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About the Inspection:
This inspection visit was carried out on 11th November 2008 and lasted for 7
hours.
The purpose of the inspection is to ensure that centres are providing a quality
service for patients in compliance with the HF&E Act 1990, Code of Practice and
to ensure that centres are working towards compliance with the EU Tissue and
Cells Directive 2004/23/EC. Inspections are always carried out when a licence is
due for renewal although other visits can be made in between.
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 Licence Committee who make the decision about the centre’s
licence renewal application. The report is also available to patients and the
public following the Licence Committee meeting.
At the visit the inspection team assesses the effectiveness of the centre through
five topics. These are:
How well the centre is organised
The quality of the service for patients and donors
The premises and equipment
Information provided to patients and to the HFEA
The clinical and laboratory processes and competence of staff.
An evaluation is given at the end of each topic and for the overall effectiveness
of the centre:
No Improvements Required – given to centres where there are no Code of
Practice, legal requirements or conditions that need to be imposed.
Some Improvements Required – given to centres that are generally satisfactory
but with areas that need attention. Recommendations will usually be made to
help Persons Responsible to improve the service.
Significant Improvements Required – given to centres that have considerable
scope for improvement and have unacceptable outcomes in at least one area,
causing concern sufficient to necessitate an immediate action plan or conditions
put on the Licence.
Where recommendations are made the HFEA will provide details of what needs
to be addressed but not how they should be carried out as this is the
responsibility of the Person Responsible.
The report includes a response form for the Person Responsible to complete
following the inspection.
The HFEA welcomes comments from patients and donors, past and present, on
the quality of the service received. A questionnaire for patients can be found on
the HFEA website www.hfea.gov.uk .
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Brief Description of the Centre and Person Responsible
The Herts and Essex Fertility Centre have held a full treatment and storage
licence since January 2008. Prior to this, the centre was based at Holly House
Hospital and was known as the Essex Fertility Centre. Essex Fertility Centre had
been licensed since 1992.
The centre is open seven days a week for clinical procedures and five days a
week for patient management (including consultations and ultrasound scanning).
Opening hours are Monday-Friday 8:30-17:30 and on Saturdays and Sundays
as required.
The PR has been in post since 1992 and has completed the PR entry
programme.
It should be noted that Andy Glew, quality manager and nominal licensee at this
centre, is an external advisor for the HFEA.

Activities of the Centre1 for the time period from 01/08/07 - 31/07/08
In vitro fertilisation (IVF)

303 cycles

Intracytoplasmic sperm injection (ICSI)

255 cycles

Frozen embryo transfer (FET)

112 cycles

Intra uterine insemination (IUI)
Gamete intrafallopian transfer (GIFT)
Research
Storage gametes/embryos

120 (Note: cycles provided in
the period 5 July -31December
2007.)
N/A
N/A
Yes

1

This data is supplied to the HFEA by individual clinics who are responsible for its accuracy and
for verifying it. The data published by the HFEA is a snapshot of the state of the Register at a
particular time. 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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Summary for Licence Committee
Some improvements are required in areas of organisation, quality of service,
premises and equipment, information and laboratory and clinical processes.
Improvements should be considered relating to the following aspects of the
centre’s practice:
•
•
•
•
•
•
•
•
•
•
•
•

Payment of treatment fees
Third party agreements
Evaluation and improvement of the quality management system
Document control
Validation of processes
Traceability records
Assessments of staff competency
Donor screening
Welfare of the child assessments
Adherence with British Infertility Counselling Association (BICA) good
practice guidelines
Compliance with UK Resuscitation Council Guidelines
Data returns to the HFEA Register Department

It is recommended that improvements are made in these areas within the
prescribed timeframes.
The Executive recommends continuation of the centre’s licence with no
additional conditions.

Evaluations from the inspection
Topic
No
Improvements
required
1. Organisation
2. Quality of the service
3. Premises and Equipment
4. Information
5. Laboratory and clinical
processes
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Some
Improvement
required
X
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X
X
X

Significant
Improvement
required
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Breaches of the Act, Standard Licence Conditions or Code of Practice:
The table below sets out matters which the Inspection Team considers may
constitute breaches of the Act, Standard Licence Conditions and/or the Code of
Practice, and their recommended improvement actions and timescales. The
weight to be attached to any breach of the Act, Standard Licence Conditions or
Code of Practice is a matter for the Licence Committee;Breach
The centre takes an average
of 50 days to pay treatment
fees. The HFEA payment
terms are 28 days. Payment
outside these terms is a
breach of standard licence
condition A13.3 which states
that in consideration of the
grant of the licence (or its
variation to designate the
individual named in this
licence as Person
Responsible), the Person
Responsible agrees that s/he
will pay to the Authority any
additional fee, as defined in
section 16(6) of the Act, within
28 days of the date of the
notice of such additional fee.
The inspectorate were
informed that 24 third party
agreements have been
confirmed with signed
contracts but that they are
awaiting response from
another five third party
suppliers. (CoP A.5.1 and
S.4.2.10)
A review of the quality
management system has not
yet been conducted. The
quality manager reported that
they have been in the current
premises since January and
that a review is planned for
the beginning of next year.
Code of Practice Standard
4.2.8 and 4.2.9 require that
the centre management
conduct a regular, at least
SOP Number: RIF-11-A
2008/000004891
Version: 2

Action required
The PR should review the
arrangement for payment of
invoices and ensure that there
are no barriers to the prompt
payment of invoices.

Time scale
At the centre’s
discretion.
Progress to be
monitored at
the time of the
next inspection.

The Centre should continue
efforts to establish written
agreements with all third
parties for external activities
which influence the quality
and safety of gametes and
embryos procured or
processed.

To be reviewed
at the next
Inspection.

The quality management
system should be reviewed in
accordance with Code of
Practice Standard 4.2.8 and
4.2.9

The quality
management
system to be
reviewed at
least on an
annual basis.
Progress to be
monitored at
the next
inspection.
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annual, review of the quality
management system and all
its services.
A document control system is
in place and documents
provided prior to the
inspection included evidence
that they had been subjected
to document review. However
some of the documents
contained references to
outdated editions of the HFEA
Code of Practice.
Although it was reported that
a patient questionnaire is
under development, user
feedback on the service
provided at the centre has not
yet been gathered in a
systematic manner.

The PR must ensure that the
system of document review is
effective and ensures that
documents remain ‘fit for
purpose’ (Code of Practice
Standard 5.2.5).

On or before
28th February
2008.

The PR is encouraged to
begin the process of collating
user feedback on the general
service to ensure compliance
with Code of Practice
Standard 9.2.1. This Standard
requires that as a measure of
the performance of the quality
management system, the
centre shall monitor
information relating to user
perception as to whether the
service has met their needs
and requirements. The
Standard also specifies that
the methods used to obtain
feedback should include user
surveys regarding all aspects
of the service.
Formal audits on the quality
It is recommended that the
management system have not programme of audits is
yet been conducted.
effectively implemented and
maintained, as required by
Code of Practice Standard
9.2.4 so that the PR can
determine whether the quality
management system: (a)
conforms to the planned
arrangements for assisted
conception processes, to the
requirements and
expectations of the Code of
Practice standards and to the
quality management system
requirements (including
quality indicators) established

On or before
28th February
2008.
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On or before
31st May 2009.
Progress to be
monitored at
the next
inspection.
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Critical laboratory processes
have not yet been validated.

Traceability records for key
equipment used during the
processing
of
gametes/embryos are not
retained. The Centre must
ensure that logs of equipment,
environmental monitoring and
of products coming into
contact with embryos or
gametes are maintained and
stored for the relevant time
periods,
as
outlined
in
standard licence conditions
A.3.2, A.10.30 and Code of
Practice Standard 7.3.1.
Not all members of staff have
had their competency to
perform designated tasks
assessed.
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by the centre.
It is recommended that the
PR identifies the key
processes which will need to
be validated to ensure
compliance with Licence
Conditions 11.11 and Code of
Practice Standards 7.8.3. A
programme of validation
should be developed: the
programme should take into
account the particular needs
of the unit and prioritise the
validation of those processes
considered to be most likely
to impact on the quality of the
service.
Appropriate records must be
maintained as per standard
licence conditions A. 3.2,
A.10.30 and Code of Practice
Standard 7.3.1.

The PR should ensure that
the competence of each
person to perform designated
activities is evaluated at
intervals specified in the
quality management system
and re-training undertaken
when required as per Licence
Condition 10.9 and Code of
Practice Standard S.6.2.9.
The PR should also ensure
compliance with Code of
Practice Guidance 1.3.1
which requires all nurses to
be able to provide evidence of
competency in the duties
performed either by

Progress to be
monitored at
the next
inspection.

With immediate
effect.

Progress to be
assessed at the
time of the next
inspection.
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certification of a recognised
qualification or by written
testimonial by another
suitable qualified and
competent person in that
discipline/function (e.g.
ultrasound, embryo transfer,
IUI, egg collection,etc.)
Non-Compliance
Area for improvement
Two areas of noncompliance with British
Infertility Counselling
Association (BICA) good
practice guidelines were
noted during the inspection:
Feedback from
patients attending
counselling sessions
has not been gathered
to date.
• The counsellor
reported that she has
not attended any
multidisciplinary
meetings at the centre.
•

Code of Practice G.7.3
requires that counsellors
should follow current
professional guidance on
good practice in infertility
counselling.

Donors are not routinely
screened for Neisseria
gonorrhoea. The patient
records for two egg sharers
were reviewed and both did
not include evidence of
screening for the test.

SOP Number: RIF-11-A
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Action required
That the current professional
guidance on good practice in
infertility counseling is followed.
In particular:

Time scale
Progress to
be monitored
at the next
inspection.

It is recommended that feedback
from patients attending
counselling sessions is gathered
so that the counsellor is able to
review periodically the
effectiveness, quality and
accessibility of the counselling
service, in accordance with the
British Infertility Counselling
Association (BICA) good practice
guidelines.

It is recommended that the PR
ensures the counsellor has
appropriate access to meetings
in accordance with Code of
Practice Guidance 6.2.2.g and
the BICA Guidelines for Good
Practice.
It is recommended that the PR
reviews the professional
guidelines on screening for
donors and ensures that donors
of gametes and embryos are
screened in accordance with
current professional guidance
produced by the relevant

With
immediate
effect.
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In one set of patient
records, the welfare of the
child assessment had not
been repeated despite a
child being born to the
patients since the previous
assessment (Code of
Practice Guidance 3.2.4).

professional bodies (Code of
Practice Guidance 4.9.1)2.3
It is recommended that the PR
reviews the process for
assessing welfare of the child to
ensure compliance with Code of
Practice Guidance 3.2.4.

Recommendations
Area for improvement
The centre staff could not
provide the inspectorate with
evidence that the emergency
resuscitation trolley had been
subject to daily checks in
compliance with UK
Resuscitation Council
Guidelines4.
Counselling sessions are
provided solely at the
counsellor’s home. The PR
reported that he has not seen
where patients are counselled
and was unable to tell the
inspectorate about whether or
not the premises are suitable.
The centre’s protocol for the
transport of gametes is not fully
compliant with the
recommendations of Alert 21:
Transport Hazards.
In line with the centre’s policy
for Welfare of the Child (WOC)
assessment, questionnaires
completed by each partner

Immediately

Action required
Records to be maintained of the
checks on resuscitation
equipment. This would enable
the PR to audit the checking
system as per UK Resuscitation
Council Guidelines.

Time scale
With
immediate
effect.

It is recommended that the PR
takes action to assure himself
of the suitability of the premises
for counselling sessions and to
satisfy himself that the
counselling records are
securely stored (as per Code of
Practice Standard S.6.3.5 and
Guidance.7.4.2).
The PR should review the
procedures for transport of
gametes in consideration of the
recommendations of Alert 21.

Progress to
be
monitored at
the next
inspection.

With
immediate
effect.

It is recommended that the PR
3 months.
reviews the procedures for
considering Welfare of the Child
and ensures that decisions

2
Recommendations for good practice on the screening of egg and embryo donors, British Fertility Society,(2000)
Human Fertility 3,162-165
3
British Andrology Society guidelines for the screening of semen donors for insemination (1999) Human
Reproduction 14 (7) 1823-1826
4
Cardiopulmonary Resuscitation Standards For Clinical Practice And Training, A Joint Statement from The Royal
College of Anaesthetists, The Royal College of Physicians of London,The Intensive Care Society, The
Resuscitation Council (UK), revised June 2008
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were seen in each set of
records inspected. However,
there was no documentation
within the patient records which
indicated that the content of the
questionnaire had been
reviewed by clinical staff and
whether this influenced the
decision to offer treatment to
the patients.
There are a large number of
outstanding errors in the data
submitted to the HFEA through
the electronic data interchange
(EDI) system for the period
January-November 2008.
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about provision of treatment are
fully documented as per Code
of Practice Guidance 3.5.1.

It is recommended that the PR
refers to the HFEA policy
Collection, Confirmation and
Publication of Register Data
and ensures compliance with
paragraph 4.6.7 which requires
that error reports made
available by the authority are
reviewed by their licensed
centres on a weekly basis. This
is in order to prevent a build up
of unresolved data issues,
which may affect the quality of
the data held by the Authority in
its statutory register.

To be
monitored at
the next
inspection.

Trim:
Page 12 of 33

Changes/ improvements since last inspection
Recommendations
Action Taken
Third party agreements to be completed
24 out of 29 third party
agreements completed. Five are
still outstanding.
Records control policy/procedure to be
Retention and destruction of
created regarding movement of patient files
medical records and access to
after removal from the main filing system
medical records standard
operating procedures were
submitted to the Executive.
Security policy/procedure to be created
Document provided to the
regarding the use and response to the “panic” Executive.
button in the reception area
Policies/procedures to be updated taking into Documents revised and
account the new premises. In particular; the
provided at inspection.
pathway for patient’s semen samples from
production to laboratory and air quality
monitoring
Control of Substances Hazardous to Health
Notices were observed where
(COSHH)/health and safety notices to be
required on this inspection.
displayed where required
Validation of equipment
Completed. Seen during
inspection.
A risk assessment of activity levels
Completed. Seen during
inspection.
Additional licence conditions and actions taken by centre since last
inspection
N/A

SOP Number: RIF-11-A
2008/000004891
Version: 2

Trim:
Page 13 of 33

Report of inspection findings
1. Organisation
Desired Outcome: The centre is well-organised and managed and
complies with the requirements of the HFE Act.
Summary of the findings from the inspection of the following areas of
practice:
• Leadership and management
• Organisation of the centre
• Resource management
• Clinical governance
• Risk management
• Incident management
• Alert management
• Complaints management
• Contingency arrangements
• Establishment of third party agreements
• Meetings / dissemination of information
• Payment of licence/treatment fees
Areas of firm compliance
An organisational chart is in place that defines accountability and reporting
relationships. This was seen to be included within the quality manual and also
displayed on a staff notice board. An additional chart which delineated individual
responsibilities for key activities at the centre was also displayed on the staff
notice board.
The centre has a complaints policy which identifies the individual with
responsibility for complaints. A copy of this policy was seen to be available at the
reception desk. All the patients interviewed during the inspection were aware of
the complaints policy.
Area risk assessments for each room and COSHH risk assessments for all
chemicals used in the centre have been completed within the last year. A folder
containing these assessments was seen during the inspection.
The inspectorate was satisfied that the mechanisms for disseminating
information to staff are effective. Departmental meetings and head of department
(HOD) meetings are held on a monthly basis. Records of the HOD and
departmental meetings were seen to be accessible to staff on the central
computer system. Copies of the HOD meetings are also available in a folder
which was available in the staff room. Another folder is available in the staff
room which contains HFEA alerts. The most recent HFEA alert was seen to be
available within the file. Staff interviewed during the inspection stated that they
SOP Number: RIF-11-A
2008/000004891
Version: 2
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receive information and document updates via email.
Areas for improvement
The HFEA finance department have reported that the centre takes an average of
50 days to pay sales invoices. HFEA payment terms are 28 days. Payment
outside these terms is a breach of standard licence condition A13.3 which states
that in consideration of the grant of the licence (or its variation to designate the
individual named in this licence as Person Responsible), the Person
Responsible agrees that s/he will pay to the Authority any additional fee, as
defined in section 16(6) of the Act, within 28 days of the date of the notice of
such additional fee.
Agreements with third parties supplying goods or services that may impact on
the quality of gametes/embryos have not been completely finalised. The
inspectorate were shown a log of third party agreements which showed that 24
of 29 were in place. The quality manager reported that the other 5 had been sent
to service providers but have yet to be returned.
Third party agreements should be established in compliance with Licence
Condition A5.1 and Code of Practice Standard S.4.1.10.
Areas for consideration
None
Executive recommendations for Licence Committee
• The PR should put procedures in place to ensure that payments are made
to the HFEA within the 28 day limit (Standard licence condition A13.3).
•

The centre should continue to work towards establishing all third party
agreements by the time of the next inspection (A.5.1).

Evaluation
Some improvements required
Areas not covered on this inspection
Resource management
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2. Quality of service
Desired Outcome: Patients receive a good standard of service,
appropriate treatment and are treated with courtesy and respect.
Summary of the findings from the inspection of the following areas of
practice:
• Quality management system
• Quality policy
• Quality manual
• Quality objectives and plans
• Quality management review/evaluation
• Feedback
• Document control
• Live birth rates
Live birth rates1
In the time period April 1st 2004 – March 31st 2007 success rates of donor
insemination for age stratified groups do not differ significantly from national
average figures. Frozen embryo transfer success rates were significantly above
the national average in age bands below 35 years and 35-37 years and not
significantly different from the national average in all other age bands. Success
rates for IVF/ICSI for all other age stratified groups did not differ significantly
from the national average.
In 2006, IVF/ICSI success rates (live birth rates) in patients aged below 35
years, 35-37 years, 38-39 years and 40-42 years were in line with national
averages. The centre performed less than 50 cycles in patients aged over 42
years, therefore no statistical analysis has been attempted for this group.
In 2006, FET success rates were above the national average for patients below
35 years old. The centre performed less than 50 cycles in patients aged 35-37,
38-39, 40-42 and over 42 years, therefore no statistical analysis has been
performed for these groups.
For donor insemination treatment in 2006, less than 50 cycles were performed
and therefore no statistical analysis has been attempted
Areas of firm compliance
A quality manager is in post and a quality management system has been
established. The quality manual was provided during the inspection and was
seen to include a description of the centre and the services it provides, an
outline of the processes and documentation required to establish the quality
management system and the quality policy. The quality policy, which was seen
to be signed, outlines the commitments to provision of services which meet user
needs and requirements and good professional practice.
Measurable quality objectives have been set for the coming year. A list of the
SOP Number: RIF-11-A
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quality objectives was provided to the inspectorate and included; minimum
pregnancy and live birth rates, to provide cost effective fertility treatment, to
reduce multiple pregnancy rate and to continually improve the service.
Monthly key performance indicator (KPI) monitoring is performed on the
laboratory and clinical practice. The monitoring is detailed, however KPI levels
at which corrective actions are instigated have yet to be defined. This is
because the data available from activity at the new centre is not extensive
enough (just 1 years data). The quality manager estimated action levels will be
set after a further year’s data has been collected. The quality manager
explained that KPIs are reviewed at the monthly Heads of Department meeting
and corrective actions are instigated if KPI levels dropped to the extent that they,
in the experience of the Heads, provide cause for concern. The results of KPI
monitoring are available in the laboratory and were observed by the
inspectorate. Embryo transfer and IVF and ICSI outcomes are analysed in total
and also by practitioner. This data was also seen by the inspectorate.
Staff have an opportunity to make suggestions for improvement of the centre’s
services via a suggestions box within the staff room. The quality manager stated
that this is rarely used but that staff normally make suggestions during team
meetings. Staff reported that they are encouraged to make suggestions to
improve the service and that these are considered by the centre management.
Evidence of this was seen in minutes from departmental meetings.
Patients interviewed during the inspection expressed their satisfaction with the
service that they had received.
Thirteen HFEA patient questionnaires have been received since the centre
changed premises. Of these, eight included favourable comments about the
service and two questionnaires included negative comments about the service.
The centre has a document control system in place. A register of current
documents has been established and this computer based system was
demonstrated to the inspectorate. Staff are only able to access documents
through a hyperlink on the register and therefore can only access the most
recent and approved version of each document. The quality manager stated that
all new SOPs and changes to existing SOPs are also emailed to relevant staff.
Areas for improvement
A review of the quality management system has not been conducted within the
past twelve months. The quality manager reported that this is planned for the
beginning of next year and also stated that they have only been in the current
premises since January 2008. Code of Practice Standard 4.2.8 and 4.2.9 require
that the centre management conduct a regular, at least annual, review of the
quality management system and all its services. This review should include an
assessment of what changes are required, identify opportunities for
improvement and consider any changes which may have affected the quality
management system. The results of the management review should be recorded
and include the decisions and actions related to improvement of the quality
SOP Number: RIF-11-A
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management system and the services provided to users and consequent
resource implications. Centre personnel should be informed of the results of the
management review.
Some documents provided prior to the inspection included evidence that they
had been subjected to document review, i.e. recent revision dates, but contained
references to an outdated editions of the HFEA Code of Practice. The PR must
ensure that the system of document review is effective and ensures that
documents remain ‘fit for purpose’ (Code of Practice Standard 5.2.5).
User feedback on the general service provided at the centre has not yet been
gathered in a systematic manner. The PR stated that a user satisfaction
questionnaire is currently under development and will be distributed shortly. An
exact timeframe for this was not provided. The quality manager also stated that
a comments box is available for patient’s use in the waiting area; however, they
have received little feedback in this manner. The comments box was seen
during the inspection. Code of Practice Standard S.9.2.1 requires that as a
measure of the performance of the quality management system, the centre shall
monitor information relating to user perception as to whether the service has met
their needs and requirements. The Standard also specifies that the methods
used to obtain feedback should include user surveys regarding all aspects of the
service.
Feedback from patients attending counselling sessions has not been gathered to
date. It is recommended that this process begins so that the counsellor is able to
review periodically the effectiveness, quality and accessibility of the service she
delivers, in accordance with the British Infertility Counselling Association (BICA)
good practice guidelines. Code of Practice Standard 7.6.3 requires that centres
shall ensure that current professional guidelines on counselling are complied
with.
Although an audit programme which is supported by policies and procedures
has been developed, formal audits on the quality management system have not
yet been conducted. The quality manager explained that this is due to the
amount of other work that they have undertaken when moving to the new
premises and also because they are waiting to provide audit training to the staff.
It is recommended that the programme of audits is effectively implemented and
maintained, as required by Code of Practice Standard 9.2.4 so that the PR can
determine whether the quality management system: (a) conforms to the planned
arrangements for assisted conception processes, to the requirements and
expectations of the Code of Practice standards and to the quality management
system requirements (including quality indicators) established by the centre.
Areas for consideration
None
Executive recommendations for Licence Committee
• The quality management system should be reviewed in accordance with
Code of Practice Standard 4.2.8 and 4.2.9
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•

The PR must ensure that the system of document review is effective and
ensures that documents remain ‘fit for purpose’ (Code of Practice Standard
5.2.5).

•

The PR is encouraged to begin the process of collating user feedback on
the general service and in particular the counselling service. This will
ensure compliance with Code of Practice Standard 9.2.1 and 7.6.3 which
requires compliance with current professional guidelines on counselling.

•

That a programme of audits is effectively implemented and maintained, as
required by Code of Practice Standard 9.2.4

Evaluation
Some improvements required
Areas not covered on this inspection
None
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3. Premises and Equipment
Desired outcome: The premises and equipment are safe, secure and
suitable for their purpose.
Summary of the findings from the inspection of the following areas of
practice:
• Premises
• Clinical facilities
• Counselling facilities
• Laboratory facilities
• Air quality
• Management of equipment and materials
• Storage facilities for gametes and embryos
• Staff facilities
• Storage of records
Areas of firm compliance
A monitored security system is in place guarding external windows and doors,
and the building is fitted with CCTV cameras. Access within the building is
restricted to authorised personnel using a swipe card system. COSSH and
health and safety notices were present throughout the centre, as required by the
new premises inspection report in January 2008.
The inspectorate agreed that the clinical facilities including the sperm production
rooms ensure that patient/donor privacy and dignity are maintained. Patients
interviewed during the inspection expressed satisfaction with the facilities.
The laboratory is well equipped with 4 air flow cabinets (one tasked to sperm
preparation, one to egg collection, one to ICSI work and one to embryo culture),
8 conventional incubators and 3 mini-incubators, 2 ICSI rigs as well as other
general laboratory equipment. The mini-incubators are used for post-fertilisation
culture. All equipment had up to date service stickers and had been electrically
tested.
The environmental monitoring system records key environmental parameters
related to incubators, hot blocks and plates and storage dewars, as well as
ambient conditions in the laboratory, treatment room and dewar store. Data can
be recorded at a specified frequency, which at present is once every five
minutes. The monitoring data is recorded on a computer within the premises,
which can be accessed remotely by the quality manager. The quality manager
explained that the monitoring system is set up so that if an environment
parameter breaches defined safety limits, an alarm message is signalled within
the centre on the ‘alarm watchdog’ then a text message is sent out to the quality
manager. If this is not responded to, an alarm dial-out system is activated after
20 minutes. The dial-out system telephones the quality manager, two other
embryologists and the PR in rotation until one of them answers. This system is
supported by a documented protocol which was provided during the inspection.
A log of alarm call outs was observed which detailed 3 call-outs since the new
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premises were occupied in December 2007.
Air quality is monitored by quarterly settle plate testing and monthly airborne
particle counting, in defined locations around the laboratory and treatment room,
including the air flow cabinets. Particle counting is also performed in the dewar
store. A detailed air quality monitoring log was provided to the inspectorate as
evidence of compliance in air quality within the centre. All testing performed
since January 2008 showed background air quality to be at least grade D or
better, and that in the critical work areas was grade C or better.
Equipment records were observed and were detailed and well organised. Key
items had been identified by the centre and all had been validated. Servicing
and maintenance records were complete for all pieces of equipment inspected,
except for that detailed below. Electrical safety testing had been performed.
Gametes and embryos were seen to be stored in a secure area. The dewar
store has key card controlled access and is accessible from the clinical corridor
and the laboratory. It contains 11 dewars, all equipped with low level nitrogen
monitors, which convert to temperature monitors if a drop in nitrogen level is
detected. These monitors are connected to the environmental monitoring
system, which operates as described above if dewar conditions fall outside of
defined parameters. The dewar store is fitted with a low oxygen monitor, which is
also connected to the environmental monitoring system as well as an alarm
which sounds outside the room. The doors to the dewar store were appropriately
marked with health and safety signs.
Staff facilities have been built in accordance with Code of Practice requirements;
a rest area with catering facilities, a changing area and secure storage for
personal belongings are all available. Interviewed staff expressed satisfaction
with the facilities provided for them.
Areas for improvement
An emergency resuscitation trolley was present in the recovery area. The
inspectorate could not see evidence that a daily check on this trolley is
performed as per Resuscitation Council UK guidelines5. Records should be
maintained of the checks on resuscitation equipment. This would enable the PR
to audit the checking system as per UK Resuscitation Council Guidelines.
Areas for consideration
The suitability of the counselling premises could not be assessed by the
inspectorate as the counselling sessions are provided solely at the counsellor’s
home. The counsellor reported that she stores the counselling records at home
in a locker and keeps the key with her at all times. The PR reported that he has
not seen where patients are counselled and was unable to tell the inspectorate
about whether or not the premises are suitable.
5

Cardiopulmonary Resuscitation Standards For Clinical Practice And Training, A Joint Statement from The Royal
College of Anaesthetists, The Royal College of Physicians of London,The Intensive Care Society, The
Resuscitation Council (UK), revised June 2008
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The PR should be satisfied that the counselling is provided in accordance with
Code of Practice Standard S.6.3.5, in quiet, comfortable, private and confidential
surroundings. Furthermore, the PR should be assured that the written records of
the professional counseling are kept in a secure place as per Code of Practice
Guidance 7.4.2. It is recommended that the PR takes action to assure himself of
the suitability of the premises for counseling sessions and to satisfy himself that
the counselling records are securely stored.
The servicing certificate for the air cleaning system within the laboratory could
not be provided. The control box carried a label which indicated servicing was
overdue but the quality manager described that a recent service had been done.
It appeared that the technicians had not left a servicing certificate or replaced the
label. The quality manager was asked to obtain a copy of the service certificate,
so that he could maintain complete maintenance records and demonstrate
compliance with Code of Practice Standard S.6.4.2.
Executive recommendations for Licence Committee
• Records to be maintained of the daily checks on resuscitation equipment.
This would enable the PR to audit the checking system in compliance with
UK Resuscitation Council Guidelines.
Evaluation
Some improvement required
Areas not covered on this inspection
None
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4. Information
Desired outcome: Information is relevant, clear and up to date for patients
and the HFEA
Summary of the findings from the inspection of the following areas of
practice:
• Information for service users
• Consent
• Welfare of the child
• Access to health records
• Provision of information to the HFEA register
Outcome of audit of patient records
The inspectorate reviewed six sets of patient records. HFEA consent forms were
found to be present in all of the records reviewed. However, the following
discrepancies were noted:
•

In one set of records, the WD form was not fully completed. The donor had
not stated how many families may have children with her eggs.

•

In one set of records, the WD form contained contradictory information.
Two options had been ticked in section 3, which is about the length of
embryo storage, when the form stated that only one option could be ticked.

According to the centre’s policy for assessing the Welfare of the Child (WOC),
questionnaires completed by each partner were seen in each set of records.
However, there was no documentation within the patient records which indicated
that the content of the questionnaire had been reviewed and whether this
influenced the decision to provide treatment services to the patients. There was
no evidence that the centre completed the risk assessment in relation to each
patient and their partner (if applicable) before any treatment was provided
(G.3.2.2).
In one set of records it had been documented that treatment was not to be
offered but it was evident from the records that treatment had been offered and
provided. This was discussed with the Clinical Services Manager who explained
that this had been an error and the form had been completed incorrectly.
In one set of patient records, the welfare of the child assessment had not been
repeated despite a child being born to the patients since the previous
assessment.
Areas of firm compliance
Systems are in place to ensure that patients are provided with appropriate oral
and written information. All consultations have a checklist which the clinician
goes through in detail with the patient to ensure that all necessary information
has been provided. The patient records reviewed during the notes audit were
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seen to include this checklist.
Patients interviewed during the inspection stated that they were satisfied with the
information that they had been provided with. The patients also explained that
they had been given the opportunity to ask questions throughout their treatment.
Areas for improvement
Evidence that WOC risk assessments have been completed in relation to each
patient and their partner (if applicable) before any treatment is provided (G.3.2.2)
was not seen during the inspectorate’s audit of patient records. It is
recommended that the centre reviews their current procedure for consideration
of WOC questionnaires to ensure that the account taken of the questionnaires
and of any other information received about the patients is clearly and correctly
documented in the patient records.
In one set of patient records, the inspectorate noted that a WOC assessment
had not been repeated despite a child being born to the patients since the
previous assessment. This is non-compliant with Code of Practice Guidance
3.2.4.
The register department noted that the centre has a large number of outstanding
errors in the data submitted to the HFEA through the electronic data interchange
(EDI) system for the period January-November 2008. The register department
expressed concern as they are also aware that although information appears to
be inputted correctly at the centre, a problem with the software programme
operating the integrated EDI system seems to have led to a transformation of the
data so that information received by the HFEA is incorrect. More specifically,
positive live birth outcomes inputted into the integrated EDI system are being
reported to the HFEA as miscarriages or still births. This, along with the high
volume of other error reports, will have significant implications with the reporting
of accurate data to the HFEA. The HFEA register department have been in
contact with the staff responsible for data submissions at the centre about this
issue and the problems were also discussed during the inspection.
Both the PR and quality manager were aware of the problem and explained that
the errors are a result of a need for a software update to their integrated EDI
database system. The quality manager assured the inspectorate that the issue
will be addressed immediately and that the error reports will be resolved.
Areas for consideration
The HFEA operational audit team last visited centre 0030 on 8th September
2008 (This visit was made to confirm that action had been taken in response to
the issues noted at an operational audit visit in November 2007). The operational
audit team found that the under-reporting during the original audit sample period
had been addressed but they found a number of treatments that at the time of
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the visit had not been reported to the Authority in accordance with Direction
D2007/76. Non-compliance with Directions is a breach of a statutory licence
condition and as such could potentially lead to variation, suspension or
revocation of a centre’s licence. The operational audit team did note however
that in each instance, the outstanding treatments were recorded on the Centre’s
computer system and that the data was being held pending the provision of early
outcome data. A corrective action was agreed with the centre and the
operational audit team have reported that they have no ongoing concerns about
this centre.
All patient records that are held for more than a year since last used are sent offsite for digitising and archiving. According to the PR, records are sent to an
offsite company in sealed boxes which are externally unmarked. The company
are then responsible for scanning the records and storing as electronic database
entries on computer disk. These disks are sent back to the centre via recorded
delivery. The original patient records remain stored at the offsite company until
the information on the discs has been verified. A third party agreement has been
signed by the contractor (dated 12th October 2006), which details the
confidentiality requirements of the service provided, and the contractor has
supplied their ‘security policy’.
There are several problems related to these activities:
1. The arrangement is administered by a third party agreement, which has
no legal validity in this case, as the activity it governs has no effect on the
quality and safety of gametes or embryos.
2. Therefore the centre is releasing patient records to the unlicensed
personnel of the contractor, which is potential breaching their patient’s
confidentiality without their consent for disclosure.
3. Patient records audited during the inspection were not seen to include a
specific consent to disclosure to staff at this company.
4. The centre has no names of contractor personnel who will have access to
the patient records, nor have those personnel signed a confidentiality
agreement acknowledging they understand Section 33 of the HFE Act
(1990). Only a confidentiality agreement with the contractor company has
been signed.
5. The PR or NL have not visited the contractor company to verify that
processes and procedures there will maintain patient confidentiality
6. The Centre has no data verification procedure, therefore no off-site stored
patient records have been destroyed, as none of the returned digital data
has been verified.
This practice may be a breach of section 33 (5) of the 1990 Human Fertilisation
and Embryology Act. Section 33 (5) states that no person who is or has been a
person to whom a licence applies, no person who is or has been a person to
whom a third party agreement applies, and no person to whom directions have
6

This General Direction has since been revoked by General Direction D2008/6 which also
includes the requirement to report IVF treatment &embryo creation and use 5 days after the
treatment cycle completion date.
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been given shall disclose any information falling within section 31(2) of this Act
which he holds or has held as such a person. Section 31(2) of the Act states that
information falls within this subsection if it relates to the provision for any
identifiable individual of treatment services other than basic partner treatment
services.
The PR should review the circumstances of the archiving and disposal of patient
records and ensure compliance with the confidentiality requirements of the HFE
Act 1990.
Executive recommendations for Licence Committee
• That the centre reviews their current procedure for consideration of welfare
of the child questionnaires to ensure that the account taken of the
questionnaires and any other information received about the patients is
clearly and correctly documented
•

That the centre reviews their current procedure for consideration of welfare
of the child questionnaires to ensure that welfare of the child assessments
are repeated in circumstances when a child has been born to the patients
since the previous assessment (Code of Practice Guidance 3.2.4).

Evaluation
Some improvements required
Areas not covered on this inspection
Patient information was not reviewed as this was an interim inspection
Access to health records
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5. Clinical, laboratory and counselling practice
Desired outcome: Clinical, counselling and laboratory practices are
suitable and are provided by competent staff.
Summary of findings from inspection:
•
•
•

•
•

Staff training and competency
Clinical practice
o Screening of donors
o Three embryo transfer
Laboratory practice
o Procurement, distribution and receipt of gametes and embryos
o Traceability and coding
o Selection and validation of laboratory procedures
o Coding/ identification of samples
o Witnessing
Counselling practice
o Counselling audit
Storage of gametes and embryos

Full time equivalent staff
GMC registered doctors
NMC registered nurses
Non NMC registered clinical staff
HPC registered scientists
Scientists working towards registration
Support staff (receptionists, record managers, quality and risk
managers etc)
Counsellors

3
5.5
2
2
2
6.5
1

Summary of laboratory audit
The laboratory conducted an audit in January 2008.
Twenty four discrepancies were found during the audit of the sperm tanks, most
(19) of which were related to computer records not being updated. The other
discrepancies included one example of a sample being in the tank when its
paperwork indicated it had been thawed and one example of a sample being in
the tank when a thaw had been requested but not performed.
Thirty nine discrepancies were noted during the audit of embryo tanks, twenty
seven of which were due to the computer log not being updated appropriately.
One example of an embryo being stored beyond the consented storage period
was noted.
These discrepancies were discussed with the laboratory team and the
inspectorate were assured that corrective actions have been taken in response
to all of the discrepancies.
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During the discussions, staff reported that the computerised database system is
difficult to manipulate so a paper log is also kept of all sperm and embryo
samples stored. This paper log is checked monthly for samples being close to
their consented storage period, and disposal is performed if necessary. The
inspectorate were informed that the computer database is not checked monthly.
The embryo stored over its consented storage period had not been entered on
the paper log for some reason, though it was on the computer database.
The inspectorate suggest the PR should organise training in the use of the
computer database so that it can be used effectively. The embryologists should
check the paper log and the computer database each month, to ensure all
samples reaching the end of their consented storage period are detected.
Summary of spot check of stored material
No dewar spot check was performed on this interim inspection.
Summary of counselling audit
A counselling audit was submitted prior to the inspection. According to the audit
report 87 counselling sessions were provided to 63 patients between 1st January
2008 and 30th September 2008. During this time, 398 patients had licensed
treatment.
Areas of firm compliance
The quality manager stated that all staff have a job description and are engaged
in a programme of continuous professional development. Two staff files sampled
during the inspection provided evidence of this. Interviewed staff stated that
funding is provided for their continual professional development and discussed
recent external conferences that they had been able to attend.
Induction records for the new trainee embryologist were provided and were
judged by the inspectorate to provide for a detailed induction. The trainee
already knew how to respond to incidents as well as other aspects of the day to
day running of the unit.
The centre has a robust system for ensuring traceability of consumables, media
and glassware. Batches are logged using the ‘Lab Manager’ software, which lists
their arrival date, first usage date, expiry date and batch number. When a new
batch is opened for use, it is logged as such on the system and use of the old
batch is closed. From the dates of procedures the Lab Manager can generate for
each patient which batches of items were used. This was demonstrated to the
inspectorate for a selected patient. The system has been operational since
September 2008. Prior to this detailed paper based batch records are available.
Witnessing at the centre is now performed using the ‘IVF witness’ system which
relies on a unique chip, embedded in patient identifying labels on gamete and
embryo containing consumables, being identified on an interrogation station
(approx 30 x 30 cm). This system is being used for all IVF/ICSI treatments, and
for some IUI treatments including all those at the weekends. A witnessing record
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for all procedures performed during a selected patient’s treatment was provided
to the inspectorate, generated by the ‘Lab Manager’ software which runs the IVF
Witness system. It detailed the processing step, the time and date and the
operator performing the procedure. All required manipulations and visual checks
were witnessed. Manual witnessing is still being performed at certain stages of
processing as required by Guidance in the Code of Practice, 7th edition, and this
was observed in the selected patient’s record. Signatures were not timed and
dated, but as this record was supplementary to the IVF Witness system records,
which provides times and dates; this was not considered to be a non-compliance
with the Code of Practice Guidance.
The centre has a home procurement procedure which was discussed with the
quality manager and was considered compliant with the requirements of the
Code of Practice.
The centre performs inter-centre comparisons with Centre 0006, notably in the
area of blastocyst culture procedures and clinical treatments using blastocysts.
Areas for improvement
The competence of each person to perform designated activities has not yet
been evaluated. The Clinical Services manager explained that a programme has
been created for the nursing team but is yet to commence. The PR should also
ensure that following initial/ basic and update training, the competence of each
person to perform designated activities is evaluated at intervals specified in the
quality management system and re-training undertaken when required (standard
licence condition 10.9 and Code of Practice standard S.6.2.9).
Laboratory staff did not have an annual joint review in the past year. Code of
Practice Standard 6.2.10 requires that all personnel shall participate in an annual
joint review that examines the needs of the Centre and of the individual in order
to improve the quality of the service given to users and to encourage productive
working relationships.
Traceability of equipment used in gamete and embryo processing, such as
incubators, flow hoods and heated stages, are not currently incorporated into the
centres traceability procedures. The Centre should review the equipment, media
and consumables about which they collect traceability data to ensure that
complete logs of equipment, environmental monitoring and of products coming
into contact with embryos or gametes are kept, as outlined in standard licence
conditions A.3.2 and A.10.30.
The critical laboratory processes have not yet been validated. The quality
manager stated that they have been awaiting the introduction of the ACE/HFEA
validation tool. It is recommended that the PR identifies the key processes which
will need to be validated to ensure compliance with Licence Conditions 11.11 and
Code of Practice Standards 7.8.3. A programme of validation should be
developed: the programme should take into account the particular needs of the
unit and prioritise the validation of those processes considered to be most likely
to impact on the quality of the service.
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Sperm donors and patients who donate eggs, either in egg share arrangements
or altruistically, are not routinely screened for Neisseria gonorrhoea. The patient
records for two egg sharers were reviewed and both did not include evidence of
screening for Neisseria gonorrhoea. It is recommended that the PR reviews the
professional guidelines on screening for egg donors and ensures that donors of
gametes and embryos are screened in accordance with current professional
guidance produced by the relevant professional bodies7 (CoP Guidance 4.9.1).

Areas for consideration
The counsellor reported that she has not attended any multidisciplinary meetings
at the centre. It is recommended that the PR ensures the counsellor has
appropriate access to meetings in accordance with Code of Practice Guidance
6.2.2.g and the BICA Guidelines for Good Practice.
The centre’s protocol for the transport of gametes is not fully compliant with the
recommendations of Alert 21: Transport Hazards in relation to checking that the
transport vessel is suitably primed prior to use and procedures to be followed if
labelling has degraded. It is recommended that the PR should review the
procedures for transport of gametes in consideration of the recommendations of
Alert 21: Transport Hazards.
Executive recommendations for Licence Committee
The Licence Committee is asked to endorse the recommendations made in
relation to the areas for improvement cited above.
Evaluation
Some improvements required
Areas not covered on this inspection
None

7 7

Recommendations for good practice on the screening of egg and embryo donors, British Fertility
Society,(2000) Human Fertility 3,162-165
7
British Andrology Society guidelines for the screening of semen donors for insemination (1999) Human
Reproduction 14 (7) 1823-1826
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Report compiled by:
Name Sarah Hopper………………………………………….
Designation…Inspector………………………………………………….
Date…12th November 2008……………………………………………………………
Appendix A: Centre staff interviewed
PR and five members of staff.

Appendix B: Licence history for previous 3 years
The current premises has been licensed since November 2007:
Licence

Status

Type

Active From

Expiry Date

L0030/15/a

Active

Treatment
01/02/2008
with Storage

25/11/2010

L0030/14/b

Expired

Storage Only 26/11/2007

30/06/2008

Prior to this date, centre 0030 was located at a different premises; within Holly
House private hospital. The licence history for this premises is as follows:
Licence

Status

Type

Active From Expiry Date

L0030/14/b

Expired

Storage Only

26/11/2007

30/06/2008

L0030/14/a

Expired

Treatment with
05/07/2007
Storage

30/06/2008

L0030/13/a

Expired

Treatment with
01/07/2007
Storage

30/06/2008

L0030/12/b

Expired

Treatment with
01/04/2006
Storage

30/06/2007

L0030/12/a

Expired

Treatment with
01/09/2005
Storage

30/06/2007

L0030/11/a

Expired

Treatment with
01/07/2004
Storage

30/06/2007
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