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Inspection details:
The report covers the pre-inspection analysis, the visit and information received from the
centre between 11 September 2008 and 27 April 2011.
Date of Executive Licensing Panel: 27 April 2011
Purpose of the Inspection Report
The purpose of the inspection is to assess whether centres are complying with the Human
Fertilisation and Embryology (HF&E) Act 1990 (as amended), the Human Fertilisation and
Embryology (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 (ELP) which makes the
decision about the centre’s licence renewal application.
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Centre name
Centre number

Newcastle Fertility Centre at Life
0017

Licence number

L0017-13-C

Centre address
Person Responsible

Bioscience Centre, International Centre for Life, Times
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Dr Jane Stewart
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Dr Mary Herbert
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Licence expiry date
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Additional conditions
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Report to Executive Licensing Panel
Brief description of the centre and its licensing history:
The centre is centrally-located within a science park approximately five minutes walk from
Newcastle main train station. It has been licensed since 1992 and is part of the Newcastle
upon Tyne Hospitals NHS Foundation Trust.
During 2010 it provided in excess of 900 licensed treatment cycles to approximately 80%
NHS and 20% self funded patients in the North East of England.
The laboratories at the centre underwent extensive refurbishment during 2007.
The centre has an active research programme and currently holds a research licence
(Licence R0152).
The Person Responsible (PR) has been in post since 2004, has the appropriate
qualifications and experience for the role and has successfully completed the HFEA
PR Entry Programme (PREP).
Activities of the Centre:
Type of treatment
In Vitro Fertilisation (IVF)
Intra Cytoplasmic Sperm Injection (ICSI)
Frozen embryo Transfer (FET)
Donor Insemination (DI)
Egg Share
Intra Uterine Insemination (IUI)

Number of treatment cycles
for the period
(1January to 31December
2010)*
486
360
58
79
16
11

Other licensable activities
9
9
9

Storage of sperm
Storage of embryos
Research

Outcomes
The centre’s live birth rate (LBR*) outcomes are in line with the national average for all
treatments and age groups except for women aged less than 35 years, undergoing IVF/ICSI,
where the results are significantly below the national average.
The PR explained that outcomes are reviewed monthly at the management meeting. Key
performance indicators are scrutinised weekly and monthly within the laboratory. Any
non-conformities identified are investigated and appropriate corrective actions taken.
*The LBR data was extracted from the HFEA register for the period [Jan 1, 2007 to Dec 31, 2009]. The data in the
Register may be subject to change as errors are notified to us by clinics, or picked up through our quality management
systems.
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Summary for licensing decision
In considering overall compliance, the inspection team considers that they have
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 and has, except for the issues noted below, generally discharged
her duty under Section 17 of the HF&E Act 1990 (as amended)
• The premises are suitable
• The practices are suitable
• The centre has submitted appropriately completed documentation in accordance
with General Direction 0008, in application for renewal of their licence
• The centre has submitted an application fee to the HFEA in accordance with
requirements
Since the inspection visit on 9-10 February 2011, the PR has provided information that,
in the view of the inspection team, is sufficient to conclude that the centre has given a
commitment to implement the following three recommendations concerning major noncompliances;
•
•
•

Review/amendment of the present process for reporting licensed treatment cycles to
the HFEA Register
Payments to gamete donors will be amended to comply with General Direction 0001
A system will be implemented to ensure the number of embryos used in training is
kept to a minimum

Together with the following five recommendations concerning other areas of noncompliance/areas of poor practice;
•
•

•
•
•

Treatment cycle payments will be paid in a timely manner
Any further discussions, on the day of embryo transfer, concerning the reason(s) for
the multiple transfer and risks associated with multiple pregnancy/birth, will be
recorded in the patient notes, post transfer, in those eSET patients that choose to
have multiple embryos transferred.
A recall procedure for transported gametes/embryos will be formalised
Third party agreements (TPAs) will be reviewed to ensure compliance with all
applicable licence conditions
Documented procedures will be put in place to ensure that clinical and training roles
are separated during training procedures using embryos

The inspection team requires the PR to provide suitable evidence, illustrating that the
above recommendations have been acted upon, within the time-frames indicated on pages
27-32 of this report.
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In relation to the following four major non-compliances, the PR has stated that she is
confident that documentation can be provided as evidence of compliance;
•
•
•
•

All critical processes and equipment have not been validated
Critical transport conditions are not being stated during distribution of
gametes/embryos
Not all centre activities have been audited (donor recruitment; traceability;
counselling; confidentiality & privacy and training.)
Not all quality indicators (QI’s) are in place (donor recruitment; traceability;
counselling; confidentiality & privacy; storage and training.)

Together with one other area of non-compliance/poor practice
•

Incomplete recording/assessment of staff competence to perform activities
considered key to the licensed treatments (eg witnessing; donor recruitment;
traceability; counselling and storage.)

The inspection team recommends that the ELP requires the PR to provide evidence,
illustrating that the above non-compliances have been acted upon, within the time-frames
indicated on pages 27-32 of this report.

Version: 0
5
Trim:

8
Recommendation to the Executive Licensing Panel

Due to the number of non-compliances found at the present inspection, together with the
fact that some of the issues required to be addressed at the previous inspection, such as,
third party agreements and the further development of the quality management system,
have not been fully resolved, the inspection team considers that, overall there is sufficient
information available to recommend the renewal of this centre’s licence for a period of three
years without additional conditions. The inspection team also recommend that an inspection
is undertaken within twelve months, in order to assess the progress made by the centre in
addressing present non-compliances.

Although it is indicated on the licence renewal application form, that the centre would like to
be licensed for the storage of eggs, following discussion with the PR, it was established that
this option would not be pursued via the present licence renewal process, but would be
undertaken as a separate licence variation, at a later date.
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Details of Inspection findings
1.

Protection of patients and children born following treatment

Focus
The purpose of the inspection was to assess whether the centre:
• conducts 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
• takes into account 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
• ensures that all premises, equipment, processes and procedures used in the
conduct of licensed activities are safe, secure and suitable for the purpose
• reports all adverse incidents (including serious adverse events and reactions) to the
HFEA, investigates all adverse incidents and shares lessons learned appropriately

►

Witnessing and assuring patient and donor identification (Guidance Note 18)
What the centre does well.
Witnessing and assuring patient and donor identification (Guidance Note 18)
The centre has electronic witnessing in place, with the previous manual system retained
as back up in case the electronic system fails. Standard operating procedures (SOPs)
were seen to be in place for both systems which describe the purpose and practice of the
critical witnessing processes undertaken during the procurement, processing, freezing,
storage and distribution of samples within the centre as required by Standard Licence
Conditions (SLC) T33b and T71.
A laboratory log of the electronic witnessing steps completed in any one cycle is reviewed
prior to embryo transfer to ensure all critical steps have been completed. The witnessing
process was generally found to be compliant with SLC T71, except for the issues
documented below.
The electronic witnessing system is audited monthly or when a mismatch occurs. When a
mismatch occurs an alarm is activated and laboratory staff immediately investigate the
cause and resolve any potential issue before being allowed to proceed by the system.
Staff add a comment to the electronic witnessing system record, stating why the alarm
condition occurred, together with any actions taken to resolve the situation (SLC T36).
QIs for witnessing have been established (SLC T35).
What the centre could do better.
Witnessing and assuring patient and donor identification (Guidance Note 18)
Junior laboratory staff are trained in the process of witnessing and signed off as competent
in three specific areas;
1. Reading and understanding the SOP
2. Observation of practice
3. Theoretical knowledge
Inspection of staff logs established that junior staff had been assessed and signed off by
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the laboratory manager for the first area of competence, but no evidence was seen for the
latter two areas (SLC T15a).
No formal documented assessment of senior staff competence when undertaking the
witnessing procedure was evidenced (SLC T15a)

► Patient selection criteria and laboratory tests (Guidance Note 11 )
Donor recruitment, assessment and screening (Guidance Note 11)
What the centre does well.
Donor recruitment, assessment and screening (Guidance Note 11)
A SOP is followed when selecting and recruiting gamete donors (SLC T33b).
Through discussions with the PR and staff and evidence obtained from the audit tool,
completed prior to inspection, it was established that donors are selected on the basis of
their age, health and medical information provided via a questionnaire and personal
interview (SLC T52a). Donor screening reviewed within donor records at inspection was
found to be compliant with SLC T52b, e & f and in accordance with current professional
guidelines (11.15). Screening is undertaken in the associated Trust pathology laboratory
which is CPA accredited (SLC T53a). Procedures were seen to be in place to identify
when additional screening is required (SLC T52g & h).
What the centre could do better.
Donor recruitment, assessment and screening (Guidance Note 11)
No formal assessment/documentation of staff competence when undertaking donor
recruitment was seen to be in place (SLC T15a).
No QIs/audits were seen to be in place for the selection and recruitment of egg/sperm
donors or egg sharers (SLC T35/36).
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► Donor assisted conception

(Guidance Note 20)
Payment of Donors (Guidance Note 13)
Only applicable to centres licensed to carry out treatment using donor gametes and / or
embryos
What the centre does well.
Donor assisted conception (Guidance Note 20)
Following discussions with staff and a review of relevant documentation it was established
that those receiving treatment with donated gametes are provided with information on the
importance of informing any resulting child at an early age that the child results from the
gametes of a person who is not a parent of the child, via an information booklet and then a
follow-up session if required (SLC T63a).
Any treatments with anonymous donors are restricted to those for sibling use (SLC T54)

What the centre could do better.
Payment of Donors (Guidance Note 13)
It was established via discussions with staff and a review of relevant documentation, that
the payments made to sperm donors are within the spirit of General Direction 0001, in that
they are up to a maximum of £250. The mechanism of achieving this maximum payment is
however via a series of flat-rate payments comprising of £10 for the first two visits and
then £5 for every subsequent visit up to a maximum of £100. There is a final lump sum
payment, up to the maximum of £250, once the samples have been quarantined and
cleared as safe for use. The payments made to donors are logged and kept in a donor
folder within the andrology laboratory. Donors have to sign for each flat-rate payment
received.
It was confirmed by staff that egg donors receive a flat rate payment of £100 per donation
event.
Flat rate payments to gamete donors are not compliant with General Direction 0001.

►

Good clinical practice
•
Validation (Guidance Note 15)
•
Traceability (Guidance Note 19)
•
Quality management system (Guidance Note 23)
•
Third party agreements (Guidance Note 24)
•
Premises – suitability of the premises and air quality (Guidance Note 25)
•
Equipment and materials (Guidance Note 26)
•
Adverse incidents (Guidance Notes 27)

What the centre does well.
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Traceability (Guidance Note 19)
There is a SOP in place to ensure the traceability of all consumable items used in any
one treatment cycle. Electronic witnessing procedures, cryopreservation logs,
consumables batch logs/spreadsheet and equipment logs ensure that all gametes and
embryos are traceable throughout the treatment cycle together with any
equipment/consumables which come into contact with them (SLC T99/101/102). Such
data is electronically stored for a minimum of 30 years (SLC T103).
ICSI (Guidance Note 21)
A SOP was seen to be in place for ICSI (SLC T33b). The process has been validated,
audited and QIs established which are reviewed monthly (SLC T72/36/35).
Quality management system (Guidance Note 23)
The centre has a quality management system (QMS) in place based on the Q-Pulse
document management system, to continually improve the quality and effectiveness of
the services the centre provides in accordance with good practice. A part-time quality
manager (QM) is in place to coordinate QMS activities within the NHS Trust.
Quality management responsibilities are delegated to specified leads in the administration, clinical
and laboratory areas. The Q-Pulse system is accessible to centre staff via a secure
server. Staff have varying levels of access depending on their role within the quality
management framework (SLC T32/33a).
Third party agreements (Guidance Note 24)
It was found that the centre has established written third party agreements with
companies who provide goods and services that influence the quality and safety of
gametes and embryos (SLC T111b). The QM was able to provide a detailed list of
agreements currently in place as of December 2010 (SLC T115).
Premises – suitability of the premises and air quality (Guidance Note 25)
All activities are carried out on licensed premises which are located within the same
building (SLC T1). A copy of the current centre licence was on display in the main patient waiting
area (SLC T5). Documented evidence indicating that the processing of gametes and
embryos takes place within a compliant air quality environment was seen.
(Grade A in incubators and isolators, against a laboratory background of between
grade A-C.) (SLC T20).
Equipment and materials (Guidance Note 26)
Maintenance and service contracts were seen to be in place for all critical equipment
(SLC T23). Evidence of the monitoring of all critical equipment such as incubators,
isolators, fridges and cryo-dewars was seen to be in place (SLC T24). Documented
laboratory SOPs were present for the operation of all critical equipment. The
SOPs reviewed stated the actions to be taken in the event of malfunction (SLC T270. Any
repaired equipment is re-validated prior to re-use (SLC T25). Evidence was seen of the
regular cleansing/disinfection of critical equipment such as isolators and incubators
(SLC T26). Sterile instruments are used for the procurement of gametes (SLC T28).
Medical devices are all CE marked where available (SLC T30). The laboratory has an
uninterruptible power supply (UPS) together with a back-up generator which is tested
monthly in order to maintain a continuous power supply to critical equipment.
Adverse incidents (Guidance Notes 27)
The centre has a SOP in place for the reporting of serious adverse incidents to the HFEA. An
electronic incident log was found to be satisfactorily maintained during inspection
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(SLC T118).
What the centre could do better.
Traceability (Guidance Note 19)
An audit of all consumables/media coming into contact with gametes/embryos was
undertaken in December 2010 and a number of discrepancies were found. Although
corrective actions were identified it was agreed that more work was required to ensure that
these actions were implemented and a more robust recording system established, relating
to equipment and materials, in order to ensure compliance with SLC T99.
Robust QIs have not been established for the traceability process (SLC T35).
Assessment of staff competency when performing traceability processes has not been
undertaken and recorded (SLC T15a).
Validation (Guidance Notes 15 and 26)
Although some documentation was seen to be in place concerning the validation of both
critical laboratory processes and equipment (such as the isolator system) there was no
consistent methodology established (eg for storage). Validation methodology for all critical
processes and equipment needs to be both logical and evidence based. No evidence of
clinical process or equipment validation was seen (SLC T24/T72).
Quality management system (Guidance Note 23)
Not all centre activities have been audited for compliance against approved protocols,
regulatory requirements and QIs in the last 2 years (SLC T36) (eg donor recruitment;
traceability; counselling; confidentiality & privacy and training.)
QI have not been developed for all critical processes (SLC T35) (eg donor recruitment;
traceability; counselling; confidentiality & privacy; storage and training.)
Third party agreements (Guidance Note 24)
Upon review it was found that not all TPAs are compliant with all relevant standard licence
conditions. (SLC T116).
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Multiple Births
The centres multiple pregnancy rate for 2008/2009 was 24 % with an elective single embryo
transfer (eSET) rate of 7.2% for the same time period 1 . (Website: Multiple births – individual
centre performance http://www.hfea.gov.uk/6195.html) The multiple pregnancy rate is below
the 2008/2009 multiple pregnancy rate target of 30% 2 at a statistically significant level.
What the centre does well
The PR has provided sufficient evidence to demonstrate general compliance with HFEA
Directions 0003. Centre staff were able to describe their progress towards reducing their
multiple pregnancy rates and subsequent multiple birth rates. Staff at the centre have audited
their strategy and protocols as part of the quality management audit programme. Information
concerning the risks associated with multiple births is discussed with patients prior to
treatment. A summary log of women receiving double embryo transfers, who meet the criteria
for single embryo transfer is also kept, giving details of the reason(s) for the multiple embryo
transfer.
(General Direction 0003.)
What the centre could better
The notes of two sets of patients eligible for eSET, but who had two embryos transferred,
resulting in multiple births on each occasion, were reviewed on inspection. It was found that
further discussions on the day of embryo transfer, concerning the reason(s) for the transfer of
multiple embryos, and the risks associated with multiple pregnancy/birth, are not being
recorded in patient notes, post embryo transfer.
(General Direction 0003.)

1

This data was extracted from the HFEA’s Register data as at 23/06/2010. At this time the HFEA had
performed a preliminary validation process in which centres were asked to confirm the accuracy of
information on treatment cycles carried out up to and including 30/06/2009 for pregnancy outcomes and
30/06/2008 for live birth outcomes. Some of the information used in this analysis may be subject to change..
2

A multiple pregnancy rate of 30% has been calculated as likely to be equivalent to a 24% multiple birth
rate.
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►

Staff engaged in licensed activity
•
Person Responsible (Guidance Note 1)
•
Staff (Guidance Note 2)
What the centre does well.
Person Responsible (Guidance Note 1)
The PR, Dr Jane Stewart, a General Medical Council (GMC) registered Consultant in
Obstetrics and Gynaecology, is appropriately qualified and experienced for the role and
has successfully completed the PR entry programme (PREP-T/1013/7) (SLC T8).
Staff (Guidance Note 2)
The centre provided an organisational chart which clearly defines accountability and the
reporting structure, together with a staff list with job titles (SLC T11). The centre has
access to a registered medical practitioner (SLC T16). Review of staff training log-books
revealed that they regularly attend mandatory NHS Trust training and also have access to
external training as required. Staff explained that they had access to a variety of
professional development activities, including attendance at lectures, online learning, and
access to journals (SLC T15).
Via a review of minutes for a management meeting on 12 November 2010 and the annual
quality meeting on16 July 2010, it was seen that the centre has assessed the current
volume of work undertaken against staffing levels and concluded that the staff complement
is adequate to safely deliver the present workload (SLC T12). Nursing and scientific staff
are appropriately registered with their respective professional bodies (Nursing & Midwifery
Council - NMC/Health Professions Council - HPC)(SLC T14).
What the centre could do better.
Staff (Guidance Note 2)
Not all assessments of staff competencies have been undertaken and documented
(eg procurement & processing; witnessing; donor recruitment; traceability; counselling and
storage) (SLC T15a).

►

Welfare of the Child (Guidance Note 8)
What the centre does well.
Welfare of the Child (Guidance Note 8)
Through discussions with staff and review of patient notes, it was confirmed that before
providing treatment services, the centre takes into account the welfare of the child (WoC)
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 (SLC T56). These assessments are
undertaken by both clinicians and senior nursing staff. A SOP is in place for WoC
assessment (SLC T33b). QIs for WoC assessment are monitored and reviewed (SLC
T35). An audit of completed WoC assessments within patient records is undertaken every
three months (SLC T36). The recording of staff competence to perform WoC assessments
was seen in staff training logs (SLC T15a).
What the centre could do better.
Nothing noted.
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2.

Patient Experience

Focus: The purpose of the inspection visit was to assess whether the centre:
•
treats prospective and current patients and donors fairly, and ensures that all
licensed activities are conducted in a non-discriminatory way
•
has respect for the privacy, confidentiality, dignity, comfort and well being of
prospective and current patients and donors
•
gives prospective and current patients and donors sufficient, accessible and up-todate information to enable them to make informed decisions
•
ensures that patients and donors have provided all relevant consents before carrying
out any licensed activity

►

Treating patients fairly
•
Treating patients fairly (Guidance Note 29)
•
Confidentiality and privacy (Guidance Note 30)
•
Complaints (Guidance Note 28)
•
Provision of a costed treatment plans (Guidance Note 4)
•
Egg sharing arrangements (Guidance Note 12) – if applicable
•
Surrogacy (Guidance Note 14) – if applicable
What the centre does well.
Treating patients fairly (Guidance Note 29)
Via adherence to NHS Trust policies on equality and diversity and harassment and
bullying, the centre ensures that all treatment services are provided in a non-discriminatory
manner and with proper respect for the privacy, dignity, comfort and well being of all
current and prospective patients.
Counselling (Guidance Note 3)
The provision of counselling within infertility treatment was illustrated within a patient
information pack produced jointly by the ‘Infertility Network UK’ and ‘More to Life’ charities
and made available to patients within the waiting area. A notice about the availability of
counselling within the unit was also displayed within the patient waiting area.
Discussions with staff indicate that prior to consents being taken implications counselling is
provided by either clinicians or nursing staff (SLC T60).
There is a SOP in place regarding the provision of counselling (SLC T33b).
Therapeutic counselling is provided by an independent counsellor, who has over ten years
counselling experience and undertakes a lead role in the NHS Trust bereavement
counselling service. The counsellor has a recognised diploma in counselling, undertakes
regular supervision with a counselling peer, is currently working towards BACP
accreditation and undertakes continual professional development (HF&E Act Schedule 3,
S.3(1)a; SLC T15a).
Confidentiality and privacy (Guidance Note 30)
Through mandatory staff attendance at NHS Trust training on confidentiality together with
in-house awareness training on the requirements of the HF& E Act, the centre ensures
that all licensed activities are conducted with proper respect for patient privacy and
confidentiality. During the tour of the centre it was demonstrated by staff that the premises
and facilities offered patients privacy and that patient records are stored securely (SLC
T45).
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Complaints (Guidance Note 28)
The centre has a documented complaints procedure in place, the details of which were
available to patients via the waiting room and reception notice board. The centre has a log
of complaints which were seen to be dealt with promptly and any learning points discussed
at team/management meetings.
Provision of costed treatment plans (Guidance Note 4)
During discussions with nursing staff it was established that patient treatment costs are
discussed in detail between the patient and the nursing team, prior to any treatments being
undertaken. Detailed costed treatment plans are given to patients following these
discussions and a copy was seen to be retained within patient records. (Guidance 4.3).
What the centre could do better.
Counselling (Guidance Note 3)
The centre has not audited counselling procedures against compliance with approved
protocols, the regulatory requirements or QIs within the last two years (SLC T36/35). No
documented assessments of staff competence when providing counselling have been
undertaken/recorded (SLC T15a)
Confidentiality and privacy (Guidance Note 30)
The centre has not undertaken an audit of procedures within the last 2 years to ensure that
all information is kept confidential and has not yet established QIs relevant to the
maintenance of confidentiality (SLC T36/35).
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►

Information
•
Information to be provided prior to consent (Guidance Note 4)
•
Information about Intracytoplasmic sperm injection (Guidance Note 21)
•
Information about legal parenthood (Guidance Note 6)
What the centre does well.
Information to be provided prior to consent (Guidance Note 4)
During the inspection, patient information sheets were reviewed and seen to provide
information about the nature of the treatment, any associated consequences /risks,
screening tests required, confidentiality, the need for consent and the availability of
counselling. An audit of patient information was submitted pre-inspection which covered all
treatment regimens. (SLC T58). A SOP was seen to be in place for the provision of
information to patients prior to consenting to treatment or donation (SLC T33b). A review
of patients notes illustrated that checklists are retained, detailing which information has
been discussed with patients (HF&E Act, Schedule 3, S.3 (1)b).
An audit of patient information is undertaken quarterly by NHS Trust staff and any issues
discovered are discussed with senior staff and any corrective actions taken (SLC T36). QIs
are in place for the provision of patient information (SLC T35). Assessment of staff
competence when providing information to patients is documented (SLC T15a)
Information about legal parenthood (Guidance Note 6)
Staff stated that all women/couples being treated with donor sperm have an initial
consultation with a clinician, prior to a treatment implications session with nursing staff,
during which all appropriate information concerning legal parenthood is discussed.
What the centre could do better.
Nothing noted
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►

Consent
•
Consent to treatment, storage, donation, training and disclosure of information
(Guidance Note 5)
•
Consent to legal parenthood (Guidance Note 6)
What the centre does well.
Consent to treatment, storage, donation, training and disclosure of information
(Guidance Note 5).
Following discussions with staff and review of patient notes it was confirmed that written
consent is obtained from patients/partners and donors prior to any form of treatment
service being provided (SLC T57). A SOP was seen to be in place for the process of
obtaining consent (SLC T33b). The presence and completion of consent forms is
reviewed as part of the notes audit undertaken by centre staff every quarter. Any
retrospective action(s) are taken as required (SLC T36). QIs for the consenting process
are in place (SLC T35).
Staff stated that patient identity is verified prior to any consent being signed and is also
cross-referenced to the patient records prior to procedures being performed.
Consent to legal parenthood (Guidance Note 6)
Staff interviewed were able to adequately describe the requirements for legal parenthood
and which patient groups are affected by this legislation. All appropriate consent forms are
completed. A SOP was seen to be in place for taking consent to parenthood and
completed consent forms were present within the patient records reviewed (SLC T33b).
Staff were aware of the actions to be undertaken if a person withdraws their consent to
legal parenthood (SLC T64/T65)

What the centre could do better.
Nothing noted
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3.

Protection of gametes and embryos

Focus
The purpose of the inspection was to assess whether the centre has respect for the
special status of the embryo when conducting licensed activities

►

Legal Requirements [Human Fertilisation and Embryology Act 1990 (as
amended)]
•
Licensed activities only take place on licensed premises
•
Only permitted embryos are used in the provision of treatment services
•
Embryos are not selected for use in treatment for social reasons
•
Embryos are not created by embryo splitting
•
Embryos are only created where there is a specific reason to do so which is in
connection with the provision of treatment services for a particular woman
•
Embryos are only stored if those embryos where created for a woman receiving
treatment services or from whom a third party agreement applies
•
Embryos which are or have been stored are not given to a person, other than in
the course of providing treatment services, unless that person is a person to
whom a licence applies
•
No money or other benefit is given or received in respect of the supply of
gametes or embryos unless authorised by the Authority
What the centre does well.
Legal Requirements
Licensed activities take place only on licensed premises. The inspection team reviewed
the centre’s activities and concluded that all gametes and embryos are procured and used
in a lawful manner, with appropriate consent, for activities approved by the centre’s
licence.
In-house training and on-going continual professional development (CPD) activities are
used to develop and/or maintain staff respect for the special status of the embryo when
undertaking ART treatment services.
What the centre could do better.
Nothing noted.
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►

Storage of gametes and embryos
•
Storage of gametes and embryos (Guidance Note 17) – only applicable for
centres licensed to store gametes and / or embryos
What the centre does well.
Storage of gametes and embryos (Guidance Note 17)
A SOP is in place defining processes for the storage of gametes and embryos (SLC T33b).
There is a ‘bring forward’ system in place to ensure that samples are not stored beyond
their consented storage period. Prior to storage all gamete providers are screened for HIV
1&2, Hepatitis B&C (SLC T50a). There is also a quarantine tank for the storage of samples
awaiting the results of screening tests (SLC T50b).
An audit of all patient cryo-stored embryos was undertaken by laboratory staff during June
2010. No major discrepancies were found. Minor errors found related to administrative
and/or typographical mistakes, which were identified and corrective actions taken. The
discrepancies revealed by the audit were discussed at the following laboratory staff
meeting.
An audit of all patient cryo-stored sperm samples was also undertaken during June/July
2010. Nineteen minor administrative/typographical errors were found, from a total of 1182
stored samples (1.6% error rate). Corrective actions were taken to ensure that all the
errors discovered were rectified. (G17.16/T36).
What the centre could do better.
Storage of gametes and embryos (Guidance Note 17)
There is no documented record of the assessment of the competence of scientific staff to
undertake the storage of gametes and embryos (SLC T15a).
No formalised and documented QIs have been established for the storage of gametes and
embryos (SLC T35).
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►

Distribution and / or receipt of gametes and embryos
•
Distribution of gametes and embryos (Guidance Note 15) – only applicable for
centres that has distributed or exported gametes and / or embryos
•
Receipt of gametes and embryos (Guidance Note 15) – only applicable for
centres that has received gametes and / or embryos
What the centre does well.
Distribution of gametes and embryos (Guidance Note 15)
The centre has procedures in place to generally ensure that gametes/embryos are only
transferred to/from other licensed centres under conditions that maintain their quality and
safety.
The centre imported twenty-eight ampoules of sperm during 1 January and 31 December
2010. A checklist is completed by staff in andrology each time an import is undertaken to
ensure compliance with General Direction D0006. Completed checklists were reviewed on
inspection and found to be compliant. The number of samples imported also tallied with
information provided to the HFEA Register.
A SOP is in place for the transfer of licensed material between UK HFEA licensed centres
(SLC T33b). The SOP details all documentation/information required to be in place prior to
the receipt/dispatch of licensed material. A shipping label giving the required transfer
details/information is affixed to the centre’s container prior to dispatch (SLC T107).
All licensed material is packaged/transported in a container that is designed for the
carriage of biological materials and which minimises the risk of contamination whilst
preserving their biological function (SLC T105; 106)

What the centre could do better.
Distribution of gametes and embryos (Guidance Note 15)
The critical transport conditions such as temperature and time limit for transport have not
been defined within the SOP to ensure that the required cell properties/viability are
maintained (SLC T107).
No documented recall procedure has been established, which includes the defined
responsibilities and actions to be taken for the handling of returned material (HF&E Act
Schedule 3A(11)-2006/86/EC/T122).
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►

Use of embryos for training staff (Guidance Note 22) – only applicable for centres
which use embryo to train staff
What the centre does well.
Use of embryos for training staff (Guidance Note 22)
The centre ensures that embryos are only used for purposes such as training staff in
embryological techniques, when both gamete providers have consented to such use.
Trained nursing staff ensure that patients are informed about the types of training
undertaken prior to consent forms being signed (SLC T97). From discussions with staff it
was established that procedures are in place to ensure that, embryos are only used for
training activities that are authorised by the Authority and that embryos used for training
are not then kept or used for the provision of treatment services (SLC T92/93).
Appropriately signed consents for the use of embryos in training were seen in patients
notes (SLC T94).
What the centre could do better.
Use of embryos for training staff (Guidance Note 22)
Documented procedures have not been established to ensure that clinical and training
roles are separated (SLC T95).
Documented procedures have not been established to ensure that the number of embryos
used in training is kept to a minimum (SLC T96).
QIs relevant to compliance with training licence requirements have not been established
(SLC T35).
An audit of training licence requirements against compliance with the approved protocols,
the regulatory requirements and QIs has not been undertaken within the last two years
(SLC T36).
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4.

Good governance and record keeping

Focus
The purpose of the inspection was to assess whether the centre:
•
maintains accurate records and information about all licensed activities
•
conducts all licensed activities with regard for the regulatory framework governing
treatment involving gametes and embryos within the UK, including
o maintaining up-to-date awareness and understanding of legal obligations
o responding promptly to requests for information and documents from the
HFEA
o co-operates fully with inspections and investigations by the HFEA or other
agencies responsible for law enforcement or regulation of healthcare

►

Record keeping
•
Record keeping and document control (Guidance Note 31)
What the centre does well.
Record keeping and document control (Guidance Note 31)
All patient/partner and donor records were seen to be stored securely. Those reviewed
during the course of inspection were considered to be well organised, clear and legible
and were seen to contain appropriate documentation as required (SLC T46/47), such as;
• patient/donor identification
• surname, first name, date of birth, age & gender
• treatment services provided
• relevant medical history
• WoC assessments
• relevant consents
• relevant laboratory test results
What the centre could do better.
Nothing noted

►

Legal requirements [Human Fertilisation and Embryology Authority 1990 (as
amended)]
•
Obligations and reporting requirements of centres (Guidance Note 32)
What the centre does well.
Obligations and reporting requirements of centres (Guidance Note 32)
Prior to inspection, the PR/centre provided all the information required under General
Direction 0008, paragraphs 2 & 16. During the inspection process all members of staff
cooperated fully with the inspection team. Information requested both at the time of the
inspection and subsequently was provided in a timely manner.
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What the centre could do better.
Obligations and reporting requirements (Guidance Note 32)
During the last financial year (April 2009 to March 2010) the centre took an
average of 37 days to pay invoices. During the present financial year to date
(April 2010 to January 2011) the centre took an average of 38 days to pay
invoices (SLC T9d).
Licensed Treatment Reporting
To determine whether all licensed treatments are reported to the HFEA as
required by Direction 0005, a sample of records were reviewed detailing licensed
treatments undertaken by the centre between 1 January 2010 and
31 December 2010. The sample was drawn from the centres records and was
reviewed against an extract of the Authority’s statutory register, to ensure the
accuracy of information provided by the centre to the HFEA regarding licensed
treatments. The sample comprised 208 treatments (i.e. 124 IVF and 84 DI
treatments) and was drawn from the centre’s laboratory records.
•

Less than 2% (2/124) of the IVF and approximately 4% (3/84) of the DI
treatments in the audit sample were found to be unreported to the HFEA
at the time of inspection.

•

Only 5% of the 203 treatment cycles audited had been reported to the
HFEA within five working days contrary to General Direction 0005.

•

A significant proportion (i.e. 95%) of the treatments undertaken within the
12 month sample period was reported late, as determined by standard
HFEA audit criteria. On further examination and following discussions with
the PR and staff, however, it was established that this situation was due to
a misunderstanding over the timings of the submission of HFEA treatment
forms. This is to be addressed by the centre and therefore this issue should
be resolved going forward.

Data Quality
To ascertain the quality of data submitted by the centre for inclusion on the
statutory register, 22 sets of assorted form data submitted to the HFEA between
1 January and 31 December 2010 were reviewed against source documentation
held on patient and donor files. It was found that 41% (9/22) of forms submitted
contained errors or omissions. No errors were found in a critical field that could
affect the Authority’s ability to fulfil statutory obligations to offspring (i.e. failure to
indicate the use of donor gametes in an IVF treatment).The audit sample was too
small to state conclusively that system or process errors were the cause of the
errors identified, as opposed to simple input error. Nevertheless, there were
common errors on a number of the form types reviewed.
These observations indicate that the centre is non-compliant with General
Direction 0005 and SLC T9e.
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5.

Changes / improvements since the previous inspection on 14/05/2008

Area for improvement

Action required

All third party agreements to
be formalised.

Outstanding third party
agreements to be authorized.

Action taken as evidenced
during this inspection
TPAs are in place but require
review to ensure all licence
conditions are being met.
(See page 10 of report.)
Further action required.

The QMS requires further
development with full
document control.

Further development of the
QMS with full document
control.

Document control in place but
further development of QMS
required (eg audits and the
establishment of QIs).
(See page 10 of report.)
Further action required.

Timings of witnessing events
to be recorded consistently.

Timings of all witnessing
events to be recorded.

SOP amended. Evidence
provided in laboratory
records.
Issue resolved.

Lack of regular minuted
laboratory meetings

More regular minuted
laboratory meetings

Regular minuted laboratory
meetings occurring.
Issue resolved.
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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 risk of causing harm to a patient, donor, embryo or to a
child who may be born as a result of treatment services. A critical area of non-compliance requires immediate action to be taken by the
Person Responsible.

Area of practice and
reference

Timescale and Action required

PR Response

None Noted
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►

Major area of non compliance
A major area of non compliance is a non critical area of non compliance:
• which poses an indirect risk to the safety of a patient, donor, embryo or to a child who may be born as a result of treatment
services
• 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.
PR Response
Executive Review
Area of practice and Timescale and Action
reference
required
Licensed treatment
All licensed treatment
If we are required by the HFEA to Following extensive
cycles are being
cycles should be reported change our practice we will
discussions between the PR,
inaccurately reported
accurately to the HFEA in expedite the change although as Audit and Registry personnel,
to HFEA Register.
accordance with General it would add a step to our
it was established that the
Direction D0005
reporting process cannot be
process for submission of
immediate and in that case I
HFEA treatment forms would
would be grateful if we could
be reviewed/amended by the
D0005/T9e
have clear instruction regarding
centre to ensure reporting of
Immediately.
the definition of “completion of
cycles within a standard
treatment” before making that
timeframe. The PR should
change.
establish an amended
process as soon as possible
and inform the inspector of its
inception.
All critical processes
All critical processes and With regard to the other points –
The PR should forward a
and equipment have
equipment must be
primarily around documentation
project-plan and time-line for
not been appropriately appropriately validated.
and audit we accept the
the validation of all
validated.
comments in principle and
outstanding critical processes
and equipment, by 10 June
Within 6 months of continue to work on our QMS.
T24/72
Licence Committee We accept the time frame and 2011.
minutes being that a review inspection is likely To be reviewed at the followup inspection planned for
published. to be planned for next year.
May 2012.
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Critical transport
conditions are not
being specified during
distribution of gametes
and embryos.
T107

Payments to gamete
donors are at a flat
rate.

Critical transport
conditions should be
specified during
distribution of gametes
and embryos.

No specific response to this issue
by the PR but it was stated that,
‘some of the very specific points
regarding documentation can be
addressed by forwarding specific
documents.’

An amended SOP to be
forwarded to the inspector by
27 May 2011.

We have had further
correspondence regarding this
and we will change our practice
as required.

An amended SOP to be
forwarded to the inspector by
27 May 2011.

With regard to the other points –
primarily around documentation
and audit we accept the
comments in principle and
continue to work on our QMS.
We accept the time frame and
that a review inspection is likely
to be planned for next year.

The PR should forward a
project-plan and time-line for
the auditing of all outstanding
centre activities, by 10 June
2011. To be reviewed at the
follow-up inspection planned
for May 2012.

With regard to the other points –
primarily around documentation

The PR should forward a
project-plan and time-line for

Immediately.

Payments to gamete
donors should be in
accordance with D0001.
Immediately.

D0001
All licensed and nonlicensed activities
undertaken at the
centre have not been
audited against
compliance with
approved protocols,
the regulatory
requirements and QI
within the last two
years

All licensed and nonlicensed activities
undertaken at the centre
should be audited against
compliance with
approved protocols, the
regulatory requirements
and QI.
Within 6 months of
Licence Committee
minutes being
published.

T36
Quality indicators have Quality indicators should
not been established
be established for all
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for all licensed and
unlicensed activities
undertaken at the
centre.
T35

Documented
procedures have not
been established to
ensure that the
number of embryos
used in training is kept
to a minimum.

licensed/unlicensed
activities undertaken at
the centre.

and audit we accept the
comments in principle and
continue to work on our QMS.
We accept the time frame and
Within 6 months of that a review inspection is likely
Licence Committee to be planned for next year.
minutes being
published.

Documented procedures
should be established to
ensure that the number of
embryos used in training
is kept to a minimum.

Embryos for training use –
procedure for minimisation
strategy will be included in
protocol.

Immediately.

T96
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the auditing of all outstanding
centre activities, by 10 June
2011. To be reviewed at the
follow-up inspection planned
for May 2012.

An amended SOP to be
forwarded to the inspector by
27 May 2011.
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►

Other areas of practice that require 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 statutory requirements or good practice.

Area of practice and
reference
Treatment cycle fee
payments are taking 38
days on average.

T9d
Further discussions on
the day of embryo
transfer, concerning the
reason(s) for the transfer
of multiple embryos, and
the risks associated with
multiple pregnancy/birth,
are not being recorded in
patient notes, post
embryo transfer, in those
eSET patients that
choose to have multiple
embryos transferred.
D0003
Incomplete assessment
and recording of staff
competence.

Timescale and Action
required
The PR should ensure that
fees are paid to the
Authority within the
timescale specified in
Directions or in writing.

PR Response

Our bills go through our Trust
Finance Department. We
have been ironing out issues
following the change to
electronic invoices. I will
make Finance Department
Immediately. aware of comment but hope
that we are now compliant.
Any further discussions, on The point here is that we
the day of embryo transfer, have not documented further
concerning the reason(s)
discussion actually on the
for the multiple transfer
day of embryo transfer. We
and risks associated with
are agreeing with the team
multiple pregnancy/birth,
the most appropriate place
should be recorded in the
for recording that
patient notes, post embryo confirmation in the notes for
transfer, in those eSET
future, however your report
patients that choose to
suggests that no discussion
have multiple embryos
is undertaken and should
transferred.
therefore be clarified for this
specific point.
Immediately.
Staff competence should
be periodically assessed
and recorded when
performing treatment

With regard to the other
points – primarily around
documentation and audit we
accept the comments in
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As part of the on-going
monitoring process, the
inspector will liaise with
Finance department to
ensure that treatment fees
are paid by the centre within
required timeframe.
The PR to confirm by 27 May
that this process is now in
place.
To be reviewed at the
follow-up inspection planned
for May 2012.

The PR should forward a
project-plan and time-line for
the completion of all
outstanding staff competence

32
duties.

principle and continue to work
on our QMS.
T15a
Within 6 months of We accept the time frame
Licence Committee and that a review inspection
minutes being published. is likely to be planned for next
year.
A recall procedure for A recall procedure for
Recall procedure for
transported
transported
transported gametes and
gametes/embryos is not gametes/embryos must be embryos will be formalised
in place
formalised.
into transport SOPs

T122
Current third party
agreements (TPA)
documentation does not
address all applicable
licence conditions.
T116

Documented procedures
have not been
established to ensure
that clinical and training
roles are separated.
T95

An amended SOP to be
forwarded to the inspector by
27 May 2011.

Immediately.
Third party agreement
(TPA) documentation must
address all applicable
licence conditions.

TPAs will be reviewed.
We believe that some of the
very specific points regarding
documentation can be
addressed by forwarding
Within 6 months of specific documents.
Licence Committee We accept the time frame
minutes being published. and that a review inspection
is likely to be planned for next
year.
Documented procedures
Specific documentation
should be established to
separating training and
ensure that clinical and
clinical roles will be
training roles are
incorporated in to lab SOPs
separated.
as appropriate.
Immediately.
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assessments, by 10 June
2011. To be reviewed at the
follow-up inspection planned
for May 2012.

An example of the
reviewed/amended TPAs to
be forwarded to inspector by
10 June 2011. All TPAs to be
reviewed at the follow-up
inspection planned for May
2012.

An amended SOP to be
forwarded to the inspector by
27 May 2011.
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Additional comments by the PR
I would add that – as discussed – I consider the pre-inspection SAQ to be a fundamentally flawed document both in its design and its
execution. I do not believe therefore that it is a suitable tool for inspection against and can say that we as a team found this inspection,
compared with previous ones which were equally challenging, to be a rather negative experience because of this. On the other hand we are
pleased that the new format of the report allows for the many positive comments which have come out of the process.
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