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Renewal Inspection Report
Date of Inspection: 11 August 2010
Length of inspection: 16 hours
Inspectors:
Angela Sutherland
Paula Nolan
Sara Parlett
Chris Hall
Emer O’Toole
Inspection details:
The report covers the pre-inspection analysis, the visit and information received about the
centre between 05 August 2009 and 22 October 2010.
Date of Executive Licensing Panel: 20 October 2010.
Purpose of the Inspection report
The purpose of the inspection is to assess that 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 renewal 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 centre’s licence renewal application.
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Centre details
Centre Name

The Agora Gynaecology and Fertility Centre

Centre Number

0254

Licence Number

L0254/3/c

Centre Address

Telephone Number

Ellen Street
Brighton and Hove
BN3 3LN
United Kingdom
01273 229410

Person Responsible

Dr Carole Gilling-Smith

Licence Holder

Dr Hossam Abdalla

Date Licence Issued

05 July 2007

Licence expiry date

31 January 2011

Additional conditions
applied to this licence

Nil
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Report to Executive Licensing Panel
Brief description of the centre and its licensing history:
The Agora Gynaecology & Fertility Centre treats both self funded and NHS patients. The
centre has an NHS contract with Brighton Primary Care Trust for follicle tracking and IUI
and IVF/ICSI cycles.
The centre is open 9am to 5.30pm, Monday to Friday and is also open on Saturday from
9am to 1pm.
Since the last inspection the centre has taken over the lease of the third floor west of the
Agora building in addition to the existing premises on the third floor east. This has provided
a larger meeting room for staff, a second administration office, a dedicated counselling
room and two further consulting rooms. The previous meeting room has been converted to
a second recovery bay in the existing premises to accommodate a predicted increase in
patient cycle numbers.
Since the last inspection the centre has commenced an egg sharing scheme and have
provided two cycles with one resulting pregnancy. Plans are in place to commence sperm
donor recruitment in the autumn.
The Person Responsible (PR) has been in post since February 2007 and is registered with
the General Medical Council (GMC) on the Obstetric and Gynaecology specialist register.
This centre has never had any additional conditions imposed on the licence.
Activities of the Centre:
Type of treatment
Egg donor only
Donor insemination
Fresh IVF
Frozen IVF
Fresh ICSI
Frozen ICSI

Number of treatment cycles for
the period 01.04.09 and 01.04.10
2
42
61
0
95
0

The centre did not submit any IUI data for this period.
Other licensable activities
Storage of eggs
Storage of sperm
Storage of embryos

Yes
Yes
Yes

Research

No
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*These data were extracted from the HFEA register for the period 2009 - 2010. 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.
Summary for licensing decision:
In considering overall compliance, the Inspectorate considers that there is 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 PR is suitable.
The premises are suitable.
The practices are suitable.
The centre has submitted appropriately completed documentation in application for
renewal of their licence.
The centre has submitted an application fee to the HFEA in accordance with
requirements.

Recommendation to the Executive Licensing Panel:
The Inspection team considers that, overall there is sufficient information available to
recommend the renewal of this centre’s licence for a period of four years without additional
conditions. This recommendation is based on the fact no critical non compliances were
found at inspection and none of the major and “other” non compliances represent a direct
risk to safety of patients, gametes or embryos.
The Inspection team also recommends that the Executive Licensing Panel requires that the
PR complies with the following recommendations within the prescribed timeframes set out
in the inspection report:
•

The PR should ensure that all egg and sperm donors, including those related to
imported samples are screened in compliance with T52. An audit of donor
screening should be conducted and the results provided to the HFEA.
Post inspection the PR has confirmed that confirmation of screening will be requested
with imported samples and a screening audit is underway.
•

The PR should ensure that all critical processing procedures (including changes) are
validated as required by T72.
A plan to achieve validation of all critical processes has been submitted.
•

The PR should ensure that all critical equipment at the centre is validated as
required by T24.
A plan to achieve validation of all critical equipment has been submitted.
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•

The PR should consider reviewing the centre’s Transport standard operating
procedure to include the date and time of shipment and that samples are labelled
with these details in every instance as required by T107.
Post inspection the PR has confirmed that the appropriate standard operating
procedure has been updated as recommended.
•

The PR must ensure that diagnostic laboratory tests, including semen analysis, are
carried out in a laboratory which has suitable accreditation.
A plan for achieving CPA accreditation has been submitted.

•

It is recommended that the processes undertaken to submit treatment data to the
Authority should be reviewed and revised accordingly to ensure compliance with the
reporting periods stipulated within Direction 0005 are achieved.
A plan for achieving improved reporting to the HFEA has been submitted.
•

The PR should ensure that the centre’s internal programme includes all audits
required by the HFEA Code of Practice and that all audits carried out at the centre
contain such detail and methodology as to enable continual improvement as
recommended by T36 and G23.19.
A plan for achieving a full audit programme that includes all HFEA required audits has
been submitted.
•

The PR should review the centre’s quality indicators to ensure that all of those
required by T35 are included and in use.
Post inspection the PR has confirmed that all HFEA required quality indicators will be
integrated into the centre’s programme when it is reviewed in January.
•

The PR should review the centre’s standard operating procedures to ensure that all
of those required by T33(b) are included and in use and are reviewed annually as
specified by the centre’s quality manual.
Post inspection the PR has provided a commitment to review standard operating
procedures at intervals specified by the centre’s quality manual.
•

The PR should review whether there are any barriers to the prompt payment of
HFEA fees and take steps to ensure they are paid within 28 days in compliance with
T9(d) and CH (10) 02.
Post inspection the PR has provided a commitment to pay HFEA invoices on time.
•

The PR should ensure that all staff complete assessments of their key competencies
at a regularity specified by the centre’s quality manual as required by (T15 and
G2.1).
Post inspection the PR has provided a commitment that all staff competencies will be
assessed annually.
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•

The PR should consider a review of the centre’s Incident Reporting standard
operating procedure to include notification to the HFEA of less serious incidents and
near misses as required by HFEA Direction 0011.
Post inspection the PR has provided a commitment to report less serious incidents and
near misses to the HFEA.
•

The PR should consider implementing the provision of costed treatment plans to all
patients that meet the recommendations in G4.3.
Post inspection the PR has provided a commitment that the centre’s costed treatment
plans will be personalised and a copy kept in the patient records.
•

It is recommended that the PR develops and implements a standard operating
procedure specific to Legal Parenthood in order that the requirements of Code of
Practice guidance note six are met in all cases.
Post inspection the PR has provided a commitment that a legal parenthood standard
operating procedure will be implemented before November 2010.
•

The PR should ensure that the third party agreement with the company through
which the centre imports sperm from Denmark includes the requirements of HFEA
Direction 0006 in order that she can be assured that import requirements are met in
every instance.
Post inspection the PR has confirmed that she has contacted the sperm bank in question
in order to update the third party agreement.
•

The PR should ensure that all critical equipment is appropriately monitored as
required by T24.
Post inspection the PR has provided a commitment that ll critical equipment will be
properly monitored, maintained and calibrated.
•

The PR should ensure that all witnessing records kept in patients’ medical records
include the name and status of the person performing the activity and the person
witnessing the procedure as required by T71.
Post inspection the PR has confirmed that the witnessing process has been amended to
include the name and status of all witnesses.

Details of Inspection findings

1.

Risk to patients and children born as a result of treatment services

Focus
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•

The risks of fertility treatment to the health of patients and children born as
a result of treatment.

•

Welfare of the Child – all assisted conception processes should only be
conducted in a manner that takes into account the welfare of any child that may be
born as a result of treatment services.

•

Ensuring patients receive treatment using the correct gametes or embryos
–patients should have confidence that the gametes or embryos used in their treatment
are either their genetic gametes or embryos created with their gametes (or in the case
of donor gametes that the gametes used are from the correct donor).

•

Ensuring donor gametes are only used where appropriate screening has
taken place – the health of patients and children, born as a result of treatment
services, could be at risk if gametes from unscreened donors are used in the provision
of treatment services.

•

Inspection theme 2010 - 2012 – the focus of inspection for 2010 – 2012 should
include the following areas:

•
•

•
•

Witnessing
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:
Staff (guidance note 2)
Inter-laboratory comparisons (Quality Management (guidance note 23))

►

Take account of the welfare of any child who may be born as a result of the licensed
treatment provided by the centre, and of any other child who may be affected by that birth
(Principle 4).
What the centre does well.
Welfare of the Child (Guidance note 8):
During the inspection five sets of patient records were audited and appropriate Welfare of
the Child documentation found in all.
Discussion during the inspection confirmed that before any woman is provided with
treatment services at the centre consideration is given to the welfare of the child born as a
result, in compliance with T56. A process exists whereby any staff member can raise
concern regarding existing children or children yet to be conceived (including
anonymously) which are then discussed in a multidisciplinary review meeting.

What they could do better.
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►

Conduct all licensed activities with skill and care and in an appropriate environment,
in line with good clinical practice, to ensure optimum outcomes and minimum risk for
patients, donors and offspring (Principle 7).
What the centre does well:
Donor recruitment, assessment and screening (guidance note 11):
The PR reported during the inspection that plans are in place to commence a sperm donor
recruitment programme in late 2010. Currently all sperm donor cycles use imported or
“known” donor sperm.
The inspection team examined five sets of patient records which confirmed that all donors
had been selected on the basis of their age and each file included a documented health
and medical history in compliance with T52(a).
The laboratory in which the tests are carried out is Clinical Pathology Accreditation (CPA)
accredited as required by T53(a).
Donor and patient information was provided to the inspection team that included
information specific to egg donation, egg sharing and sperm donation. This information
was found to be comprehensive, up to date and patient specific.
Egg sharing arrangements (guidance note 12):
Since the last inspection the centre has commenced an egg sharing programme and has
carried out two cycles resulting in one pregnancy. An audit of the relevant patient
information confirmed that egg sharers and recipients receive appropriate information
before treatment.
Payment for donors (guidance note 13):
The centre has established a donor payment log but the PR reported that to date no egg
sharers, egg donors or sperm donors have applied for reimbursement of costs (S.129 (e)
of the Human Fertilisation and Embryology Act 1990 (as amended)).
Quality Management (guidance note 23):
The centre has a well established quality management system that is available
electronically to all staff. It includes a quality manual, quality policy and an annual review
programme that confirmed compliance with T32 and T33.
The Quality Manager demonstrated hard copy and electronic standard operating
procedures for both clinical and scientific procedures that were found to be concise,
thorough and up to date. Each documented procedure observed at the time of inspection
was seen to be in date, document controlled either annually or bi-annually and authorised
(T34).
The centre takes part in the NEQAS inter-laboratory comparison scheme in compliance
with G23.23. The laboratory manager provided an example of how the centre had
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improved practice in response to NEQAS results when they changed sperm counting
devices after comparisons showed that counts were lower than the reported national
average.
The Quality Manager described a robust patient feedback programme that included
specialised questionnaires for NHS patients, male patients and acupuncture recipients.
Evidence was provided that changes have been made in response to patient feedback
including the removal of a toilet and alteration to the lighting in the sperm production room.

What they could do better.
Donor recruitment, assessment and screening (guidance note 11):
During the inspection one egg and five sperm donor files were assessed to confirm they
contained evidence of appropriate donor screening. In one instance there was no
evidence of chlamydia and gonorrhoea testing as required by T52. In four instances of
imported sperm, records indicated that sexually transmitted disease (STD) screening had
been conducted, but there was no evidence of actual results or which tests had been
conducted meaning the PR could not be assured that the requirements of T52 had been
met in every instance.
Quality Management (guidance note 23):
The Quality Manager provided a list of all quality indicators currently in use at the centre.
While these appeared to be realistic, measurable and included a level to trigger review of
key activities they did not include all of those required by the HFEA Code of Practice.
During the inspection two audits provided by the Quality Manager were reviewed by the
inspection team. Both the Multiple Birth Rate and Medical Records audits lacked the detail
and methodology required to provide meaningful information and enable continuous
improvement. For example, the Medical Records audit did not specify how many patient
files were reviewed, what specific documentation was audited and what the results were
and the Multiple Birth audit did not include an audit timeframe or exact result.
The Quality Manager provided a summary of the centre’s audit schedule but it did not
include all of the audits of HFEA licensed activity required by T36.
While the standard operating procedures provided before and during the inspection were of
a high standard the centre does not have all of those required by T33(b), these included;
withdrawal of consent; legal parenthood and air quality monitoring. Further, of those
sampled several had not been reviewed annually as specified by the centre’s quality
manual.
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►

Ensure that all premises, equipment, processes and procedures used in the conduct
of licensed activities are safe, secure and suitable for the purpose (Principle 8).
What the centre does well.
Third party agreements (guidance note 24):
A full list of the centre’s third party agreements was provided during the inspection
(T111/T115). Five were audited and found to be compliant with the requirements of T114
and all contained a date for both parties to review the agreement.
What they could do better.

►

Ensure that all staff engaged in licensed activity are competent and recruited in
sufficient numbers to guarantee safe clinical and laboratory practice (Principle 9).
What the centre does well.
Person responsible (guidance note 1):
The PR at the centre is a consultant Obstetrician and Gynaecologist and has been in post
since 2007. She has completed the HFEA PR Entry Programme, is appropriately qualified
and experienced to fulfil her role and was found at inspection to have discharged her duties
and responsibilities as required by T9, with the exceptions of HFEA Directions 0011 and
0005 which are detailed in the body of the report.
Staff (guidance note 2):
The centre has a nominated registered medical practitioner (T16) and, through the self
assessment questionnaire, the PR has expressed confidence that all staff are of such
character as to be suitable persons to carry out the activities on the licence as required by
S.17(1)(a) of the HFE Act 1990 (as amended).
The PR reported that a new consultant is due to start at the centre, which will provide more
time for her managerial responsibilities. She is currently considering recruiting one further
nurse (or alternatively a sonographer or trainee) but in general is confident that staffing
levels at the centre are adequate. Both junior and senior nursing and laboratory staff
confirmed that their current work loads are manageable.
Evidence provided during the inspection confirmed that all staff undergo a thorough
induction programme and records had been kept of ongoing education and professional
development as required by T15.
What they could do better.
Person responsible (guidance note 1):
The centre is taking on average 43 days to pay fees.
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Staff (guidance note 2):
The centre’s quality manual specifies that key competencies for all staff should be
assessed and reviewed annually. Evidence provided during the inspection confirmed a
very thorough programme of key competence assessment for junior laboratory and nursing
staff but they had not been assessed annually and it did not include senior staff (T15 and
G2.1). The PR stated that she is aware of the need to include senior staff in this
programme and is currently considering ways that this could be achieved.

►

Report all adverse incidents (including serious adverse events and reactions) to the
HFEA, investigate all complaints properly, and share lessons learned appropriately
(Principle 11).
What the centre does well.
Adverse incidents (guidance note 27):
The centre’s adverse incident log was provided during the inspection. It contained
evidence of a thorough multidisciplinary response to incidents including review of relevant
procedures to minimise the risk of recurrence as recommended by G27.5.
Complaints (guidance note 28):
A comprehensive Complaints Management standard operating procedure was provided
during the inspection. A complaints log was seen to be held as recommended by G28.7
and evidence was provided that the standard operating procedure had been adhered to in
every instance including parameters guiding the resolution of complaints.
What they could do better.
Adverse incidents (guidance note 27):
The Centre’s incident log was matched against HFEA records during the inspection. It was
found that while all serious adverse incidents had been reported to the HFEA in
compliance with T120, four less serious incidents had not been reported as required by
HFEA Direction 0011.

2.

Patient Experience

Focus
•

Ensuring patients and donors are treated fairly and that any treatment is
conducted in suitable premises by trained competent staff – treatment should
only be carried out in licensed premises and staff must been trained and competent to
perform their jobs. All patients and donors should be treated fairly and without
discrimination.
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•

Guaranteeing patients, donors and partners’ independent decision making – this
should be done through the careful giving of appropriate and accurate information and
the offering of counselling, and the subsequent taking and recording of effective
consents.

•

Outcome data – variation in quality of practice and subsequent treatment results.

•

Inspection theme 2010 - 2012 – the focus of inspection for 2010 – 2012 should
include the following areas:
•
•

Information about the cost of treatment (costed treatment plans)
Legal parenthood

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.

•

•
•

Consent (guidance note 4)
Legal Parenthood (guidance note 6)

►

Treat prospective and current patients and donors fairly, and ensure that all licensed
activities are conducted in a non-discriminatory way (Principle 1).
What the centre does well.
Treating people fairly (guidance note 29):
The centre has developed and implemented eligibility criteria for treatment based on clinical
and scientific standards and professional guidance and it was noted that treatment is
provided to a diverse patient group. Evidence was provided at the inspection that all
patients and donors are provided with treatment carried out on suitable licensed premises
by staff trained and the PR provided assurance that she is satisfied that all staff are
competent to perform their designated tasks.
What they could do better.
Treating people fairly (guidance note 29):
The centre treats a diverse patient group and while the inspection team was satisfied that
treatment is provided in a non-discrimatory way, not all staff interviewed understood their
rights to conscientiously object as defined by S.38 of the HFE Act 1990 (as amended).

►

Have respect for the privacy, confidentiality, dignity, comfort and well being of
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prospective and current patients and donors (Principle 2).
What the centre does well.
Counselling (guidance note 3):
The counsellor was not available for this inspection and his personnel file was not on site.
However, the PR confirmed that she is satisfied that he is suitably qualified. At the last
inspection he reported that he is a member of the UK Council for Psychotherapy and was
at that time working towards BICA accreditation.
Counselling is offered to all patients at the centre. The service has been audited and a
break down of the types of counselling offered was provided during the inspection.
Counselling information is displayed in the patient waiting area and various relevant
standard operating procedures provided by the PR included the requirement to offer
counselling as required by schedule 3 of the HFE Act 1990 (as amended).
The counsellor currently provides sessions from facilities separate from the centre, but a
room is available on premises if required. Since the last inspection the PR has visited the
offsite counselling rooms and reported that she is satisfied that they are fit for purpose,
including the storage of patient records.
Confidentiality and privacy (guidance note 30):
A tour of the centre satisfied the inspection team that treatment is provided to patients and
donors in premises that provide for their privacy, dignity and comfort. This included the
men’s production room, the counselling room and procedure rooms.
Patient records are stored appropriately within cabinets that are secured after hours in an
office that is locked when no staff are present.
The self assessment questionnaire confirmed that the centre has a standard operating
procedure in place that covers all aspects of data control, traceability and confidentiality as
required by T44. Evidence was provided that staff receive training regarding confidentiality
and sign a confidentiality agreement that includes the requirements of S.33 of the HFE Act
1990 (as amended).
All patients at the centre are identified using photographic identification.
What they could do better.
The PR discusses satisfaction with the counselling service personally with each patient at a
subsequent appointment but the centre does not currently have a quality indicator related
to counselling and has not audited practice against counselling standard operating
procedures as discussed in guidance note 23 (quality management) above.

►

Give prospective and current patients and donors sufficient, accessible and up-to-date
information to enable them to make informed decisions (Principle 5).
What the centre does well.
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Information to be provided prior to consent (guidance note 4):
The centre submitted all patient information leaflets prior to the inspection. A sample of
these were audited (Consent to the Use and Storage of Gametes and Embryos; Donor
Assisted Conception; Storage of gametes and Embryos and Egg Sharing) and found to be
compliant with the requirements of HFEA Code of Practice.
During the tour of the centre it was noted that the HFEA licence was on display (T5) and
information regarding counselling, complaints and support groups was readily available.
What they could do better.
Costed treatment plans (guidance note 4):
While the centre provides some information to patients regarding the cost of their treatment
before it commences, this was not considered by the inspection team to contain enough
detail. A general price list is provided but this is not personalised and does not include any
possible changes that may occur to the treatment plan and effect it’s cost.

►

Ensure that patients and donors have provided all relevant consents before carrying
out any licensed activity (Principle 6).
What the centre does well.
Consent to treatment, storage, donation and disclosure of information (guidance
note 5):
The centre has a standard operating procedure to guide staff through the consent process
and individual requirements of treatment options were seen to be built into treatment
specific standard operating procedures in compliance with T33 and T57.
To confirm evidence that appropriate consent was obtained for treatment, use, storage, and
donation of gametes, eight randomly selected patient files were reviewed. Appropriate
treatment, storage, use and donation consents were found on all files reviewed. This
included disclosure of information to researchers. (Schedule 3 of the HFE Act 1990 (as
amended)).
The centre currently has written effective consent for the storage of all cryopreserved
samples as required by schedule three of the HFE Act 1990 (as amended).
Legal parenthood (guidance note 6):
The PR confirmed that all staff have received training in the new parenthood provisions and
evidence was seen that this is included as a key staff competence.
What they could do better.
Legal parenthood (guidance note 6):
While the basic requirements of the new Legal Parenthood provisions were seen to be
covered in the centre’s Completion of HFEA Forms standard operating procedure it did not
contain enough detail to reflect the potential complexity of some scenarios.
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Live Birth Rates
Relative success rates held on the HFEA register from the period 01 January 2007 to 31
December 2009 show that the Centre’s success rates are in line with national averages.
Multiple Births
Evidence of how the centre improves its live birth rates and reduces the number of
multiple births.
Multiple births (guidance note 7):
The centre has a Multiple Birth Minimisation Strategy that has been submitted to the HFEA
and its content found to be compliant with Direction 0003.
The centre maintains a log of instances where eligible patients have not opted for a single
embryo transfer and a three embryo transfer log in compliance with HFEA Direction 0003.
This was reviewed during the inspection and it was found that all three embryo transfers
had taken place in women over 40 years of age.
During the inspection, a two embryo transfer was observed by the scientific inspector and it
was noted that both the patient and her partner were advised of the risks of twin pregnancy.
HFEA data for the period 01 February 2009 to 01 February 2010 identified a multiple birth
rate of the centre of 18.8% (NB: this time period will include some ongoing pregnancies).
What the centre could do better.

3.

Protection of embryos

Focus
•

Safe procurement, processing, storage, application and disposal of gametes
and embryos – gametes and embryos must only be procured, processed, used,
stored and disposed off in accordance with the law.

•

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:
•

Air Quality (Premises and Equipment (guidance note 25))
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►

Have respect for the special status of the embryo when conducting
licensed activities (Principle 3).
What the centre does well.
Procuring, processing and transporting gametes and embryos (guidance note 15):
The centre has several standard operating procedures guiding critical procurement,
processing and transport procedures including Witnessing, Transport, Sperm Preparation
for IVF and ICSI and Embryo Slow Freezing, in compliance with T33(b).
Laboratory quality indicators were provided in the form of IVF and ICSI clinical pregnancy
rates, failed fertilisation rates and ICSI damage rates. Key aspects of procurement and
processing procedures are included in the audit programme and the laboratory manager
confirmed that these indicators are audited on a quarterly basis as required by T36.
Storage of gametes and embryos (guidance note 17):
The centre is licensed to store sperm, eggs and embryos. During the inspection it was
confirmed that all dewers are alarmed and secure as required by T24. Separate dewars for
unscreened samples and HIV washed sperm were observed in compliance with T50(b) and
the centre has a dry shipper and a spare back up dewar.
During the inspection an up to date dewar audit was seen (T36), the only errors noted were
minor administrative discrepancies and a donor audit has been carried out as requested in
the recent HFEA donor registration alert. An effective “bring forward” system was seen to
be in use.
Staff interviewed during the inspection were aware of the “cooling off period” requirements
and guidance was seen to be included in the centre’s Discarding Embryos standard
operating procedure including the requirement to notify the partner of the patient
withdrawing their consent.
What they could do better.
Procuring, processing and transporting gametes and embryos (guidance note 15):
While the laboratory manager reported that he has reviewed all of the appropriate standard
operating procedures there is no documented evidence of process validation at the centre
as required by T72.
The requirement to include the date and time of shipment of samples for transport (T107) is
not included in the relevant standard operating procedure and the laboratory manager
confirmed that these details are not included on the labels.

►

Ensure that all premises, equipment, processes and procedures used in the conduct
of licensed activities are safe, secure and suitable for the purpose (Principle 8).
What the centre does well:
Imports and exports (guidance note 16):
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From 01 August 2009 to 31 July 2010 the centre has carried out 22 sperm imports (all from
Denmark) but has not imported any eggs or embryos from outside of the United Kingdom.
There is a third party agreement in place with the company who supplied all of the samples.
Witnessing (guidance note 18):
Since the last inspection the centre has commissioned an electronic witnessing system and
the scientific inspector saw evidence that all staff have been trained to use it competently
(T71). The system has been fully validated and risk assessed (G18.3 and G18.3.1).
Three sets of patient records were randomly audited during the inspection and no
discrepancies were found. All manual witnessing steps had been signed by two staff
members and the date and time included. A hard copy of the electronic witnessing steps is
printed out and kept in the patient records.
Traceability (guidance note 19):
The self assessment questionnaire submitted prior to the inspection confirmed
that all gametes and embryos are traceable from procurement to treatment or disposal as
required by T99. Currently the centre is running a paper based traceability system
concurrently with the new electronic system but they will move solely to the electronic
system once it has been fully trialled.
The scientific inspector spot checked two types of media in use against the paper records
and found no discrepancies.
ICSI (guidance note 21):
The self assessment questionnaire states that the centre has an ICSI standard operating
procedure (T33(b)) and quality indicators exist that monitor ICSI performance through
clinical pregnancy and damage rates (T35).
Evidence that all relevant staff had received ICSI training was provided in compliance with
T15(a).
Premises and facilities (guidance note 25):
Information provided by the PR and centre staff and a tour of the centre confirmed that
licensed activities take place on premises that are fit for their intended purpose.
Evidence was provided that the background and critical working areas at the centre are
compliant with the air quality requirements of T20. The most recent test results were from
May 2010 and are repeated on a six monthly basis.
Equipment and materials (guidance note 26):
During the inspection a log was provided showing that all critical laboratory equipment had
been serviced in compliance with T25 and service reports for the hood and incubators were
sampled and seen to be in date. A log was provided that indicated that all critical equipment
is serviced annually (with the exception of the electronic witnessing /traceability system
which is serviced six monthly).
What they could do better.
Imports and exports (guidance note 16):

21

The centre has a third party agreement with the company that have supplied all of their
imported sperm in the past year and while the PR provided assurance that she is satisfied
that all of the requirements of HFEA Direction 0006 are met this is not built into the third
party agreement.
Witnessing (guidance note 18):
While audit of three sets of patient records during the inspection confirmed that all process
steps are appropriately witnessed with dates and times, where manual witnessing steps are
required, staff were found to be initialling steps only and were not including their full name
and designation as required by T71.
Traceability (guidance note 19):
The centre has a traceability standard operating procedure as required by T87 but practice
has not been audited against this and the centre does not have quality indicators for
traceability as discussed in guidance note 23 (quality management) above.
Premises and facilities (guidance note 25):
The centre is providing diagnostic semen analysis in a laboratory that does not have CPA
(or equivalent) accreditation as required by T21.
Equipment and materials (guidance note 26):
With the exception of the electronic witnessing/traceability system, critical equipment at the
centre has not been validated as required by T24. Discussion with the laboratory manager
confirmed that he is intending to implement the Association of Clinical Embryology
templates and has identified which equipment will require validation.
Not all critical equipment is the subject of appropriate monitoring as required by T24.
Incubators are not alarmed and are not independently monitored and the centre’s dry
shipper and tube warmer are not monitored. While the temperature of laboratory
refrigerators is measured using a thermometer this is not calibrated to national standards.

4.

Good governance and record keeping

Focus
•

Where gametes or embryos are used complete and accurate information should
be recorded and reported to the HFEA in a timely manner – incomplete and / or
inaccurate information may lead to the wrong information being provided to offspring
and / or researchers.

•

Ensuring gametes and embryos are only stored in accordance with effective
consent and within the statutory timeframe.

•

Ensuring identifying information is only disclosed in accordance with consent.

•

Inspection theme 2010 - 2012 – for this period, this should include the following:

22

•
•
•

Patient consent to the disclosure of information held on the HFEA register, for
use in research.
Consent issues in relation to the storage of embryos (including cooling off
period).

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.

►

Maintain accurate records and information about all licensed activities (Principle 10)..
What the centre does well.
Record keeping and document control (guidance note 31):
All patient records sampled during the inspection were seen to be well organised and in
good order, with appropriate document control.
What they could do better.
Licensed Treatment Reporting
To determine whether all licensed treatments are reported to the Authority as required by
Direction 0005, a sample of licensed treatments undertaken by the centre between 01 July
2009 and 30 June 2010 was reviewed. The sample was drawn from reports generated by
the Centre’s ACU system and was reviewed against an extract of the Authority’s statutory
register.
A sample of 159 treatments made up of 125 IVF and 34 DI, was taken. One (circa 1%) of
the IVF treatments and 3 (circa 9%) of DI treatments in the audit sample were found to be
unreported at the time of inspection.
Of the 155 cycles in the audit sample that had been reported to the HFEA during this
period,70% of the treatments were reported late; non compliant with the requirements of
HFEA Direction 0005..
Analysis of the reporting periods by treatment type identified that no DI cycles within the
audit sample were reported within five working days and the corresponding figure for IVF
cycles is only 37%.

►

Conduct all licensed activities with regard for the regulatory framework governing
treatment and research involving gametes or embryos within the UK, including:
maintaining up-to-date awareness and understanding of legal obligations responding
promptly to requests for information and documents from the HFEA, co-operating fully with
inspections and investigations by the HFEA or other agencies responsible for law
enforcement or regulation of healthcare (Principle 13).
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What the centre does well.
The centre provided all of the information as required by the application process prior to
inspection. All members of staff were open and cooperative and any additional information
required was provided without difficulty.
What they could do better.
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5.

Changes / improvements since the last inspection on 05 August 2009

Breach
The PR has not completed
unit two of the Person
Responsible Entry
Programme (PREP).

Action required
The PR should complete the PREP in
compliance with Standard .4.1.5 (Code of
Practice 7th Edition).

Time scale
Before LC
on 03.12.09

The centre does not
participate in inter-centre or
inter-laboratory
comparisons. This was
mentioned in the
previous inspection
report.

To comply with Standard 9.2.6 (Code of Practice Within six
7th Edition) the PR shall arrange for the centre to months.
participate in inter-centre comparisons such as
those organised by professional bodies and
inter-laboratory comparisons (e.g. external
Quality assessment schemes) and by other
external bodies. The results of these
comparisons should be evaluated and
documented and relevant findings be used to
improve the service.

The centre is now taking part in the
NEQAS inter-laboratory comparison
programme.

The centre could not
provide evidence of the
grade of air quality in the
areas where gametes and
embryos are processed.

To comply with Licence Condition A.10.19 and
G.9.4.3. to G.9.4.7. The PR should ensure that
the processing of gametes and embryos while
exposed to the environment must take place in
an environment with specified air quality and
cleanliness in order to minimise the risk of
contamination, including cross contamination
between donations. To achieve this, such
gametes and embryos must be processed in an
environment of at least Grade C air quality, with
a background environment of at least Grade D
air quality as defined in the current European
Guide to Good Manufacturing Practice (GMP)
Annex 1 and Directive 2003/94/EC. The
effectiveness of these measures must be

The centre is now monitoring air
quality on a six monthly basis and
most recent results from May 2010
indicated results compliant with T20
of the 8th HFEA Code of Practice.

Immediately.

Findings on 11 August 2010
The PR has completed the 8th HFEA
PR Entry Programme.
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annotated and monitored.
Non-Compliance
Area for improvement
The centre needs to ensure
that the air quality is
regularly monitored.

Action required
Time scale Findings at current inspection
Immediately. As above.
The PR is reminded to consider the following
guidance for the procurement, processing,
storage and handling of gametes and embryos.
Wherever practical, the centre should carry out
procedures involving the processing of gametes
or embryos in an environment with air quality of
at least Grade C in the critical work area. The
centre should strive to maintain a background
environment of Grade D air quality in laboratories
in which gametes or embryos are processed.
(Code of Practice G.9.4.3)
Where the environmental air quality has dropped
below Grade D in the course of a procedure
involving the manipulation of gametes or
embryos, those gametes or embryos should only
be used in treatment if the centre can assure
itself that no additional risk to the woman to
be treated or to any resulting child is entailed as
a result. (Code of Practice G.9.4.5)
Air quality monitoring should be used as a
routine measure of quality assurance (for
example, through particle counts or the use of
settle plates, keeping a record of any cultures
observed).
(Code of Practice G.9.4.6)
Air quality monitoring should be used as a

26
routine measure of quality assurance (for
example, through particle counts or the use of
settle plates, keeping a record of any cultures
observed). G.9.4.6. The air quality validation
process should include documentation of culture
conditions, temperature mapping and use of
control charts to predict effects of any change in
procedures. (Code of Practice G.9.4.7)
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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 required
are given, as well as the timescales in which these improvements should be carried out.

►

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.

Area of
practice

►

Reference

Action required

Timescale PR Response
for action

Executive Review

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.

25

28
Area of practice
Donor recruitment,
assessment and
screening (guidance
note 11):
During the inspection
one egg and five
sperm donor files were
assessed to confirm
they contained
evidence of
appropriate donor
screening. In one
instance there was no
evidence of chlamydia
and gonorrhoea
testing as required by
T52. In four instances
of imported sperm,
records indicated that
sexually transmitted
disease (STD)
screening had been
conducted, but there
was no evidence of
actual results or which
tests had been
conducted meaning
the PR could not be
assured that the
requirements of T52
had been met in every
instance.

Action required

Timescale for
action

PR Response

Executive Review

The PR should ensure
that all egg and sperm
donors, including those
related to imported
samples are screened in
compliance with T52.

Immediate and
ongoing.

The Executive is satisfied
with this response.

An audit of donor
screening should be
conducted and the
results provided to the
HFEA.

By 11 November
2010.

The European Sperm Bank
states that all donor sperm
has been screened for
STD’s however we will
contact them to request
evidence of the actual
results to support the
statement
An audit is already underway
to confirm donor
screening
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29
Area of practice

Procuring,
processing and
transporting gametes
and embryos
(guidance note 15):
While the laboratory
manager reported that
he has reviewed all of
the appropriate
standard operating
procedures there is no
documented evidence
of process validation at
the centre as required
by T72.
Equipment and
materials (guidance
note 26):
With the exception of
the electronic
witnessing/traceability
system, critical
equipment at the
centre has not been
validated as required
by T24.

Action required

Timescale for
action

PR Response

Executive Review

Action is continuing to
ensure all critical processing
procedures (including
changes) are validated.

The Executive is satisfied
with this response.

By the time of the
next inspection.
The PR should ensure
that all critical processing
procedures (including
changes) are validated.

The PR should ensure
that all critical equipment
at the centre is validated.

Before ELP on
22 October 2010
the PR should
submit a plan for
achieving
process and
equipment
validation and
submit quarterly
reports detailing
progress until
validation is
completed.

Validation checks will
continue for all critical
equipment

A plan will be submitted for
achieving process and
validation. Quarterly
progress reports will be
submitted as requested
By 11 November
27

The centre has submitted
a plan which does not
include timeframes but
does include all of the
necessary steps and a
commitment to provide
reports to the HFEA on a
quarterly basis until the
programme is finished.
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Area of practice
Procuring,
processing and
transporting gametes
and embryos
(guidance note 15):
The requirement to
include the date and
time of shipment of
samples for transport
(T107) is not included
in the relevant
standard operating
procedure and the
laboratory manager
confirmed that these
details are not
included on the labels
Premises and
facilities (guidance
note 25):
The centre is providing
semen analysis in a
laboratory that does
not have CPA (or
equivalent)
accreditation as
required by T21.

Action required

The PR should consider
review of the centre’s
Transport standard
operating procedure to
include the date and time
of shipment and samples
should be labelled with
these details in every
instance as required by
T107.

The PR must ensure that
diagnostic laboratory
tests, including semen
analysis, are carried out
in a laboratory which has
suitable accreditation.

Timescale for
action
2010

PR Response

The SOP for shipment of
frozen samples has been
amended to include the
labelling of the date and time
of shipment in every
instance

Executive Review

No further action
required.

By the time of the
next inspection.
Before ELP on
22 October 2010
the PR should
submit a plan for
achieving
laboratory
accreditation.

By the time of the
next inspection.
Before ELP on
28

The Executive is satisfied
with this response.
The centre has provided
a plan for achieving
accreditation that
includes all necessary
Progress is underway to
steps but does not
seek CPA accreditation for
the andrology service. A plan include timeframes.
will be submitted for
The Executive is satisfied
achieving this accreditation
with this response.
The centre has provided
a plan to achieve
improvement of the
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Area of practice

Licensed Treatment
Reporting
To determine whether
all licensed treatments
are reported to the
Authority as required
by Direction 0005, a
sample of licensed
treatments undertaken
by the centre between
01 July 2009 and 30
June 2010 was
reviewed. The sample
was drawn from
reports generated by
the Centre’s ACU
system and was
reviewed against an
extract of the
Authority’s statutory
register.

Action required
It is recommended that
the processes
undertaken to submit
treatment data to the
Authority should be
reviewed and revised
accordingly to ensure
compliance with the
reporting periods
stipulated within Direction
0005 are achieved.

Timescale for
action
22 October 2010
the PR should
submit a plan for
achieving
improvement of
the quality of the
centre’s
treatment
reporting to the
HFEA.

A sample of 159
treatments made up of
125 IVF and 34 DI,
was taken. One (circa
1%) of the IVF
treatments and 3 (circa
9%) of DI treatments in
29

PR Response

Executive Review
quality of reporting to the
HFEA.

We are reviewing the way in
which treatment data is
submitted to the HFEA. A
plan will be submitted for
achieving improvement of
the quality of treatment
reporting
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Area of practice

Action required

Timescale for
action

the audit sample were
found to be unreported
at the time of
inspection.
Of the 155 cycles in
the audit sample that
had been reported to
the HFEA during this
period,70% of the
treatments were
reported late; non
compliant with the
requirements of HFEA
Direction 0005..
Analysis of the
reporting periods by
treatment type
identified that no DI
cycles within the audit
sample were reported
within five working
days and the
corresponding figure
for IVF cycles is only
37%.

30

PR Response

Executive Review
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►

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
Quality management
(guidance note 23):
During the inspection
two audits provided by
the Quality Manager
were sampled by the
inspection team. Both
the Multiple Birth Rate
and Medical Records
audits lacked the detail
and methodology
required to provide
meaningful
information. For
example the Medical
Records audit did not
specify how many
patient files were
reviewed and what
specific documentation
was audited and the
Multiple Birth Audit did
not include a
timeframe or exact
result.
The Quality Manager

Action required

Timescale for
action

The PR should ensure
that the centre’s internal
audit programme
includes all audits
required by the HFEA
Code of practice and that
all audits carried out in
the centre contain such
detail and methodology
as to enable continual
improvement as
recommended by
G23.19.

By the time of
the next
inspection.

PR Response

The medical records audit has
been repeated in August 2010
to include the number of patient
files reviewed and looks
specifically at WOC and patient
Before ELP on
consent.
22 October 2010
We will review our audit plan to
the PR should
submit a plan for ensure all audits required by
the Code of Practice contain
achieving a full
audit programme detail and methodology to
enable continual improvement.
and submit
quarterly reports A plan will be submitted for
achieving a full audit
detailing
programme and quarterly
progress until it
progress reports will be
is completed.
submitted as requested
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Executive Review

The Executive is satisfied
with this response.
The centre has submitted
an audit plan that
includes a commitment to
provide quarterly
progress reports to the
HFEA.

34
Area of practice

Action required

Timescale for
action

provided a summary of
the centre’s audit
schedule but it did not
include all of the audits
of HFEA licensed
activity required by
T36.
Quality management
(guidance note 23):
The Quality Manager
provided a list of all
Quality Indicators
currently in use at the
centre. While these
appeared to be
realistic, measurable
and included a level to
trigger review of key
activities they did not
include all of those
required by the HFEA
Code of Practice.
(T35)
Quality management
(guidance note 23):
While the standard
operating procedures
provided before and

The PR should review
the centre’s Quality
Indicators to ensure that
all of those required by
T35 are included and in
use.

PR Response

Executive Review

Quality indicators are reviewed
annually in January. We will
ensure all those required by
T35 are included and in use

The Executive is satisfied
with this response.

By 11 February
2011.

The Executive is satisfied
with this response.

The PR should review
the centre’s standard
operating procedures to
ensure that all of those

By 11 November
2010.
32

The vast majority of SOPs have
been reviewed annually with
the exception of the medical
and lab ones due to staffing
constraints. We will endeavour
to review them all on an annual
basis but if it becomes more
realistic to review them every
two years our quality manual
will be amended. All SOPs are
reviewed at the time of internal
audit and any changes would
be implemented within that time
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Area of practice

Action required

during the inspection
were of a high
standard the centre
does not have all of
those required by
T33(b), these included
withdrawal of consent,
legal parenthood and
air quality monitoring.
Further, of those
sampled several had
not been reviewed
annually as specified
by the centre’s quality
manual.

required by T33(b) are
included and in use and
are reviewed annually as
specified by the centre’s
quality manual.

Person responsible
(guidance note 1):
The centre is taking on
average 43 days to
pay fees.

Timescale for
action

PR Response
frame

Invoices will be paid within the
28 days terms and conditions.
However we would like the
HFEA to note that late payment
is in part due to the HFEA
failing to submit their invoices
on time and this should be
reviewed by the HFEA.

The PR should review
whether there are any
barriers to the prompt
payment of HFEA fees
and take steps to ensure
they are paid within 28
days in compliance with
standard licence
condition T9(d).

Executive Review

The Executive is satisfied
with this response.

The senior staff competencies
were not requested on the day
of inspection but are all
completed and on file. These
will continue to be done
annually
By 11 November
2010.
Lengthy discussion was
held during the inspection
with the PR, the
laboratory manager and
during feedback,
33

36
Area of practice

Staff (guidance note
2):
The centre’s quality
manual specifies that
key competencies for
all staff should be
assessed and
reviewed annually.
Evidence provided
during the inspection
confirmed a very
thorough programme
of key competence
assessment for junior
laboratory and nursing
staff but they had not
been assessed
annually and it did not
include senior staff
(T15 and G2.1).
Adverse incidents
(guidance note 27):
The Centre’s incident
log was matched
against centre HFEA
records during the
inspection. It was
found that while all
serious adverse

Action required

The PR should ensure
that all staff complete
assessment of their key
competencies at a
regularity specified by the
centre’s quality manual.

Timescale for
action

To be monitored
at the next
inspection.

PR Response

We will review our incident
reporting SOP to include
notification to the HFEA of less
serious incidents and near
misses

Executive Review
regarding the difficulties
associated with the
assessment of senior
staff competencies and
possible strategies for
achieving this. The
impression was given
therefore, that they had
not been completed and
evidence was not
requested.

The Executive is satisfied
with this response.

The PR should consider
review of the centre’s
incident reporting
standard operating
procedure to include
notification to the HFEA
of less serious incidents
and near misses as
required by HFEA
Direction 11.

By 11 November
2010.
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We already provide costed
treatment plans to all patients
but these will be reviewed to be
more individualised and patient
signatures obtained with copies
retained in the medical records
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Area of practice

Action required

Timescale for
action

PR Response

incidents had been
reported to the HFEA
in compliance with
T120 four less serious
incidents had not been
reported as required
by HFEA Direction
0011.
Costed treatment
plans (guidance note
4):
While the centre
provides some
information to patients
regarding the cost of
their treatment before
it commences, this
was not considered by
the inspection team to
contain enough detail.
A general price list is
provided but this is not
personalised and does
not include any
possible changes.
Legal parenthood
(guidance note 6):
While the basic
requirements of the

Executive Review

The Executive is satisfied
with this response.

The PR should consider
implementing the
provision of costed
treatment plans to all
patients that meet the
recommendations in
G4.3.

A legal parenthood SOP will be
developed prior to November
2010.

By 11 November
2010.

The Executive is satisfied
with this response.
The European Sperm bank has
been contacted to improve our
3rd party agreement to include
the HFEA direction 006

It is recommended that
the PR develops and
implements a standard
operating procedure
specific to Legal

The Executive is satisfied
with this response.
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38
Area of practice

Action required

new Legal Parenthood
provisions were seen
to be covered in the
centre’s Completion of
HFEA Forms standard
operating procedure it
did not contain enough
detail to reflect the
potential complexity of
some scenarios.

Parenthood in order that
the complex
requirements of guidance
note six are met in all
cases.

Imports and exports
(guidance note 16):
The centre has a third
party agreement with
the company that have
supplied all of their
imported sperm in the
past year and while
the PR provided
assurance that she is
satisfied that all the
requirements of HFEA
Direction 0006 are met
this is not built into the
third party agreement.

The PR should ensure
that the third party
agreement with the
company in Denmark that
provides donor sperm
includes the
requirements of HFEA
Direction 0006 in order
that she can be assured
that import requirements
are met in every
instance.

Equipment and
materials (guidance

Timescale for
action
By 11 November
2010.
By 11 November
2010.

PR Response

Executive Review

By 11 February
2011

The PR should ensure

We will ensure all critical
equipment is properly
monitored, maintained and
calibrated

The Executive is satisfied
with this response.

By 11 November
2010.
36

The witnessing records have
already been amended to
include the name and status of
the person performing the
activity and the person
witnessing the procedure

39
Area of practice

Action required

Timescale for
action

that all critical equipment
note 26):
is appropriately
Not all critical
monitored.
equipment is the
subject of appropriate
monitoring as required
by T24. Incubators are
not alarmed and are
not independently
monitored and the
centre’s dry shipper
and tube warmer are
not monitored. While
the temperature of
laboratory refrigerators
is measured using a
thermometer this is not
calibrated to national
standards.

Witnessing
(guidance note 18):
While audit of three
sets of patient records
during the inspection
confirmed that all
process steps are
appropriately
witnessed with dates

PR Response

Executive Review

The Executive is satisfied
with this response.

The PR should ensure
that all witnessing
records kept in patients’
medical records include
the name and status of
the person performing
the activity and the
person witnessing the
procedure.
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40
Area of practice

Action required

Timescale for
action

and times, in instances
where manual
witnessing is still
required staff were
found to be initially
steps only and were
not including their full
name and designation
as required by T71.
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PR Response

Executive Review
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Additional information from the Person Responsible

HFEA Inspection Report Plan 2010
Plan to achieve lab accreditation
1) Investigate options to obtain accreditation by CPA(UK)Ltd or another body accrediting to an equivalent standard.
2) Contact the chosen accrediting body to ascertain the appropriate requirements.
3) Produce a business plan to ensure all steps are actioned.
4) Put the plan into action as soon as possible.

Appendix
T21 If the centre has laboratories or contracts thirds party laboratories or practitioners to undertake the diagnosis and investigation of patients,
patients’’ partners or donors, or their gametes , embryos or any material removed from them, these laboratories must obtain accreditation by
CPA(UK)Ltd or another body accrediting to an equivalent standard. The pathology disciplines involved in diagnosis and investigation include
andrology, clinical genetics, (cytogenetic and molecular genetics) haematology, bacteriology, virology and clinical biochemistry.
Plan to achieve process & equipment validation
1) Identify all processes and critical equipment that require validation.
2) Produce a validation matrix for each department.
3) Ensure all embryology team, have read the ACE Validation Document Templates.
4) Devise SOPs to undertake the necessary validation.
5) Contact the companies supplying the equipment to enquire as to what validation documents are available (supplementary to those already in place).
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Additional information from the Person Responsible
6) Produce ‘User Requirement Specification’ documentation for all critical equipment.
7) If equipment is required to measure specific parameters, then this must be obtained.
8) Ensure monitoring is continued on a regular and frequent basis to provide validation of all processes and critical equipment.
9) Submit quarterly reports to the HFEA detailing progress until validation is completed (which will be a continuous event, as validation is a continuous
process)

Plan to achieve improvement of the quality of the centre’s treatment reporting to the HFEA
1) Identify areas where the reporting quality needs to be improved.
2) Devise a plan to ensure that all the identified areas can be improved.
3) Produce a business plan if this will require additional staff or time allocation
4) Monitor the improvements on a monthly basis.

Plan to achieve a full audit programme
1) Review which audits have previously and are currently taking place.
2) Review the present audit plan.
3) Produce an audit plan using the HFEA SAQ as a template to comply with audits required in the Code of Practice
4) Continue to undertake audits as frequently as staff levels allow
5) Submit quarterly reports to the HFEA detailing progress until the audit process is completed (which will be a continuous event, as audits take place on
continuous process).
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Additional information from the Person Responsible
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