Renewal Inspection Report
Date of Inspection: 4 & 5 August 2010
Length of inspection: 11 hours
Inspectors: Gill Walsh, Jenny McLaughlin, Mim Glenn, Chris Hall and
Gladys Dye.
Inspection details:
The report covers the pre-inspection analysis, the visit and information received between 8
September 2009 and 3 December 2010
Date of Executive Licensing Panel: 17 December 2010
Purpose of the Inspection report
The purpose of the inspection is to assess whether centres are complying with the HF&E
Act 1990 (as amended), the HF&E Act 2008 and the Code of Practice 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 Licence Committee/ Executive
Licensing Panel which make the decision about the centre’s licence renewal application.
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Report to Executive Licensing Panel
Brief description of the centre and its licensing history:
Aberdeen Fertility Centre has been licensed by the HFEA since 1992 and offers a
comprehensive range of fertility treatments and services to both self funding and NHS
Scottish Health Board commissioned patients from the Grampian, Highlands and islands of
Orkney and Shetland areas.
Aberdeen Fertility Centre is comprised of two elements, one being the Fertility Clinic, a
purely NHS funded clinic which provides diagnostic services, andrology and sperm storage,
(including that for the preservation of fertility) partner and donor insemination and fertility
treatment which does not require a licence.
The second element is the Assisted Conception Unit which is part of the University of
Aberdeen and offers a full range of assisted reproduction services to both self funding and
NHS patients who have been referred on from the Fertility Clinic for self funded and / or
more complex fertility treatment. The centre occasionally facilitates surrogacy. Facilities
within the centre are arranged over two floors and are self contained within an area of
Aberdeen Maternity Hospital.
Activities of the Centre:

Invitro fertilisation (IVF)
Intracytoplasmic sperm injection (ICSI)
Frozen embryo transfer (FET)
Donor insemination (DI)
Intra uterine insemination (IUI)

Number of treatment cycles for
the period 1 Jan 2009 to 31 Dec
2009*
335
137
140
112
56

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

9 or Not applicable (N/A)
Yes
Yes
Yes
No

Type of treatment

*These data were extracted from the HFEA register for the period 1 Jan 2009 to 31 Dec 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 Inspectors consider 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 discharged his duty under section 17 of the HF&E Act 1990
(as amended);
the PR has responded to the recommendations from the last inspection in September
2009 and has achieved compliance in the vast majority of areas;

•

on inspection the premises, equipment, processes and procedures used in the conduct
of licensed activities appeared to be safe, secure and suitable for the purpose;

•

the centre has submitted appropriately completed documentation in support of the
application for licence renewal and has met the requirements of paragraph 16 of
General Direction 0008;

•

the centre has paid the required application fee to the HFEA in accordance with
requirements.

The Executive Licensing Panel is asked to note that at the time of the inspection there were
a number of areas of practice that required improvement, including two major areas of non
compliance and six other areas of non compliance or areas of poor practice.
Since the inspection visit on 4 and 5 August 2010, the PR has provided information that, in
the view of the inspection team, provided sufficient information to conclude that the centre
is now compliant with, or has given commitment to implement the following
recommendations:
•
•
•

•

•

The current process for the import and export of gametes and embryos should be
reviewed to ensure compliance with Directions 0006 and an appropriate SOP
should be formulated.
The PR should ensure the work in progress to complete the documentation of staff
competence and assessment is completed.
The PR should review this practice of nurses counselling patients / donors to ensure
that appropriate assessment and evaluation of those seeking treatment or donation
is conducted and that professional boundaries are maintained to ensure that the
medical decision making process is separate from information shared during the
counselling process.
The PR should review the process for payment with the centre’s University finance
department to ensure there are no barriers to the prompt payment of
HFEA invoices.
Processes undertaken to submit treatment data to the Authority should be reviewed
and revised accordingly to ensure compliance with the reporting periods stipulated
within Direction 0005.
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•

The PR should review the process for documenting witnessing steps undertaken to
ensure that both the name and the signature of those witnessing a procedure are
recorded

•

The PR should review the SOP for collecting sperm to ensure that all requirements
for active identification and cross checking of identifying information are included in
the documented procedure.
The PR should ensure that patient information includes information about suitable
methods of informing any child born as a result of donor conception of their origin.

•

Recommendation to the Executive Licensing Panel:
The inspection team consider that, overall there is sufficient information available to
recommend the renewal of this centre’s licence for a period of four years without additional
conditions. In making this recommendation it is noted that the PR has responded to all
recommendations made in this inspection report.
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Details of Inspection findings

1.

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

Focus
•

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

•

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

•

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

•

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

►

Take account of the welfare of any child who may be born as a result of the licensed
treatment provided by the centre, and of any other child who may be affected by that birth
(Principle 4).
Evidence of how the centre demonstrates compliance with this principle.
Welfare of the Child: (Guidance Note 8)
The PR and staff provided verbal and written evidence that, before any woman is provided
with any licensed treatment services, account is taken of the welfare of any child born as a
result of treatment or any child affected by such a birth. [Standard licence condition T58] It
was also confirmed that both those commissioning a surrogacy arrangement and the
surrogate (and partner where there is one) are assessed in consideration of welfare of the
child. [Standard licence condition T56].
Staff provided a detailed standard operating procedure (SOP) directing the process for
assessing the welfare of the child and also a comprehensive patient / partner information
sheet describing why this assessment is necessary. Detailed information was also seen to
be available on the centre’s website. Staff were able to describe how, if any concerns
arise, they would bring them to the clinical meeting for further discussion. [Standard licence
condition T33b).
The nurse manager was able to provide evidence that the doctors conducting the welfare
of the child (WoC) assessment receive training and mentoring through this process by an
experienced senior member of the medical team. [Standard licence condition T15(a)]
Regular audits of randomly selected patients medical records was seen to have been
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conducted by clinic staff for the presence and completeness of HFEA welfare of the child
questionnaires and compliance with the centre’s SOP and established quality indicators.
[Schedule 3A and standard licence conditions T35 and T36]

What they could do better.
At the time of the inspection the HFEA operational audit team reviewed five randomly
selected patient files to confirm that they contained evidence of appropriate WoC
consideration prior to treatment being undertaken. Documentary evidence of the WoC
assessment having been conducted was absent from one patient’s file.

►

Conduct all licensed activities with skill and care and in an appropriate environment,
in line with good clinical practice, to ensure optimum outcomes and minimum risk for
patients, donors and offspring (Principle 7).
Evidence of how the centre demonstrates compliance with this principle.
Donor recruitment, assessment and screening: (Guidance Note 11)
The centre recruits both egg and sperm donors and occasionally embryo donors but does
not facilitate egg or sperm sharing.
The centre was seen to have a detailed SOP in place for the process to be followed
for selecting and recruiting donors. [Standard licence condition T33b)] Training records for
the new donor coordinator were seen to include details of assessment of competence.
[Standard licence condition T15(a)].
The centre has established quality indicators relevant to the selection and recruitment of
donors [standard licence condition T35] which are currently used as a self audit tool by the
donor coordinator.
The centre was able to demonstrate that all donors are selected and screened in
accordance with standard licence condition T52(a & b), details of which were seen in
relevant patient medical records. Screening is conducted in a Clinical Pathology
Accredited (CPA) laboratory. [Standard licence condition T53(a)]
Sperm and embryos to be used for donation are quarantined for a minimum of 180 days,
prior to repeat screening of the donor(s) [standard licence condition T53(c)]. A procedure
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is in place to identify when additional screening may be required. [Standard licence
condition T52(g)]
Payment of donors: (Guidance Note 13)
Discussions with staff and a review records held by the centre confirmed that all records
held regarding reimbursement of donor expenses and payments made to donors are
restricted to expenses incurred in the UK and compensation made for loss of earnings is
within prescribed limits in full compliance with Directions 0001. Records held were noted
to be clear and detailed with itemised receipts for expenses or loss of earnings incurred for
each donor payment.
Surrogacy: (Guidance Note 14)
The centre provides treatment requiring surrogacy.
A review of patient notes and discussions held with the centre staff confirmed that the
centre screen and register gametes providers in surrogacy arrangement as donors in
accordance with standard licence condition T52 and Directions 0003 and that sperm used
in surrogacy is quarantined for 180 days as per standard donor sperm protocol. [Standard
licence condition T53(c)]
Donor assisted conception: (Guidance Note 20)
The donor co-ordinator reported that all donors and recipients of donor gametes or
embryos referred to the Assisted Conception Unit arm of the centre are required to attend
at least one counselling session with the centre’ counsellor, prior to treatment
commencing. Staff interviewed reported that sperm donors and recipients of donated
sperm attending the Fertility Clinic discuss the implications of donation or treatment with
staff at the fertility clinic and counselling is available further to this if required.
Patient information seen highlighted the importance of informing children of their donor
origins (Code of Practice (CoP) guidance 20.7 – 20.8). Centre staff confirmed that
anonymously donated sperm would only be accepted for sibling use. [Standard licence
condition T54].
The quality management system: (Guidance Note 23)
The centre has a comprehensive quality management system. Quality, training and
reference manuals are in place, details of which were submitted to the HFEA prior
inspection. [Standard licence condition T32 and T33]
The centre has SOPs in place for all key activities and where appropriate, SOPs detail the
specifications for any critical materials and reagents used in those procedures. [Schedule
3A (11) 2006/86/EC, standard licence conditions T33(b) and T31]
Quality indicators and objectives were seen to have been established for all key
procedures and processes conducted at the centre [standard licence condition T35] and a
comprehensive audit schedule was also seen to be in operation. Audit findings and
corrective actions (where applicable) were seen to have been documented. Evidence of re
– audit to assess the efficacy of corrective actions was also seen where conducted.
[Schedule 3A (10) 2006/86/EC, Appendix F1 and standard licence condition T36]
A review of the quality management system is conducted quarterly and actions arising from
this were seen to have documented and monitored for effectiveness in documents
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presented and in discussion with the quality manager. [Schedule 3A (10) 2006/86/EC,
Appendix F1]
What they could do better.
Patient information seen did not refer to suitable methods of informing any resulting child at
an early age that the child was born as a result of gametes donated by a person who is not
the parent of that child. [Standard licence condition T63(b)]

►

Ensure that all premises, equipment, processes and procedures used in the conduct
of licensed activities are safe, secure and suitable for the purpose (Principle 8).
Evidence of how the centre demonstrates compliance with this principle.
Witnessing: (Guidance Note 18)
The identification of patients and samples is witnessed by two members of staff at all
critical points of the treatment process. Witnessing procedures were observed during IVF
inseminations and was seen to be compliant with the centre’s witnessing SOP and with
Schedule 3A (11) 2006/86/EC and standard licence conditions T33(b) and T71 throughout.
The witnessing procedures and measures in place to ensure the accurate identification of
patients, donors, gametes and embryos were considered to be robust. The centre
maintains a separate record of the name, job title and signature of all personnel approved
to conduct witnessing of laboratory or clinical procedures. [Guidance note 18.8]
The centre is currently training on and user testing a radio frequency identification system
(RFID) which it is hoped will be fully implemented in the very near future.
Quality objectives relating to witnessing have been established. Witnessing practice and
documentation was seen to have been audited against approved SOPs, regulatory
requirements and the established quality indicators. The audit findings and required
corrective actions have been documented and implemented in accordance with Schedule
3A (10) 2006/86/EC, Appendix 1 F.
An audit of patient records demonstrated that the centre keeps a record of the signature
and job title of the person performing the procedure and the signature and job title of the
person witnessing the procedure. (T71) A separate list of the names, position and
signature of all staff is maintained in accordance with CoP Guidance Note 18, paragraph
18.8.
Third party agreements: (Guidance Note 24)
The centre has established written agreements with all third parties who provide goods or
services that may influence the quality and safety of gametes and embryos, a full list of
which was submitted to the HFEA prior to inspection. [Standard licence condition T115] A
sample of third parties agreements in place have been evaluated for their ability to meet
required standards [standard licence condition T112] and the content of the third party
agreements seen meet the requirements of standard licence condition T114.
What they could do better.
Witnessing: (Guidance note 18)
The full documentation of staff competence in witnessing procedures is not complete.
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The signature of the second witness was absent for one witnessing step in one record
seen.
It was also noted that, whilst this step was being conducted in practice, the centre’s SOP
for collecting sperm did not specify the requirement for active identification of the sperm
provider by cross checking identifying information provided by the sperm provider against
records, laboratory data sheet and sperm receptacle or to cross reference against
information entered into the centre’s RFID system.

►

Ensure that all staff engaged in licensed activity are competent and recruited in
sufficient numbers to guarantee safe clinical and laboratory practice (Principle 9).
Evidence of how the centre demonstrates compliance with this principle.
Person Responsible: (Guidance note 1)
The Person Responsible has been in post since 2004, is on the specialist register
(obstetrics and gynaecology) of the General Medical Council and is a consultant in
obstetrics and gynaecology at the Aberdeen Maternity Hospital, NHS Grampian.
Staff: (Guidance note 2)
The centre has an organisational chart in place. The PR for the centre is also the
nominated registered medical practitioner who oversees all medical activities and is based
within the centre. He is readily available to all staff for advice and the supervision of junior
doctors where required. [Standard licence condition T16]
From discussions with the PR and senior staff and from records seen, the inspectors
consider that they have sufficient information to conclude that staff working under the
auspices of the licence are suitable both in character and qualifications and have received
appropriate training to perform their designated tasks. [Section 17 (1) (a) and Schedule 3A
5 to the Act]
Discussion with a newly recruited member of staff and records seen demonstrated a
comprehensive induction programme with ongoing assessment of competence in all work
streams. Staff participate in the NHS electronic knowledge and skills framework (eKSF)
with both line managers and staff using a web based knowledge and skills tool kit which
includes role outlines and competencies. The framework also records Joint Development
Reviews (performance and development appraisal) and development action plans.
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[Standard licence condition T12 and T15(a)]
Staff asked said they felt supported in their continuing professional development and
access to professional development opportunities is encouraged wherever possible given
the centre’s location and funding constraints.
The centre has assessed their workforce requirements, most recently in May 2010 as part
of the Quality Management Review and as a result, following staff consultation, is planning
to implement some changes to work patterns and role responsibilities. The NHS run
Fertility Unit nursing and andrology team currently have separate roles and professional
reporting lines to that of the University run Assisted Conception Unit team. Overarching
responsibility for both areas lies with the Person Responsible. In recent times the senior
management team for the centre overall have been working to better align the roles and
communication streams between the two teams by standardising work practices and
rotating staff through both areas where appropriate.
Staff turnover is historically very low at the centre, with a high proportion of the team
members having been in post for many years. Senior staff asked said that they felt that,
despite recent changes within the team and one senior staff nurse being away on long
term sick, the workload is still manageable with the resources available. This has had the
operational effect that some joint working initiatives have faltered in their attempts to better
align both teams.
The PR did however express concern there is now only one substantive full time NHS
clinical consultant (the PR) for the centre, the rest of the medical team being comprised of
doctors in higher training or on research fellowships attached to the University Professorial
Unit.
What they could do better.
Nothing noted.

►

Report all adverse incidents (including serious adverse events and reactions) to the
HFEA, investigate all complaints properly, and share lessons learned appropriately
(Principle 11).
Evidence of how the centre demonstrates compliance with this principle.
Adverse Incidents: (Guidance note 27)
The centre has a robust procedure in place for the reporting and investigation of adverse
incidents or events which is compliant with standard licence condition T118. Review of the
centre’s incident log corresponded with information held by the HFEA, which demonstrated
compliance with standard licence condition T119. The centre has reported one adverse
incident to the HFEA since the last inspection in September 2009. Details of a full
investigation and of the conclusions drawn and consequent changes was also submitted to
the HFEA which demonstrated full compliance with standard licence conditions T120 and
T121. The investigation contained evidence of a thorough multidisciplinary response to the
incident including a review of relevant procedures to minimise the risk of recurrence as
recommended by Guidance note 27.5.
As part of the centre’s documented agreements seen to be in place, all third party suppliers
of goods or services are required to report adverse incidents to the primary centre in
accordance with standard licence condition T118.
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Complaints: (Guidance note 28)
A comprehensive Complaints Management standard operating procedure was provided
during the inspection. A complaints log was seen to be held as recommended by G28.7
and evidence was provided that the standard operating procedure in place includes
parameters guiding the resolution of complaints.
What they could do better.
Nothing noted.

2.

Patient Experience

Focus
•

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

•

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

•

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

•

Inspection theme 2010 - 2012 – the focus of inspection for 2010 – 2012 should
include
the following areas
•
Information about the cost of treatment (costed treatment plans)
•
Legal parenthood

•

Areas of concern – The analysis of the centre’s self assessment questionnaire and
the information the centre has submitted to the HFEA e.g. staff changes and the
treatment cycles carried out at the centre, have identified that the following areas
needed to be looked during the inspection visit to this centre.
•
None noted
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►

Treat prospective and current patients and donors fairly, and ensure that all licensed
activities are conducted in a non-discriminatory way (Principle 1).
Evidence of how the centre demonstrates compliance with this principle
Treating people fairly: (Guidance note 29)
The centre’s practice is guided by NHS Grampian’s policy on equality and diversity and
staff asked reported that both staff and patients are considered with respect and equity and
with sensitivity to the circumstances of the individual, including their ethnic and religious
beliefs, lifestyle choices and physical ability. The centre provides treatment in accordance
with local health board eligibility criteria for treatment and their own treatment criteria based
on clinical and scientific standards and professional guidance. The inspectors considered
that there was sufficient information available to determine compliance with HFEA
Guidance note 29 and other related profession guidance and legislation.
What they could do better.
Nothing noted.

►

Have respect for the privacy, confidentiality, dignity, comfort and well being of
prospective and current patients and donors (Principle 2).
Evidence of how the centre demonstrates compliance with this principle
Counselling: (Guidance note 3)
Discussions with staff and documents seen confirmed that there is an appropriate
counselling service available to patients, their partners and donors attending the centre and
that counselling is offered to those providing consent to treatment or donation. Staff asked
were able to confirm that the availability and modes of access to independent counselling
before consent is sought and throughout the proposed treatment pathway is discussed at
the information evening facilitated by the Assisted Conception Unit. [Act Section 13 (6)]
Written information about the counselling service was seen to be readily available in patient
areas within the centre and on the centre’s website.
There is an SOP in place to guide the process for the provision of counselling. [Standard
licence condition T33(b)]. Quality indicators have been established relevant to the
counselling service [standard licence condition T35] and a counselling specific user
satisfaction questionnaire is sent to patients who have attended counselling with the
centre’s independent counsellor in the previous six months. Service users are invited to
return the completed questionnaire to a member of the team other than the counsellor who
collates and audits the information. [Schedule 3A (10) 2006/86/EC, Appendix 1 F and
standard licence condition T36]. A comprehensive audit report of counselling activity data
and user feedback trend analysis was available on inspection and was considered to be of
a very high standard.
From discussions with the counsellor and following review of documents available, it was
demonstrated that the counsellor is appropriately qualified and competent to provide
counselling to donors and patients planning or receiving licensed treatment. The
counsellor regularly attends independent professional supervision of her practice and
maintains a good standard of clinical professional development which is supported by the
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centre. [Standard licence condition T15(a)] The counsellor is a member of the British
Infertility Counselling Association (BICA) and anticipates that she will achieve full BICA
accreditation by the end of 2010.
The counsellor was able to confirm that she is able to refer patients for more specialist or
ongoing therapeutic counselling when required. The centre has strong professional links
with the regional centre for the treatment of childhood and adolescent cancers who will
counsel adolescent boys asked to consider the storage of sperm for the preservation of
fertility.
Confidentiality and privacy: (Guidance note 30)
Following discussions with staff and observations made on inspection the inspectors
consider that the centre has an appropriate SOP in place to guide this process and ensures
that all information relating to licensed activity and associated patients and donors is kept
confidential and may only be disclosed in circumstances permitted by law. There is also an
SOP in place to dictate the management and control of access to health data and records.
[Standards licence conditions T42, T43, T44 and T45] An SOP for the informing of
authorised visitors to the centre about the maintenance of confidentiality.
The quality manager was able to confirm that all staff undergo NHS Grampian hospitals
confidentiality training which is supplemented by the centre to include the enhanced
requirement for confidentiality surrounding assisted conception and gamete and embryo
donation.
What they could do better.
Counselling: (Guidance note 3)
It was noted during discussion with the Senior Nurse for the Fertility Unit that patients and
sperm donors attending the Fertility Clinic only would be made aware of the availability of
independent counselling at the Assisted Conception Unit and staff have the facility to book
appointments with the counsellor for those requesting it. However, it was stated that senior
nursing staff routinely conduct implications counselling and would only refer the patient /
donor to the centre’s independent counsellor if the nursing staff conducting the implications
counselling felt there were issues of concern’. The Senior Nurse stated that staff
performing this role are members of the Scottish Fertility Counselling Group.

►

Give prospective and current patients and donors sufficient, accessible and up-to-date
information to enable them to make informed decisions (Principle 5).
Evidence of how the centre demonstrates compliance with this principle
What the centre does well.
Information to be provided prior to consent: (Guidance notes 4)
The centre submitted all patient information leaflets prior to the inspection and were found
to be compliant with the requirements of HFEA 8th Code of Practice.
The Assisted Conception Unit host monthly information evenings for prospective patients
and partners during which the attendees are invited to tour the patient areas. ‘Stations’ are
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set up by staff at various points along the tour to demonstrate such things as injection
teaching. Topics covered at the information evenings include the necessity for welfare of
the child assessment, legal parenthood provisions, consents, including that for use of data
held by the HFEA for research, counselling, elective single embryo transfer, ovarian
hyperstimulation syndrome (OHSS) and other potential risks / side effects to treatment.
During the tour of the centre it was noted that the HFEA licence was on display [Standard
licence conditionT5] and information regarding counselling, complaints and support groups
was readily available.
The centre were seen to have and SOP in place to guide the provision of information prior
to seeking consent to treatment, and donation for treatment in accordance with standard
licence condition T33(b). Quality indicators for the provision of information have been
established [standard licence condition T35] against which procedures for the provision of
information has been audited for compliance regulatory requirements within the last two
years. Resulting actions and evaluations of those actions were seen to have been
documented. [Schedule 3A (10) 2006/86/EC, Appendix 1 F and standard licence condition
T36].
Records of training and assessment of competence for those providing information prior to
consent were seen on inspection. [Standard licence condition T15(b)].
Costed treatment plans
The centre has comprehensive and detailed written information available to patients
relating to the costs of treatment. The centre’s website also contains detailed information
on how treatment costs are apportioned for self funding patients and comprehensive
information about the treatment eligibility criteria set by the four separate commissioning
Scottish Health Boards serving the area.
In discussion, staff were able to confirm that prior to treatment, self funding patients and
couples discuss the projected costs of their individual treatment plan and have the
opportunity to discuss or seek clarification of cost at any point in their treatment. Once
confirmed, a copy of the costed treatment plan in included in the patient records.
What they could do better.
Nothing noted.

►

Ensure that patients and donors have provided all relevant consents before carrying
out any licensed activity (Principle 6).
Evidence of how the centre demonstrates compliance with this principle
Consent to treatment, storage, donation and disclosure of information: (Guidance
note 5)
Training records and assessment of competence for those seeking consent were seen on
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inspection. It was also noted that the senior nurse periodically conducts ‘scenario testing’
and consent mapping ‘puzzles’ for those recently trained in taking consent to confirm
continued competence. This exercise was considered by the inspector to be an innovative
and effective method of evaluating competence.
The centre does not currently participate in any licensed treatment or donation related
research projects.
As part of the operational audit process 5 sets of patient files were reviewed for evidence of
consent to treatment, storage, donation and disclosure of information. Appropriate consents
were found to be in place in all instances.
Legal parenthood: (Guidance note 6)
On discussion with staff and from documentation seen, it was confirmed that the centre
informs patients and their partners who are to be treated with donor sperm about
parenthood laws [standard licence condition T60] and obtains and retains written records of
consent to parenthood prior to treatment where a woman is to be treated with donor sperm
and fulfils all requirements of standard licence condition T33(b). including records of. All
documentation relating to this is formally checked as being in place before treatment can
begin and that there has been no change consent since the point at which it was given to
ensure that treatment is not provided to a woman where consent to parenthood has been
withdrawn prior to her being informed of this change. [Standard licence condition T64(b)].
An SOP is in place to guide the process whereby those affected are informed in writing
when a woman to be treated withdraws consent to a nominated person being treated as the
legal parent, or consents to a different person being treated as the legal parent should the
circumstance occur. [Standard licence condition T65]
What they could do better.
Nothing noted.

Live Birth Rates
Relative live birth success rates from the HFEA register data for 1 January 2007 to 31
December 2009 show that the centre’s success rates are in line with the national averages
for all treatment types.
Multiple Births
Evidence of how the centre improves its live birth rates and reduces the number of multiple
births.
Multiple births: (Guidance note 7)
The PR reported an overall multiple pregnancy rate for the period 01/09 to 12/09 of 16%
which is below the HFEA maximum multiple pregnancy rate target for the period. The
centre’s multiple birth minimisation strategy is considered to be compliant with Directions
0003, the efficacy of which was last audited and reviewed by the centre in March 2010.
Ongoing multiple birth strategy monitoring documents were seen to be in use at the centre.
A comprehensive log of cases in which multiple embryos have been transferred into
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women who meet the criteria for single embryo transfer was seen to in place which clearly
stated the reasons for this decision in each instance. That the associated risk of multiple
pregnancy had been discussed with the patient was recorded by the clinician in both
patient files and laboratory records seen on inspection. Inspection of the multiple embryo
transfer logs held demonstrated that no three embryo transfers have been conducted at the
centre for several years.
The PR described a process whereby all Scottish fertility centres are currently collaborating
on the formulation of a common policy and criteria for elective single embryo transfer, the
application of which is then to be negotiated with the associated commissioning Health
Boards for Scotland to provide a standard approach to eSET across Scotland.
Discussions with multidisciplinary staff at all levels of the process demonstrated a good
level of understanding of the multiple birth minimisation strategy principle and a good
standard of communication and information giving to patients regarding eSet.
What the centre could do better.
Nothing noted.

3.

Protection of embryos

Focus
•

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

•

Areas of concern – The analysis of the centre’s self assessment questionnaire and
the information the centre has submitted to the HFEA e.g. staff changes and the
treatment cycles carried out at the centre, have identified that the following areas
needed to be looked during the inspection visit to this centre.
•
Documentation of competence.

►

Have respect for the special status of the embryo when conducting
licensed activities (Principle 3).
Evidence of how the centre demonstrates compliance with this principle
Procuring, processing and transporting gametes and embryos: (Guidance note 15)
In discussion and from documents seen on inspection it was confirmed that the centre have
an appropriate SOP in place directing all critical procurement and processing procedures.
Relevant procedures and processes have been validated using associated professional
body and World Health Organisation guidelines as seen in documentation appended to
each relevant SOP. [Act Schedule 3A (11) 2006/86/EC, standard licence conditions T36(b)
and T72]. Both the SOP and validation are reviewed on an annual basis or sooner if a
change in practice or process dictates.
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Samples are screened by a Clinical Pathology Accreditation (CPA) UK Ltd. laboratory at
Aberdeen Royal Infirmary as was confirmed in patient records seen. [Standard licence
condition T21]
The centre participates in the NEQAS assessments quarterly and quality indicators were
seen to be in place for critical processing procedures. [Standard licence condition T35] The
centre have compiled a comprehensive audit schedule and were seen to have audited their
procurement and processing procedures within the last two years, an example of which
was seen for egg collection and culture conducted in March 2010. Audit findings,
recommendations for change and staff assigned to monitor progress were seen to have
been documented and resulting actions evaluated. [Schedule 3A (10) 2006/86/EC,
Appendix 1 F and standard licence condition T36]
A sample of patient notes reviewed on the day of inspection confirmed that the clinician
responsible had documented the justification for the use of their gametes or embryos in
each case. [Standard licence condition T49]. On occasion that sperm is produced at home
and transported to the centre by the sample provider, a record of this is made in the
person’s medical notes. Evidence of this was observed in set of patient notes seen on
inspection. [Standard licence condition T68] The centre also have clear patient information
guiding this process.
Sample training and competency logs were seen for andrology staff at the centre. All of
those seen had been appropriately signed off by an appropriate person. It was noted that
the centre have implemented a new process for the assessment of competence which
incorporates a template competence monitoring document for future reference.
Storage of gametes and embryos: (Guidance note 17)
The centre was seen to have an SOP in place directing the process to be followed when
storing gametes and / or embryos. [Standard licence condition T33(b)] The storage
procedures practiced at the centre were seen to have been validated appropriately.
Revalidation of one process was also seen following a change in protocol. [Standard
licence condition T72]
Quality indicators relating to the storage of gametes and embryos have been set [standard
licence condition T35]. Audits against the quality indicators,, approved protocols and
regulatory requirements were seen to have been conducted in April 2010 and December
2009. Resulting actions and evaluations of those actions were seen to have been
documented. [Schedule 3A (10) 2006/86/EC, Appendix 1 F and standard licence condition
T36]. Staff were able to describe how a weekly report was produced against the quality
indicators which was then discussed at team meetings.
A spreadsheet log used for the ongoing monitoring of competence was seen on inspection.
A sample record of staff competence monitoring for the cryopreservation of gametes was
reviewed on inspection. [Standard licence condition T15(a)]
Information contained within the most recent storage audit report confirmed that there is
current valid consent for all material currently stored at the centre and is within the limit of
the statutory storage period. [Act 14 (1)(c)]
From discussion with staff and documents seen, (SOP and patient notes) the inspectors
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consider that there is sufficient information available to confirm that prior to storage gamete
providers are appropriately screened in accordance with the HFE Act Schedule 3A (11)
2006/17/EC S50].
Centre laboratory staff were able to describe the operation of a ‘bring forward’ system
whereby storage records are reviewed monthly and patients are contacted four months
before the end of the statutory or designated storage period ends to ensure sufficient notice
of this date is given to gamete providers. The database holding this information was seen
on inspection.
Training: (Guidance note 22)
Laboratory staff were able to confirm that procedures are in place to ensure that only non
viable embryos that are expressly authorised by the Authority are used for training in
embryological techniques and are not kept or used in the provision of treatment. Written
evidence of this and the consent of gamete providers for the embryos to be used in training
was seen on inspection. The centre’s practices and procedures relating to training are
considered to be compliant with Schedule 2 1 (1) ca, standard licence condition T35, T80,
T81 and T84.
Staff are currently training in vitrification at this time. Information sessions for those
seeking consent have been established to ensure appropriate information is given to
patients asked to consider donation of gametes or embryos to training. [Standard licence
condition T86]
An audit of vitrification training has not been conducted but will be scheduled when
sufficient data is available.
What they could do better.
Some detail regarding the documentation of staff competence to conduct their designated
tasks remains outstanding.

►

Ensure that all premises, equipment, processes and procedures used in the conduct
of licensed activities are safe, secure and suitable for the purpose (Principle 8).
Evidence of how the centre demonstrates compliance with this principle
Import and export of gametes or embryos: (Guidance note 16)
There have been no imports or exports since the last inspection.
Traceability: (Guidance note 19)
From discussion with staff, a review of documentation and from practice observed the
inspector concluded that the centre is fully compliant with standard licence conditions T89
and T99 to T104 inclusively. All gametes and embryos were demonstrably traceable from
procurement to treatment or disposal and reverse. A system for recording equipment and
product batch information used in contact with gametes and embryos and on which
patient’s gametes and embryos they were used was seen to be comprehensive and
effective. [Standard licence condition T87]
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The SOP in place to guide traceability procedures was seen to also include quality
indicators by which traceability procedures have been audit most recently in February and
again in May of 2009. Audit data, recommended actions following audit, the date on which
actions were implemented and an evaluation of those actions was seen to have been
documented. [Standard licence condition T35, T36 and Schedule 3A (10) 2006/86/EC,
Appendix 1 F.
As part of the ongoing laboratory competence monitoring system described previously , the
centre are currently further populating this data base to include all traceability training and
assessment. [Standard licence condition T35].
ICSI: (Guidance note 21)
An effective SOP was seen to be in place to guide the ICSI process. Evidence of
appropriate validation of this procedure was seen to be appended to the SOP as is the
centre’s practice for other procedures requiring validation. [Standard licence condition
T33(b) and T72] ICSI procedures were seen to be regularly audited against established
quality indicators, approved professional protocols and regulatory requirements. The
results of such audits have been documented and recommended actions following
evaluated for efficacy. [Schedule 3A (10) 2006/86/EC, Appendix 1 F and standard licence
condition T36]
Documented evidence of the assessment of competence of designated staff to perform
ICSI is included in the data base under development by the centre. [Standard licence
condition T15(a)]
Premises and facilities: (Guidance note 25)
A tour of the premises confirmed that the activities authorised by the centre’s licence are
carried out over two floors as specified in the centre’s licence, a copy of which is displayed
in the patient waiting area. [S.12(1), schedule 2 S.4 (2)(d) and standard licence conditions
T1 and T5]. Evidence of regular cleaning and decontamination of the premises was made
available on inspection, including a recent Health Environment Inspection report which
reported overall compliance of over 96%.
Laboratory staff reported a validated schedule of air quality testing which routinely
comprises twice yearly air particle testing and microbiological settle / contact place culture
each month. The most resent clean room validation report (April 2010) reported
background air quality grade D and above. Critical work space results indicate air quality of
grade A. [Standard licence condition T20]
Equipment and materials: (Guidance note 26)
Documented evidence of regular cleaning and decontamination of a sample of equipment
in use in accordance with manufacturer’s instructions was seen on inspection as were
appropriate service schedules and records. [Standard licence conditions T23 and T26] All
critical equipment has been validated, examples of which were considered to be
appropriate and current. Procedures are also in place for the revalidation of equipment of
equipment following repair. [Standard licence conditions T24 and T25]
Examples of documented procedures for the operation of critical equipment were seen,
which included the action to be taken in the event of a malfunction. [Standard licence
condition T27]
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Equipment and materials that effect critical processing or storage parameters were seen to
be subject to appropriate monitoring, alert and alarm mechanisms. Evidence of regular
function and alarm testing was also seen. The centre operates an emergency call list of
appropriate personnel to be contact by Hospital security in the event of an alarm being
activated out of hours. [Standard licence condition 24]
The centre maintains a comprehensive database which details all equipment identified by a
clear numbering system and logs all related activity including preventative maintenance
schedules by due date and completion date and validation details. All equipment seen was
noted to be CE marked. [Standard licence condition T30]
What they could do better
Import and export of gametes and embryos: (Guidance note 16)
It would appear that there is not a current SOP in place to guide the process for the import
of gametes to ensure the actions of the andrology team and the donor coordinator are fully
coordinated.

4.

Good governance and record keeping

Focus
•

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

•

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

•

Ensuring identifying information is only disclosed in accordance with consent

•

Inspection theme 2010 - 2012 – for this period, this should include the following:
•
Patient consent to the disclosure of information, held on the HFEA register, for
use in research
•
Consent issues in relation to the storage of embryos (including cooling off period)

•

•

Areas of concern – The analysis of the centre’s self assessment questionnaire and
the information the centre has submitted to the HFEA e.g. staff changes and the
treatment cycles carried out at the centre, have identified that the following areas
needed to be looked during the inspection visit to this centre.
Nil

►

Maintain accurate records and information about all licensed activities (Principle 10)..
Evidence of how the centre demonstrates compliance with this principle
Record keeping and document control: (Guidance note 31)
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An appropriate SOP is in place to direct the keeping and control of documents which is
compliant with Directions 0005 and standard licence condition T33(b). Quality indicators
have been set by the centre against which data submission records have been audited by
the centre. [Standard licence conditions T35 and Schedule 3A (10) 2006/86/EC, Appendix
1 F and T36]
The centre has local and hospital wide procedures in place to ensure that records are
protected from unauthorised amendment and are retained appropriately. .Evidence was
provided that records are stored in a manner acceptable to the Authority, confirming full
traceability of records stored for a minimum of 30 years or as specified by Directions.
[Standard licence condition T47 and T48]
Five sets of patient records were reviewed for compliance with standard licence condition
T46, all of which include appropriate details of patient / donor identification, medical history,
services provided and appropriate consent to treatment and storage of gametes and
embryos and any specific instructions for their use or disposal and consent to disclosure.
Consent or decline of consent to disclosure of information for research was also seen
where applicable. Records also contained clinical and laboratory data and the results of
any tests performed.
To determine whether all licensed treatments are reported to the Authority as required by
Direction 0005, a sample of licensed treatments undertaken by the centre between
01/06/09 and 31/05/10 was reviewed as part of an operational audit conducted at the time
of inspection. A sample was drawn from the centre’s laboratory records and was reviewed
against an extract of the Authority’s statutory register.
What they could do better.
The centre had experienced two IT related issues during the sample period, adverse
impact of which is reflected in the reporting completeness and timeliness testing results.
Documentary evidence was seen that these issues had previously been raised with the
centre’s IT supplier and which indicated the supplier had raised one of the issues directly
with the HFEA’s IT team. One issue is related to a process change and this is to be
addressed by training, the other issue an ACU/EDI processing issues that have still to be
resolved. [Standard licence condition T24].
In a sample of 119 IVF and 117 DI treatments provided over the period 01/07/09 to
30/06/10 two (circa 2%) of the IVF treatments and nine (circa 8%) of the DI treatments in
the audit sample were found to be unreported at the time of inspection.
Of the 225 (i.e. 236-2-9) cycles in the audit sample that had been reported to the HFEA
during the period 01/07/09 to 30/06/10, 129 (57%) were reported to the HFEA within 5
working days of treatment and thus 96 (43%) of the treatments had been reported late (i.e.
outside the period stipulated in Direction 0005.
Analysing the reporting periods by treatment type identified a significant difference between
the reporting periods for IVF and DI treatments. 78% of IVF cycles were reported within five
working days, the corresponding figure for DI treatments is 35%.
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5.

Changes / improvements since the last inspection on 8 September
2009

Area for improvement

Action required

Payment of treatment
fees – averaging 31
days.

The PR should review
and consider whether
there are barriers to the
prompt payment of
HFEA invoices.

T9 (d) and Chair’s letter
Ch (10) 02.

Actions taken as evidenced on
inspection.
The PR has discussed this with
the finance department at the
University; problems have
occurred as a result of conflicting
payment schedule timings. This
continues to be a minor problem.

To be monitored
Validation of key
equipment, practices
and processes.

The plan to be
submitted to the HFEA
by 8 November 2009.

T24 and T72

Progress with
implementation of the
plan to be included in a
quarterly update to
be submitted to the
HFEA until validation
is complete
Progress with
completion of
assessments to be
included in the
quarterly progress
update submitted to
the HFEA.

Documentation of staff
competence
T15 (b)
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Further action required.
Plan submitted on time and all
outstanding validation documents
were submitted in full by 20 Jan
2010.
No further action required.

Progress information submitted
ahead of inspection.
Some further action required

Areas of practice that require the attention of the Person Responsible
The section sets out matters which the Inspection Team considers may constitute areas of non compliance. These have been
classified into critical, major and others. Each area of non-compliance is referenced to the relevant sections of the Acts,
Regulations, Standard Licence Conditions, Directions or the Code of Practice, and the recommended improvement actions required
are given, as well as the timescales in which these improvements should be carried out.

►

Critical area of non compliance
A critical area of non compliance is an area of practice which poses a significant direct risk of causing harm to a patient,
donor or to an embryo. A critical area of non-compliance requires immediate action to be taken by the Person Responsible.

Area of
practice

Reference

Action required

Timescale PR Response
for action

Executive Review

None

►

Major area of non compliance
A major area of non compliance is a non critical area of non compliance:
•
which poses an indirect risk to the safety of a patient, donor or to an embryo through the procurement, use, storage or
distribution of gametes and embryos, which do not comply with the centre’s licence;
•
which indicates a major shortcoming from the statutory requirements;
•
which indicates a failure of the Person Responsible to carry out his/her legal duties
•
a combination of several “other” areas of non-compliance, none of which on their own may be major but which
together may represent a major area of non-compliance.
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Area of
practice

Reference

Action required

Timescale PR Response
for action

Import and
export of
gametes and
embryos

Guidance note 16

Whilst it is
31
recognised that the
December
instance whereby
2010
gametes or embryos
are imported is rare
for this centre, the
current process
should be reviewed
to ensure
compliance with
Directions 0006 and
an appropriate SOP
should be formulated
to guide this
process.

The relevant
documentation is being
updated in accordance with
the inspectors’
recommendations. Theses
will be available before the
end of the year.

Actions to be reviewed
as part of the standard
ongoing monitoring
process.

Submission of
data to the
HFEA

Directions 0005

31
It is recommended
December
that the processes
undertaken to submit 2010
treatment data to the
Authority should be
reviewed and
revised accordingly
to ensure
compliance with the
reporting periods
stipulated within
Direction 0005 are
achieved.

The noted shortfall in
timeliness of reporting
treatment, particularly DI
cycles, is being addressed
in discussions within the
management team. Our IT
facilities are being
upgraded by the University
Department of Information
and Technology and I
expect this will bring
significant benefits.

Data submission to
the HFEA to be
monitored as part of
the standard ongoing
monitoring process.
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Executive Review

►

Other areas of practice that requires improvement
Areas of practice that requires improvement is any area of practice, which cannot be classified as either a critical or major
area of non compliance, but which indicates a departure from good practice.

Area of
practice

Reference

Action required

Timescale
for action

PR Response

Counselling of
prospective
patients and
donors is
carried out by
members of the
nursing team in
the fertility unit.

This practice is of
concern to the
inspection team in
that nurses (however
skilled) conducting
implications
counselling may be
non compliant with
Guidance Note 3.7of
the 8th Code of
Practice which
states that ‘the
provision of
counselling should
be clearly
distinguished from:
(a) the assessment
of a person’s
suitability to
receive
treatment, or to
store or donate
their gametes

The PR should
review this practice
to ensure that clearly
distinguished from
the provision of
information the
provision of
counselling is
distinguished from
information provision
and /or assessment.

Immediate.
The PR is
to inform
the HFEA
of the
outcome of
this
review.

I have discussed this in
No further action
some detail with the staff
required.
concerned. In view of the
inspection comments it has
now been agreed that all
potential recipients of
donor gametes will see the
independent counsellor as
a matter of course.
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Executive Review

Area of
practice

Documentation
of staff
competence to
perform their
designated
tasks.

Late payment of
fees.

Reference
and embryos
(b) the normal
relationship
between clinical
staff and
patients or
donors.
Standard licence
condition T15

Standard licence
condition T9 (d) and
Chair’s letter Ch (10)
02.

Action required

Timescale
for action

PR Response

Executive Review

The PR should
ensure that the few
remaining elements
of staff competence
assessment
documentation
required is
completed.
The PR should
review the process
for payment with the
centre’s University
finance department
and ensure there are
no barriers to the
prompt payment of
HFEA invoices.

31
December
2010

Significant progress has
been made in this area.
The documentation of
competency assessments
is being discussed within
the team to determine
further actions required.

To be reviewed as
part of the standard
monitoring process.

The PR
should
inform the
HFEA of
the
outcome of
this review
by 31
December
2010.

I have discussed this once To be monitored as
again with the business
part of the standard
manager of the Unit who is monitoring process.
in liaison with University
Finance. There is no issue
with respect to the timely
authorisation for payment
on our part (the centre)
and believe instances of
later payment have
diminished. However, we
will bring this to the
attention of the finance
office and emphasise to
the manager there the
statutory obligations under
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Area of
practice

Reference

Action required

Timescale
for action

PR Response

Executive Review

which we operate.
Patient
information.

Standard licence
conditions T63(b)

SOP directing
Standard licence
the active
conditions t33(b) and
requirement for 71
the identification
of sperm.

The PR should
ensure that patient
information includes
information about
suitable methods of
informing any
resulting child at an
early age that the
child was born as a
result of gametes
donated by a person
who is not the parent
of that child.

31
December
2010

The documentation
relevant to this will be
reviewed and a paragraph
added suggesting sources
of help relevant to this.
These issues are certainly
covered in counselling and
our welfare of the child
documentation, applied to
all patients considering
the use of donated
gametes and includes
reference to the right of a
donor conceived person to
obtain information about
their donor.

No further action
required.

The PR should also
review the SOP for
collecting sperm to
ensure that all
requirements for
active identification
and cross checking
of identifying
information is
included in the
documented
procedure.

31
December
2010

The relevant SOP includes
reference to checking the
identify and cross checks
when samples are
produced for licensed
treatement.

No further action
required.
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Additional information from the Person Responsible
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