hospital in Airdrie that has been licensed to provide NHS funded donor insemination (DI)
treatment since 1992. The centre also became licensed for intrauterine insemination (IUI) with
partner sperm in July 2007. The centre has not carried out any DI since the last inspection
due to funding issues and lack of supply of donor sperm. The PR reported that future plans to
resume providing this service are uncertain.
The PR is the lead biomedical scientist with overall responsibility for scientific activities. The
PR maintains current registration with the Health Professions Council and has successfully
completed the PR Entry Programme.
Activities of the Centre:
Number of treatment cycles
for the period 1 January
2009 – 31 December 2009
311
0

Type of treatment
IUI
DI

or Not applicable (N/A)
N/A

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

N/A
N/A

*These data were extracted from the HFEA register for the period 1 January 2009 – 31 December 2009. The

data in the Register may be subject to change as errors are notified to us by clinics, or picked up through our
quality management systems.
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1.

Focus of inspections for 2010-12

Witnessing
Evidence of how the centre demonstrates compliance with Guidance Note 18 of the CoP,
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 majority of sperm used in treatment is procured at home. Upon arrival at the centre, the
male partner labels the container with his name and the scientist affixes a unique identifying
number. The insemination procedure is witnessed by a nurse, scientist and the male partner
and is documented in the patient’s notes. The centre’s witnessing protocol includes witnessing
checks at all critical points of the laboratory and clinical process. Six sets of patients’ notes were
found to include documented witnessing checks at the time of sperm collection, preparation and
insemination. (T71) Nurses and administrative staff have been trained to conduct witnessing
checks. Laboratory staff explained that only one sperm sample is processed for treatment at a
time under the flow hood.
What the centre does well:
Since the last inspection, the centre had conducted a risk assessment of manual witnessing
and a procedural witnessing audit. In addition, an audit of 167 witnessing forms was conducted
in January 2010. Non-conformities and corrective actions were seen to have been documented
and discussed at a recent team meeting.
What they could do better:
The centre’s witnessing records include the signature but not the name and status of the
person performing the activity and the person witnessing the activity. (T71) Compliance with
this requirement could be achieved by maintaining a separate record of the name, job title and
signature of everyone who carries out or witnesses laboratory and clinical procedures. (CoP
18.8)
There was no documented evidence that staff had been assessed of their competence in
carrying out witnessing. (T15(a)) The centre explained that they are considering incorporating
competence assessments into their procedural audits.
In cases where the sperm was procured at home, the centre had not recorded this in the
patient records. (T68)
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Parenthood
Evidence of how the centre demonstrates compliance with Guidance Note 6 of the CoP in
relation to legal parenthood:
This centre is licensed to provide treatment with donor gametes but compliance with this
guidance note could not be fully assessed because the centre has not provided treatment using
donor gametes since the last inspection.
What the centre does well:
What the centre could do better:
A nurse and counsellor interviewed at the inspection were not aware of the changes to legal
parenthood brought about by the HF&E Act 2008. (T60, T61, CoP 6.1, 6.2) It is acknowledged
that the centre has not provided any treatment using donor gametes since the last inspection
and therefore this has not had an impact on patients. However the centre is licensed to provide
treatment using donor gametes so the PR should ensure that all staff are aware of the new
requirements and that the relevant information about legal parenthood can be communicated to
patients if treatment using donor sperm resumes.
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 CoP:
Compliance with this guidance note was not assessed as the centre provides NHS funded
treatment only.
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 CoP):
Compliance with this guidance note was not assessed as the centre does not provide treatment
that requires identifying patient information to be held on the HFEA Register.
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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. (Schedule 3 of the
Human Fertilisation and Embryology Act 1990 (as amended) and Guidance Note 5 of the CoP):
Compliance with this guidance note was not assessed as the centre does not store embryos.

Multiple Births
Evidence of how the centre demonstrates compliance with Guidance Note 7 of the CoP relating
to multiple births:
Compliance with this guidance note was not assessed as the centre does not provide treatment
with embryos.
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Changes / improvements since the last inspection on 19 and 20
August 2008
2.

Breach

Action required

The organisational chart
submitted on the day of
inspection did not clearly
represent the
responsibilities and
reporting relationships as
required by standard
licence condition A.10.1.

The PR should review the
organisational chart to ensure
that the chart clearly defines
accountability and reporting
relationships.

For the time period to July
2008 the average time
taken by the centre to pay
HFEA invoices is 43 days.
This is a breach of
standard licence condition
A.16.3.

The PR should review the
arrangements for payment of
invoices and ensure that there
are no barriers to the prompt
payment of invoices within 28
days of the date of the invoice.

Not all of the documents
reviewed in the course of
the inspection were
uniquely identifiable as
required by S.5.2.6 and
A.10.27.

Action taken as evidenced
during this inspection
A revised organisational chart
was submitted in October
2008 and was observed at
the inspection to provide clear
lines of reporting and
responsibilities. (T11)

The centre has no
outstanding HFEA invoices.

The PR requested that the
HFEA send the invoice direct to
the PR rather than to the
hospital finance department.
This instruction has been acted
on.
The PR should ensure that all
documents can be uniquely
identified.
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All documents observed at
inspection were uniquely
identified and properly
controlled to ensure that only
current versions of
documents are in use. (T34)
The centre has recently
implemented Q-Pulse, a
software program designed to
support quality management
processes, including;
document control, audit
management, corrective and
preventative action
management.

In one set of patient
records reviewed in the
course of the inspection
there was no evidence of
completion of a Welfare of
a Child (WoC) assessment
prior to the provision of
treatment. This is not
compliant with the
requirements of CoP
standard S.7.1.2 and
standard licence condition
A.12.4.

The PR should review the
circumstances of the nonconformity observed in the
course of the inspection in
relation to the provision of
treatment without consideration
of the WoC and take
appropriate steps to minimise
the chance of recurrence.

Nine sets of patient notes
were examined and found to
contain completed WoC
assessment forms. (T46.e)

At the time of the
inspection, not all staff had
participated in mandatory
annual health and safety or
life support update training
in compliance with the
requirements of standard
licence condition A.10.11.

The PR should seek the advice
of local health and safety
representatives in relation to
the requirements for
participation in mandatory
health and safety training and
life support training and ensure
that all staff participate as
required.

A timeline for completion of
health and safety and life
support training was
submitted by the PR in
October 2008. Nursing staff
reported that all nurses
attended mandatory CPR, fire
and manual handling training
in the past year. Further
training has been scheduled
for the coming months.

Action required

Action taken as evidenced
during this inspection
Nursing staff reported that
outcome data is now given to
patients at their treatment
planning session. This data
was observed to be included
in the patient information.

Non-Compliance
Area for improvement
The inclusion of live birth
rate data into patient
information leaflets was not
complete at the time of
inspection, despite this
having been recommended
at the 2006 inspection.

The PR should assure the
HFEA that patients are
provided with information about
outcomes of the proposed
treatment as outlined in CoP
guidance G.5.3.1 (e).
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On review of the witnessing
documentation in a sample
of patient records, the
witnessing of sperm
collection and preparation
steps was considered
unclear.

The protocol and the laboratory
worksheet should be revised so
that these documents clearly
account for what has been
witnessed (CoP guidance
G.13.1.1 (b) and (c)).

The centre’s protocol for
witnessing in the
laboratory includes witnessing
checks at the time of sperm
collection and preparation.
Witnessing checks are
documented in patient records
at the time of sperm collection
and sperm preparation.
The documentation
includes the signature of the
witness but not the name
and designation. (T71)

Recommendations
Area for improvement

Action required

The centre’s protocol for
the transport of gametes is
not fully compliant with the
recommendations of Alert
21: Transport Hazards.

The PR should review the
procedures for transport of
gametes in consideration of the
recommendations of Alert 21:
Transport Hazards.

Action taken as evidenced
during this inspection
The centre has updated its
checklist for the transport of
gametes to include giving the
transporter a safety sheet for
liquid nitrogen and is now
compliant with the
recommendations of Alert 21.
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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

Adverse incident reporting – the
centre’s self assessment
questionnaire (SAQ) indicated
that it had reported adverse
incidents to the HFEA since the
last inspection but the HFEA
had no record of this.

The PR confirmed that he had not reported any adverse
incidents to the HFEA since the last inspection and that
the response in the SAQ was incorrect. The centre has a
documented procedure for reporting adverse incidents to
the HFEA and centre staff demonstrated a good
understanding of the requirements related to adverse
incident reporting. However they were not aware that
severe cases of OHSS requiring hospital admission are
considered adverse incidents and must be reported to the
HFEA within the required timeframes. (T118, Directions
0011, CoP 27.1) The centre reported that there have been
2 cases of OHSS in the recent past.
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Assessment of whether the action
taken meets requirement or whether
any further action is required
The PR agreed to update the centre’s
adverse incident reporting protocol and
to report cases of OHSS that require
hospital admission and have a severity
grading of severe or critical to the HFEA
within the required timeframes. This will
be monitored at the next inspection.

Reference

Action required

Timescale
for action

PR Response

Executive Review
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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 PR 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

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 PR

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

Witnessing

Licence conditions T71
CoP 18.8

The centre’s
witnessing
records include
the signature but
not the name and
status of the
person performing
the activity and
the person
witnessing the
activity.

Procurement of
gametes and
embryos

Action required

Licence condition T68

When the sperm
was procured at
home, the centre
had not recorded
this in the patient
records.
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Timescale PR Response
for action
The PR should ensure
Immediately The Intrauterine
insemination form
that witnessing records
will be altered to
include the name and
include the name
status of both the person
and job title of the
performing the activity and
person witnessing
the person who witnesses
the activity. Compliance
the procedure.The
form is attached as
with this requirement
a separate
could be achieved by
document
maintaining a separate
REF LF-MINF-IUIrecord of the name, job
FORM
title and signature of
everyone who carries out
or witnesses laboratory
and clinical procedures.

When the sperm is
procured at home, the PR
should ensure that this is
recorded in the sperm
provider’s records.

Immediately The intrauterine
insemination form
will be altered to
include a place of
production option.
The form is attached
as a separate
document
REF LF-MINF-IUIFORM

Executive Review
The Executive has
reviewed the revised
insemination form
and considers this
response to be
sufficient.

The Executive has
reviewed the revised
insemination form
and considers this
response to be
sufficient.

Adverse incident
reporting
The centre was
not aware that
cases of OHSS
graded as severe
or critical and
requiring hospital
admission should
be reported to the
HFEA as adverse
incidents.

Licence condition T118
Directions 0011
CoP 27.1

The PR should ensure
that OHSS cases that
have a severity grading of
severe or critical and
require hospital admission
are reported to the HFEA
as adverse incidents,
within the timeframes
specified in HFEA
Directions 0011.

To be
monitored
at the next
inspection.

The PR should report the
2 recent cases of OHSS
retrospectively and ensure
that staff receives training
on reporting adverse
incidents.

The SOP regarding
the classification of
OHSS will be
altered and the
requirement to
report severe and
critical and any
hospitalisation as an
adverse incident will
also be added.

The Executive
considers this
response to be
sufficient.

The two cases will
be reported
retrospectively and
staff will be raised at
the next staff
meeting of the
revised adverse
incident SOP

Other areas of practice that require improvement
Areas of practice that require 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

There was no
documented
evidence that staff
had been
assessed of their
competence to
carry out
witnessing.

Personnel

Licence condition
T15(a)
CoP 2.1(b)
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The PR should ensure
and document that each
individual has
demonstrated
competence in the
performance of their
designated tasks and
should establish a
documented procedure for
on-going competence
assessment.
To be
monitored
at the next
inspection.
The unit is currently
worked on
competency
assessments for all
staff. At present the
examination audits
that are performed
also check the
competence of the
individual who is
performing the task
but at present this
may not catch all
staff. The system
will be expanded to
ensure all staff are
assessd over a time
frame

The Executive
considers this
response to be
sufficient.

Staff interviewed
were not aware of
changes brought
about by the
HF&E Act 2008 in
relation to legal
parenthood.

Legal
parenthood
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The PR should put a
protocol in place for
providing legal
parenthood information to
patients.

Licence conditions T60, It is acknowledged that
T61
the centre has not
provided any treatment
using donor sperm since
the last inspection and
therefore this has not had
an impact on patients.
However the centre is
licensed to provide
treatment using donor
gametes and the PR
should ensure that all
staff, including the
counsellor, are informed
of legal parenthood
requirements.

The protocol
should be
submitted to
the
Inspectorate
prior to
resuming
treatment
with donor
sperm.

The unit has not
carried out Donor
insemination since
prior to the last
inspection. The unit
is waiting for a
decision as to
whether the
provision of a donor
service can be
offered. All donor
samples used by
Monklands are
purchased from a
licenced centre.At
present we have no
Donor samples
stored at
Monklands. A
decision will be
pushed for to allow
a resolution to
this.No donor
insemination would
be carried out
unless the
appropriate
protocols and
information and the
relevant patient
information is
present.

The Executive
considers this
response to be
sufficient.
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Additional Information from the Person Responsible

