[Interim Inspection Report

Date of Inspection: 7 January 2010
Length of inspection: 6 hours
Inspectors: Paula Nolan and David Gibbon
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Inspection details:
The report covers the pre-inspection analysis, the visit and information received between 18
March 2008 and 7 January 2010.

Date of Executive Licensing Panel: 23 March 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 Authority’s Licence Committee/ Executive Licensing Panel which make the decision
about the continuation of the centre’s licence.

Centre details

Centre Name Assisted Conception Unit, Leigh Infirmary.
Centre Number 0278

Licence Number E0278-2-B

Centre Address The Avenue, Leigh, Lancashire, WN7 1HS.
Telephone Number 01942 264821

Person Responsible Mr Phillip Harris

Licence Holder Mr Phillip Harris

Date Licence issued 01 July 2008

Licence expiry date 30 June 2012

Additional conditions None

applied to this licence
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Report to Licence Committee / Executive Licensing Panel

Recommendation to the Licence Committee / 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;

e The Person Responsible has largely discharged his duties effectively under Section 17
of the HFE Act 1990 (as amended)

e Centre staff acting under the supervision of the PR are suitably qualified for their
designated roles

e The inspectorate believes that the premises and equipment inspected are suitable for
the treatment procedures for which the centre is licensed

e The inspectorate is satisfied that the centre largely demonstrates appropriate practices
in respect to laboratory, clinical and administrative procedures

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

e Witnessing
e Quality management system
e the establishment of quality indicators

The inspectorate considers that, overall there is sufficient information on which to recommend
the continuation of the centre’s licence without additional conditions.

The inspectorate recommends that the Executive Licensing Panel requires that the Person
Responsible complies with the recommendations detailed in this report within the prescribed
timeframes.
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Details of Inspection findings

Brief description of the centre and its licensing history:

The Assisted Conception Unit is part of the Obstetric and Gynaecological Directorate of
Wrightington, Wigan and Leigh NHS Trust. The unit was first granted a licence in 2007 for
basic partner treatment services. The unit provides day case surgical treatment, induction of
ovulation and intrauterine insemination (1Ul) for NHS patients. Patients, who can only benefit
from more complex assisted reproductive therapies, are referred to an appropriate licensed
centre. The unit provides satellite services for CARE Manchester (centre no 0185) and St
Mary’s Hospital NHS Trust (centre no 0067).

Activities of the Centre:

Number of treatment cycles

Type of treatment for the period 1/01/2008 to
31/12/2008*

Ul 238

Other licensable activities N/A

Storage of eggs N/A

Storage of sperm N/A

Storage of embryos N/A

Research N/A

*This data were extracted from the HFEA register for the period [01/01/2008 to 31/12/2008]. 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.
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Updated actions since the centre were inspected on 18 March 2008

Most recommendations made in the last inspection report have been complied with, including:
e Completion of all Third Party Agreements

Home procurement protocol established

Validation of critical equipment and procedures completed

Documented competencies for nursing staff completed

Incident reporting policy amended to ensure notification of the HFEA within 12 working

hours of identification of the adverse incident and submission of an adverse incident

report within 24 working hours

1. Focus of inspections for 2010-12

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.

What the centre does well.

What they could do better.

The centre has a witnessing protocol in place to double check the identification of samples
and the patients to whom they relate. However the laboratory manager explained that on
occasion only one sperm sample is processed in the laboratory per day and therefore this
step is not double witnessed.

An audit of three sets of patient records showed that during sperm processing and transfer of
gametes between tubes or dishes the following activities were not double witnessed:
e Cross-check of information on tubes against the documents and information on the
sperm receptacle (when the sperm sample is transferred onto a preparation column)
e Cross-check of information marked on dishes and tubes against the patient’s or
donor’s records, and the information marked on the dishes and tubes that the gametes
are being transferred from.

Recommendation:

To comply with Licence Condition T71 the centre must have witnessing protocols in place to
double check the identification of samples and the patients 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.
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Changes / improvements since the last inspection on 18 March 2008

Area for improvement

Action required

Action taken as evidenced
during this inspection

The Centre has not
established third party
agreements with all suppliers
of goods or services which
may affect the quality and
safety of gametes or
embryos.

Third party agreements
should be established in
compliance with (Code of
Practice 7" edition S.4.1.10).

The PR confirmed that all
Third Party Agreements were
now in place. A sample of
agreements was reviewed
and was compliant with HFEA
guidelines.

The quality management
system does not incorporate
administration procedures or
all of the centre’s standard
operating procedures.
Quality indicators have yet to
be established and
evaluation procedures have
not been implemented.

The Centre should continually
improve the effectiveness of
the quality management
system through the use of the
quality policy, quality
objectives, its evaluation
activities, corrective and
preventive actions and
management review. Action
plans for improvement should
be developed, and
documented as appropriate
(Code of Practice 7 edition
S.9.5)

No action taken. The centre
remains non complainant with
Licence Condition T35 and
T36. The PR explained that at
present the centre does not
have a Quality Manager and
this role is not allocated to a
specific member of staff. The
PR explained that he is in the
process of drafting a business
plan to try to obtain funding
for a senior administrative
officer that will incorporate the
role of Quality Manager.

There is no documented
home procurement protocol.

The Centre should establish
documented procedures for
the home procurement of
sperm in compliance with
Code of Practice 7™ edition
S.7.7.2.(d)

A home procurement protocol
is now in place and a copy
was provided during the
course of the inspection.

Validation of critical
equipment and key
processes and procedures
has not yet been established
as required by standards
S.6.4.2 and S 7.8.3 of the
Code of Practice 7™ edition
and standard licence
condition A.11.11.

A plan for validation should
be drawn up. The plan should
take into account the
particular needs of the unit
and prioritise the validation of
key equipment and processes
considered to be most likely
to impact on quality of the
service.

Validation of critical
equipment and key processes
has been completed. A
completed action plan was
provided during the course of
the inspection.
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The PR had judged staff to
be competent but the
assessment was not
documented.

It should be documented that
each individual has
competence in the
performance of their
designated tasks in
compliance with S.6.2.7 (a)

All staff have their
competence to perform their
designated tasks
documented. Staff training
files reviewed on the day of
inspection were considered
compliant with HFEA
guidelines.

The Centre’s incident
reporting policy does not
reference the HFEA
reporting responsibilities and
the system in place for
monitoring and capturing
incident information is
laboratory based. (S.9.4.2

(c))-

The Centre’s documented
procedure relating to adverse
incidents should ensure
notification of the HFEA within
12 working hours of the
identification of the adverse
incident and submit an
adverse incident report form
within 24 working hours. The
PR should also ensure that
provision is made for the
reporting of clinical incidents.

The centre has an incident
reporting policy that s
compliant with Guidance Note
27 of the 8" Code of Practice.

A witnessing protocol is in
place; however, the protocol
does not reference the
requirement for active
identification checks or
cross-checking against
records.

The witnessing protocol
should be reviewed in
consideration of guidelines at
G.13.1. Where the centres
practices deviate from the
guidelines, the rationale for
this and an assessment of the
risks of non compliance with
guidelines should be
documented.

The witnessing protocol has
been amended but the
centre’s witnessing practices
are not fully compliant with
HFEA guidelines at 18.4 (c)
and (e) of the 8" Code of
Practice.
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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
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The completed self assessment questionnaire
states that the centre is partially compliant with
the establishment of quality indicators for all the
licensed activities and other activities carried out
in the course of providing treatment services that
do not require a licence (T35).

Within the last two years the centre has not
carried out an audit of licensed activities or
activities carried out in the course of providing
treatment services that do not require a licence
against compliance with the approved protocols,

the regulatory requirements and quality indicators.

(Schedule 3A (10) 2006/86/EC, Appendix 1 F and
T36).

The PR explained that at
present the centre does not
have a Quality Manager and
this role is not currently
allocated to a specific
member of staff.

The PR should ensure that the required
standards of quality and safety, in the form of
quality indicators for all activities authorized by
this licence and other activities carried out in the
course of providing treatment services that do not
require a licence, must be established. (Licence
Condition T35)

Trained and competent persons must audit the
activities authorised by this licence and other
activities carried out in the course of providing
treatment services that do not require a licence
against compliance with the approved protocols,
the regulatory requirements and quality
indicators. These audits must be performed in an
independent way, at least every two years.
Findings and corrective actions must be
documented. (Licence Condition T36)

Centre management should ensure

the quality management system is established
and maintained by:

(a) appointing a Quality Manager

(c) establishing quality objectives and plans

(d) ensuring resources are available to implement
and maintain the system

(g) conducting management
system (Guidance Note 23.3)

reviews of the
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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.

P> 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 Timescale | PR Response Executive Review
for action

None identified at
the time of this
inspection.
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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 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 Timescale | PR Response Executive Review
for action

Witnessing Licence Condition T71 | The centre must have Immediately | We have updated The centre has
witnessing protocols in the SOP for provided an updated
place to double check the witnessing of SOP to the
identification of samples procedures Executive.
and the patients to whom (evidence attached)
they relate at all critical The witnessing SOP
points of the clinical and is compliant with
laboratory process. These Guidance Note 18.
checks must be
completed and recorded
at the time the relevant
clinical or laboratory
process/procedure takes
place.
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The centre is
partially compliant
with the
establishment of
quality indicators
for all the licences
activities and
other activities
carried out in the
course of
providing
treatment services
that do not require
a licence

Licence Conditions T35
and Guidance Note 23

The PR should ensure
that the required
standards of quality and
safety, in the form of
quality indicators for all
activities authorized by
this licence and other
activities carried out in the
course of providing
treatment services that do
not require a licence, must
be established. (Licence
Condition T35)

Centre management
should ensure the quality
management system is
established and
maintained by:

(a) appointing a quality
manager

(c) establishing quality
objectives and plans

(d) ensuring resources are
available to implement
and maintain the system
(g)conducting
management reviews of
the system (Guidance
Note 23.3)

7 April 2010

We are producing a
list of quality
indicators for all our
activities. This will
form the basis of our
Quality Dashboard
that will be reported
to the Trust. This will
cover treatments
that are licensed as
well as those that do
not require a
licence.

We are also putting
together the Quality
Management
System that will
initially be in paper
format. We are
currently awaiting
confirmation of the
Agenda for Change
banding of a new
dedicated Admin
post (the funding is
confirmed). The post
will be integral to the
development and
management of the
QMS. A person to
be in place by April
2010

This response is
considered to be
satisfactory. The
quality management
system will be
subject to review at
the time of the next
inspection.
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Within the last two
years the centre
has not carried
out an audit of
licensed activities
or activities
carried out in the
course of
providing
treatment services
that do not require
a licence against
compliance with
the approved
protocols, the
regulatory
requirements and
quality indicators.
(Schedule 3A (10)
2006/86/EC,
Appendix 1 F and
T36).

Licence Condition T36

Trained and competent
persons must audit the
activities authorised by
this licence and other
activities carried out in the
course of providing
treatment services that do
not require a licence
against compliance

with the approved
protocols, the regulatory
requirements and quality
indicators. These audits
must be performed in an
independent way, at least
every two years. Findings
and corrective actions
must be documented.

7 January
2011

The unit is pulling
together a rolling
audit calendar for

the next 12 months.

As part of this
schedule consent
audit has aleardy
commenced.

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.
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P> 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 Timescale | PR Response Executive Review
for action

The centre does Guidance Note 23 Centre management At the This is logged as a It is recommended

not have a Quality should appoint a Quality | PR’s risk within the that the Executive

Manager Manager who, regardless | discretion | Divisional Risk reviews situation at

of other responsibilities,
must be responsible for:
(a) ensuring that the
quality management
system is implemented
and maintained

(b) reporting to centre
management on how the
quality management
system works and how
effective it is, and

(c) co-ordinating
awareness of centre
users’ needs and
requirements. (Guidance
Note 23.4)

register until the
recruitment process
is complete. Interim
support is being
supplied on a limited
basis whilst this
issue is being
resolved.

the next inspection.
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Additional Information from the Person Responsible
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