Inspection Report
Date of Inspection: 13 July 2011
Purpose of inspection: Renewal and variation
Length of inspection: 9 hours
Inspectors: Debra Bloor, Janet Kirkland
Inspection details:
The report covers the pre-inspection analysis, the visit and information received from the
centre between 12 May 2009 and 17 August 2011.
Date of Executive Licensing Panel: 26 August 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 which makes the decision
about the centre’s licence renewal application.

Centre details
Centre name

The Rosie Hospital

Centre number

0051

Licence number

L0051/13/d

Centre address

Centre for Reproductive Medicine & Surgery
Box 271
The Rosie Hospital
Robinson Way
Cambridge, CB2 2SW

Person Responsible

Mr Rajneesh Singh Mathur

Licence Holder

Miss Amanda Cahn

Date licence issued

01/10/2009

Licence expiry date

30/09/2011

Additional conditions
applied to this licence

None
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Report to Executive Licensing Panel

Brief description of the centre and its licensing history:
The Rosie Hospital has been licensed by the HFEA since 1992. The centre’s licence was
renewed in 2006 for a period of five years without additional conditions. The centre is
currently licensed for the storage of sperm only and acts as a satellite provider for the
Oxford Fertility Unit (centre 0035).The licensed premises currently comprise a cryostore
only.
Variation to Licence
The PR has applied to vary the centre’s licence to include the following additional
activities:
Storage of embryos;
Insemination;
Processing of gametes and embryos;
Gamete intra-fallopian transfer;
Treatment with donor gametes and donor embryos;
In vitro fertilisation (IVF);
Procurement and distribution of gametes and embryos;
Intra cytoplasmic sperm injection (ICSI);
Laser assisted hatching;
Non-medical fertility services.
The PR has also applied to change the name of the centre to: Cambridge IVF and to vary
the location of the licensed premises to:
Kefford House
2 Maris Lane
Trumpington
CambridgeCB2 9LG.
The premises at the proposed new location have been specifically designed and furnished
for the provision of a full IVF service. The proposed new premises are arranged over two
floors with a reception area, laboratory facilities, theatres and sperm production rooms on
the ground floor and offices, consulting rooms, scanning facilities and counselling room on
the second floor.
On the basis of discussion with the Head of Inspection the centre used a new licence
application form to apply for the variation of licensable activities, centre name and location
of premises. This single application form contains all of the required information to support
the three variation applications which would otherwise have required the submission of
three separate forms.
If the variation is approved, the gametes currently in store under the auspices of this
licence will need to be transferred to the new cryostore. To facilitate this, the Executive
Licensing Panel is asked to issue Special Directions for the continued storage of gametes
for a period of three months from the date of the licence variation on the premises of:
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Centre for Reproductive Medicine & Surgery
Box 271
The Rosie Hospital
Robinson Way
Cambridge, CB2 2SW.
Activities of the Centre:
Other licensable activities
Storage of eggs
Storage of sperm
Storage of embryos
Research

9 or Not applicable (N/A)
N/A
9
N/A
N/A

Outcomes
At the time of inspection the centre was not licensed to provide treatments.
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Summary for licensing decision
In considering overall compliance, the inspection team considers that there is sufficient
information drawn from documentation submitted by the centre prior to inspection and from
observations and interviews conducted during the inspection visit to conclude that:
• the PR is suitable and has discharged his duty under section 17 of the HF&E Act
1990 (as amended) in relation to the existing licence: the inspection team were
assured that if the application to vary the licence is granted then the PR is likely to
discharge his duty under section 17 of the HF&E Act 1990 (as amended);
• the existing licensed premises are unchanged from the time of the last inspection
when they were considered suitable; the proposed new premises are suitable for
the activities for which the PR has sought a licence;
• the centre’s practices remain suitable for the currently licensed activities and the
proposed new practices are suitable for the activities for which the PR has sought a
licence;
• the centre has submitted appropriately completed documentation in accordance
with General Direction 0008 in application for renewal and variation of the licence;
• the centre has submitted an application fee to the HFEA in accordance with
requirements.
The Executive Licensing Panel (ELP) is asked to note that the inspection identified no areas
of practice that required improvement in relation to the existing storage licence.
The ELP is asked to note that at the time of the inspection there were a number of areas of
practice that required improvement in relation to the application to vary the activities for
which the centre is licensed: these included two major areas of non-compliance and 12 other
areas of non-compliance. Since the inspection visit the PR has provided information and
evidence that the centre has fully implemented the following recommendations:
Major areas of non-compliance:
• the ultrasound scanning machine should be subject to validation;
• the centre should develop procedures for the separate storage of quarantined
material or material from virus infected individuals.
Other areas of practice that require improvement:
• the centre should assess the risks of not labelling tubes at egg collection;
• the centre should review sheets to be used in the event of failure of the electronic
witnessing system to ensure that they capture a record of all the critical steps
required in guidance;
• the centre should review procedures for reporting adverse incidents to the Trust to
ensure that all relevant information is kept confidential and is only disclosed in
circumstances permitted by law;
• the centre should seek guidance on the exclusion of haemophiliacs from gamete
donation to ensure compliance with equality and diversity legislation;
• patient information should be revised to specify whether information will be fed back
to patients following the use of embryos in training;
• the centre to liaise with the HFEA re the submission of data through the electronic
data interface (EDI) via a third party electronic patient record system. The system
should be operational and procedures for submission documented prior to the
commencement of licensed activity.
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The person responsible has given a commitment to the implementation of the all of the
remaining recommendations as follows:
Other areas of practice that require improvement:
• SOPs should be revised to include the specification of critical reagents and materials;
• SOPs for counselling should be developed;
• the agreement relating to archive storage of traceability data should be revised to
ensure information is retained for 30 years;
• the documentation of process validation should be completed;
• the centre should establish suitable agreements before suppliers are commissioned
to provide goods or services;
• staff should obtain documented evidence of their competence where possible before
the licensed activities commence. The centre should review the status of
competence assessments for all members of staff after the unit has been operational
for one month;
Full implementation within the prescribed timescales will be monitored.
Recommendation to the Executive Licensing Panel
The inspection team recommends: the variation of the centre’s licence to include additional
activities as requested; the variation of the location of the premises and; the change of the
centre’s name. It is recommended that the centre’s licence is issued for a period of two
years without additional conditions.
It is also recommended that if the ELP approves the variation of the centre’s premises then
Special Directions are issued to currently licensed premises for a period of three months for
the on-going storage of cryopreserved material pending its transfer to the cryostore in the
new premises.
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Details of inspection findings
1.

Protectionof 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.
The centre has procedures in place to double check the identification of samples and the
patients or donors to whom they relate at critical points of the clinical and laboratory
process in compliance with the requirements of standard licence condition (SLC) T71.
The witnessing records of a sample stored under the auspices of the current licence and
removed from storage and disposed of showed that the process had been witnessed.
In relation to proposed new licence activities, the centre has installed an electronic
witnessing system that uses radio frequency identification (RFID) tags to double check the
identification of samples and the patients or donors to whom they relate. The system was
demonstrated on the day of inspection: patients and their partners are identified using
photographic identification and subject to positive verbal confirmation of identification are
assigned an RFID tagged card. This card is placed into a reader at the time of egg
collection and this forces all dishes in the processing area to be tagged with the identity of
the patient. The system requires the operator to identify themselves and this is also
recorded by the system. The system forces all dishes in the processing area to be
labelled with the same identification on the patient card, preventing transfer of any
gametes or embryos to mislabelled dishes. If mismatched samples are brought into the
processing area, an alarm sounds and the operator is asked to provide an explanation for
the event which is recorded on the system.
It was also demonstrated that dishes (with the exception of egg collection tubes – see
below) will be labelled with the patient name, date of birth and unit number in compliance
with Code of Practice (CoP) guidance at 18.37 Labels will be cross referenced to
information provided from the RFID system. It was explained that this will allow manual
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witnessing to be carried out when mixing sperm and eggs and when injecting sperm into
eggs as recommended by CoP guidance at 18.33 and in the event of a system failure.
A printout of the electronic witnessing record will be included in patient records (CoP
guidance 18.7).
The centre has a standard operating procedure (SOP) for the operation of the witnessing
system (T33(b)) that documents the majority of critical witnessing requirements. The
centre also has SOPs for activities that document the remaining critical witnessing
requirements including the manual witnessing required by CoP guidance at 18.33.
Laboratory staff were able to provide documented evidence of the receipt of training and
their competence in the operation of the proposed new witnessing system.
What the centre could do better.
Manual witnessing sheets developed for use in the event of a failure of the electronic
system do not reference the requirement to cross reference against patient records at
relevant stages (CoP guidance 18.4).
The centre does not propose to label the tubes into which eggs are initially collected (CoP
guidance 18.20). This is a relatively common practice in the sector: eggs will only be held
in these tubes for a brief period of time while they are collected and passed straight to the
embryologist in the adjacent laboratory. There is only one patient in the theatre during egg
collection and tubes are passed directly to the embryologist who transfers the eggs to
labelled dishes.

►Patient selection criteria and laboratory tests(Guidance Note 11 )
What the centre does well.
The centre’s patient information explains the criteria for patient selection.
Where screening tests are carried out to determine the patient treatment pathway clinical
biochemistry and immunology screening will be carried out by the Department of Clinical
Biochemistry & Immunology at Cambridge University Hospitals NHS Foundation Trust;
virology and microbiology will be carried out by the Department of Clinical Microbiology
and Public Health Laboratory. Both of these laboratories have Clinical Pathology
Accreditation.
The Department of Clinical Biochemistry & Immunology will carry out the centre’s
diagnostic andrology and is in the process of obtaining accreditation by CPA(UK) Ltd for
this service in compliance with the requirements of SLC T21.
What the centre could do better.
Nothing noted
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►Donor recruitment, assessment and screening (Guidance Note 11)
Donor assisted conception (Guidance Note 20)
Only applicable to centres licensed to carry out treatment using donor gametes and / or
embryos
What the centre does well.
The centre reported in their application that they intend to recruit sperm donors: they do
not currently intend to recruit egg donors or have an egg share programme.
The centre’s has developed procedures for the recruitment of sperm donors that appear
compliant with the requirements of SLC T52 and T53. The centre has an SOP for
recruitment of donors and has developed a suite of documents for donor recruitment
including; a form for donors to complete which documents their medical history:
assessment of the donor’s age; documentation of social history; the results of a physical
examination. The SOP reviewed in the course of the inspection confirmed that donors will
be screened in line with the requirements of SLC T52 and that additional tests will be
carried out where the donor’s medical history indicates that this is necessary.
Screening tests are carried out by a CPA accredited laboratory (see above) and the
centres documentation indicates that samples will be quarantined before release (SLC
T53).
Information for individuals having treatment with donor gametes is compliant with the
requirements of the CoP (SLC T60) and references the availability of counselling. The
information also references the importance of informing any resulting child at an early age
that they were born as a result of treatment with donor gametes and verbal information
provided on suitable methods of informing a child in the course of information giving
sessions that will be recorded in a check list that was reviewed in the course of the
inspection.
What the centre could do better.

►

Good clinical practice
•
Quality management system (Guidance Note 23)
•
Traceability (Guidance Note 19)
•
Validation (Guidance Note 15)
•
Equipment and materials (Guidance Note 26)
•
Premises – suitability of the premises and air quality (Guidance Note 25)
•
Adverse incidents (Guidance Notes 27)
•
Third party agreements (Guidance Note 24)
What the centre does well.
Quality management system
The centre has a quality management system in place and a quality manual in compliance
with the requirements of SLC T32 and T33. This conclusion is based on the review of the
index of the quality manual submitted in support of the application. The index references
SOPs for licensable activities; training, competence assessment; audit, measurement,
assessment; improvement and corrective actions.
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The centre has developed a comprehensive set of quality indicators (SLC T35).
Traceability
The centre will ensure that gametes and embryos are traceable using an RFID tagging
system and labelling of all relevant containers (with the exception of egg collection tubes see above) with the patient’s name, date of birth and unit number in compliance with the
requirements of SLC T99 and T101.
The centre has an electronic system for recording all relevant data relating to anything
coming into contact with gametes or embryos (T101) and it was reported that information
about equipment used in the processing of gametes and embryos will also be recorded.
Using the electronic systems in place it should be possible to interrogate records to identify
the equipment monitoring status and data on consumables and reagents linked to any
patient treatment to ensure full traceability.
Validation
The centre will be using well-established processing procedures for all licensable activities.
A sample of documentation of procedures reviewed in the course of the inspection showed
evidence of process validation (SLCT72).
Equipment and materials
A sample of documentation relating to equipment validation was reviewed in the course of
the inspection and demonstrated that comprehensive equipment validation has been
undertaken (SLC T24).
The majority of equipment is under warranty and service agreements are not yet required.
It was reported that these will be developed before the warranty period expires (SLC T23).
Documentation reviewed on inspection contained evidence that equipment with critical
measuring function has been calibrated against a traceable standard (SLC T24).
Critical equipment is subject to relevant monitoring, alerts and alarms (SLC T24).
Operational tolerances have been established and the centre has sufficient equipment to
continue functioning if a critical item is removed from service.
The centre plans to use only disposable materials: the majority are CE marked but it was
reported that consumables (specifically 5 ml laboratory tubes) that are not CE marked will
be subject to sperm toxicity testing. It was also reported that when suitably CE marked
dishes become available, these will be used. Although the centre plans to use
disposables, should there be a requirement to use non-reusable items, the centre has
access to the Trust sterile supplies department for sterilisation (T28).
Premises
Sperm samples are currently stored in a locked dewar in a facility shared with a stem cell
laboratory. The dewars are only accessible to licensed staff. The dewar is connected to a
nitrogen auto-fill and monitoring system. This cryostore currently comprises the entire
licensed premises.
On the basis of a review of the floor plan of the proposed new premises and a tour of the
premises conducted in the course of the inspection visit the inspection team have
concluded that the centre has premises that are suitable for the provision of the proposed
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licensed activities.
The results of air quality tests carried out in March 2011 in the proposed new premises
showed that gametes and embryos will be processed in an environment with Grade C air
quality (SLC T20). Access to the proposed new premises is controlled and access to
laboratory areas is restricted by swipe card.
There is a secure records store.
The centre has been inspected and registered by the Care Quality Commission for the
treatment of disease, disorder or injury; surgical procedures; diagnostic and screening
procedures. Operating theatre and recovery facilities and facilities used for diagnostic
screening were not reviewed in the course of the HFEA inspection but the successful
registration of the premises with CQC is considered evidence of the suitability of the
premises for these activities.
Adverse incidents
The centre’s risk management folder was reviewed in the course of the inspection and the
centre appears to have suitable procedures in place for the reporting of adverse incidents
(SLC T106).
Third party agreements
The centre has a master list of the companies with whom they expect to have third party
agreements (SLC T103) if the licence variation is approved. A sample third party
agreement with a supplier who has provided consumables to the laboratory was reviewed
and was compliant with the requirements of SLCT102. The senior embryologist reported
that the laboratory undertaking diagnostic tests had been visited and their CPA certification
confirmed to assess their ability to meet required standards (SLC T100).
What the centre could do better.
Quality management system
SOPs are comprehensive but at the time of inspection did not document the specifications
of critical reagents and materials (T31).
It was reported that the centre has not developed SOPs for counselling (T33(b))
Traceability
It is acknowledged that staff are familiar with the theoretical operation of the electronic
systems but the complete provision of training in traceability procedures cannot be
provided until the unit is at a more advanced stage of readiness for the provision of
treatment (T15 (a)).
Although staff were aware of the requirement to store non patient identifying data required
for traceability for 30 years, it was reported that the agreement with the Trust department
responsible for maintaining electronic records does not specify this requirement (SLC
103).
Validation
The documentation of process validation is not yet complete (SLC T24).
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Equipment and materials
Equipment validation is complete to the stage of operational qualification (where the
operational function of the equipment is monitored) and this is currently on-going (SLC
T24).
It was reported that the centre has purchased two new ultrasound scanning machines but
an existing scanning machine has not been subject to validation (SLC T24).
Adverse incidents
In discussions about the management of adverse incidents at Trust level it was
acknowledged that there may be occasions where incident reports shared with the Trust
could include patient identifying information (SLC T43).
Third party agreements
The establishment of third party agreements is a dynamic process and the centre is
currently in tender discussions with some suppliers: these discussions will include an
assessment of the supplier’s ability to meet required standards. This means that not all
relevant agreements were in place on the day of the inspection (SLC T99).

►Multiple Births (Guidance Note 7)
What the centre does well
The centre has a multiple births minimisation strategy that is compliant with the
requirements of Directions 0003: the strategy references the requirement to maintain a log
recording the reasons for variation from the single embryo transfer policy.
What the centre could better
Nothing noted

►

Staff engaged in licensed activity
•
Person Responsible (Guidance Note 1)
•
Staff (Guidance Note 2)
What the centre does well.
The current Person Responsible (PR) has been in post since June 2007 when a Licence
Committee of the Authority considered his qualifications and experience suitable for the
role and noted successful completion of the PR entry programme. Mr Singh is registered
with the General Medical Council and has been on the Obstetrics and Gynaecology
(Reproductive Medicine) specialist register since 2003. He has been employed by the
Cambridge University Hospitals NHS Foundation Trust in the role of Consultant
Gynaecologist since 2003.
The person with responsibility for the embryology laboratory is registered with the Health
Professions Council and has 17 years of experience in the role.
The Clinical Nurse Manager is registered with the Nursing and Midwifery Council: she has
been in her current role since 2006 and has 10 years of experience in fertility.
The centre’s senior counsellor has considerable experience in the field and has been
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working in the role in HFEA licensed centres since 1994. She is currently working towards
accreditation with the British Infertility Counselling Association and expects to complete
this accreditation shortly.
It was reported that conscious sedation will be provided by a Trust anaesthetist supported
by an Operating Department Assistant.
Centre staff interviewed in the course of the inspection were confident that the unit has
sufficient staff to provide the planned level of service. The centre’s business plan was
provided for review and contained an assessment of workforce requirements that
supported this assertion.
The Trust has a documented induction programme: evidence sampled showed that
selected staff have participated in the programme (SLC T15). The training folders of some
staff working under the auspices of the existing licence showed that individuals have
participated in continued professional development (SLC T15). Members of the nursing
team were able to show evidence of the assessment and documentation of their
competence in the performance of their designated tasks as they relate to the storage
licence under which the centre was operating at the time of inspection (SLC T15).
Centre staff have not been providing a full range of fertility treatments during the
development of the new facilities. This means that opportunities for maintaining and
documenting competence in activities that will be undertaken in the future have been
limited. However, staff have been proactive in ensuring that they have as much
opportunity as possible to ensure they are competent in their proposed roles. The PR has
visited other licensed centres in order to refresh his skills; members of the nursing team
have been observing operative procedures in the Trust; members of the embryology team
have been working at other licensed centres to maintain skills. It was also reported that
initially, staff from the Trust will work alongside centre staff during operative procedures to
provide support if required.
What the centre could do better.
Not all staff have documented evidence of their competence to perform the tasks that they
will undertake if the centre’s licence is successfully varied: it is acknowledged that staff
have been proactive in ensuring that they do have the appropriate skills however.

►

Welfare of the Child(Guidance Note 8)
What the centre does well.
The centre currently acts as a satellite provider and has responsibility for carrying out
welfare of the child (WOC) assessments in this capacity. On the basis of the review of a
sample of records of satellite patients it is concluded that the centre does have suitable
procedures and processes in place to ensure that account is taken of the welfare of any
child who may be born as a result of the treatment before a woman is provided with
treatment services (SLC T56).
The centre has SOPs for the assessment of WOC (T33(b)) and relevant staff were able to
provide evidence that their competence to carry out a WOC assessment had been
assessed and documented (SLC T15(a)).
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What the centre could do better.
Nothing noted.

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)
•
Complaints (Guidance Note 28)
•
Provision of a costed treatment plans (Guidance Note 4)
What the centre does well.
The centre’s activities will be subject to compliance with the Cambridge University
Hospitals NHS Foundation Trust equality and diversity policies. With a single exception
(see below) the patient selection criteria described in the centre’s proposed patient
information do not suggest any limitation of access to the service for individuals with
protected characteristics.
The self assessment submitted in support of the application confirms that there is a
complaints procedure in place. The centre maintains a complaints log and this was
provided for review in the course of the inspection.
A document providing information on treatment costs has been developed; the document
will be adapted to reflect the costs of an individual patient’s treatment and it was reported
that a copy of the plan will be provided to patients.
What the centre could do better.
Information for potential donors suggests that haemophiliacs who have been treated with
human products are excluded from gamete donation. Haemophiliacs may consider
themselves disabled and this could mean that they are being excluded on the basis of a
protected characteristic.

►

Information
•
Information to be provided prior to consent (Guidance Note 4)
•
Information about storage of embryos (including cooling off periods)
14
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•
•

Information about Intracytroplasmic sperm injection (ICSI) (Guidance Note 21)
Information about legal parenthood (Guidance Note 6)
What the centre does well.
The centre has developed comprehensive information leaflets that are compliant with the
requirements of SLC T58 and CoP guidance. The leaflets reference: the nature of
treatments provided; risks and side effects including ovarian hyperstimulation syndrome;
analytical tests to be carried out; selection criteria; the centre’s duty to undertake WOC
assessment and; likely outcomes. In compliance with relevant guidance leaflets have also
been developed that reference relevant information related to: the consent to disclosure of
information; legal parenthood; the risks of multiple births; information on storage of
gametes and embryos; information relevant to those having ICSI, donating gametes and
using donated gametes.
The PR reported that the centre will use material approved by the Teenage Cancer Trust
to provide information to minors considering storage.
What the centre could do better.
Nothing noted

►

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.
The centre currently acts as a satellite provider and has responsibility for taking consent in
this capacity. On the basis of the review of three sets of records of satellite patients it is
concluded that the centre has suitable procedures and processes in place to ensure that
effective consent is in place from each gamete provider before treatment is provided (SLC
T57).
The centre has SOPs for taking consent (T33(b)) and it was reported that relevant staff
have had their competence to take consent assessed and documented (SLC T15(a)).
The centre has developed procedures for obtaining consent to parenthood and on the
basis of discussions during which staff demonstrated a clear understanding of the
requirements it is concluded that the centre will be able to provide suitable information to
patients about consent to parenthood (SLC T60) and will be able to obtain consent to
parenthood when relevant. Documented procedures were also provided for review
detailing the steps to be taken to ensure that treatment is nor provided where consent to
parenthood has been withdrawn without this being communicated to the relevant parties
(SLC T64 and 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.
Currently licensed activities (storage of sperm) only take place on licensed premises and if
the licence is varied to include additional activities, these will be carried out on the
proposed new licensed premises.
On the basis of a review of SOPs for the recruitment of donors and discussions with staff
the inspection team were reassured that no money or benefits will be provided to donors
other than that authorised by Directions 0001.
What the centre could do better.
Nothing noted

►

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.
The centre is currently licensed for the storage of sperm. A review of the centre’s
database confirmed that all material currently in storage is within the consented storage
period and that material disposed of in the last year was not stored beyond the consented
storage period (HF&E Act, paragraph 14 (c)). The centre has an effective system for
communicating with gamete providers to ensure that cryopreserved material is not stored
beyond the consented storage period (CoP guidance 17.17).
The centre has an SOP for storage of cryopreserved material (SLC T33(b)) and the
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centres proposed procedures for storage indicate that material will be screened for HIV
and hepatitis B and C prior to storage (SLC T50). Tests are carried out by a laboratory
accredited by CPA (UK) Ltd (SLC T51).
The proposed new cryostore is secure: fitted with a low oxygen level alarm; dewars are
fitted with monitoring devices that are connected to the centres central monitoring and
alarm system (SLC T24).
What the centre could do better.
Procedures for the separate storage of quarantined material or material from virus infected
individuals have yet to be established (SLC T52(c)).

►

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
•
Export of gametes and embryos (Guidance Note 16) – only applicable for
centres that has exported gametes and / or embryos
•
Receipt of gametes and embryos (Guidance Note 15) – only applicable for
centres that has received gametes and / or embryos
•
Import of gametes and embryos (Guidance Note 16) – only applicable for
centres that has imported gametes and / or embryos
What the centre does well.
The centre has not imported, exported, received any gametes for storage or transferred
any gametes to another licensed centre in the time since the last inspection.
The centre is currently licensed for the distribution and procurement of gametes and may
undertake these activities in the future subject to the successful variation of the licence.
The centre has an SOP for the distribution of stored material (SLC T33(b)). The
equipment that is used for sample distribution is designed for the purpose (SLC T106) and
is fitted with a data logger device that enables monitoring of the transfer conditions and
validation through a process of equipment qualification review (SLC T108). The outer
transport container is secured by a padlock during transit (SLC T108). This ensures that
gametes and embryos are packaged and transported in a manner that minimises the risk
of contamination and preserves the required characteristics and biological functions of the
gametes or embryos (SLC T105).
The transfer SOP reviewed in the course of the inspection had been updated following
submission to the HFEA: the revised document indicated that the transfer container should
be labelled in accordance with the requirements of SLC T107 and that the documentation
required by SLC T110 should be included on transfer.
What the centre could do better.
Nothing noted
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►

Use of embryos for training staff (Guidance Note 22) – only applicable for centres
which use embryos to train staff
What the centre does well.
The centre has procedures to ensure that embryos used in training will not be used in
treatment and will only be used for authorised procedures (SLC T92 and T93): an SOP
specifies that embryos to be used in training will be stored separately; the SOP is cross
referenced to the 8th Code of practice in relation to the authorised activities: the witnessing
system will log allocation to training and would automatically restrict any use of embryos in
treatment once so allocated.
Information has been prepared for individuals considering consent to use of embryos in
training (SLC T95): this information clarifies that consent can be withdrawn (SLC T97).
What the centre could do better.
Information for individuals considering consent to use of embryos in training does not
specify whether information will be fed back to gamete providers after embryos have been
used in training (SLC T97).
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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.
A review of the files of patients undergoing treatment as part of the satellite arrangement in
place at the time of inspection showed that records contain: information about the patient
identity; a record of the services provided; medical history; WOC assessment; consent;
clinical and laboratory data including the results of tests carried out (SLC T46).
Records reviewed in the course of the inspection and submitted to the HFEA were subject
to suitable document control (SLC T34).
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.
The centre submitted all of the required information to support the application.
Documentation requested in the course of the inspection was accessed and provided
promptly. Staff are aware of the requirement to submit treatment data to the HFEA.
What the centre could do better.
At the time of inspection the centre had not developed an SOP for the submission of
treatment data to the HFEA.

►

Disclosure of information
•
Confidentiality and privacy (Guidance Note 30)
•
Disclose of information, held on the HFEA Register, for use in research
19
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What the centre does well.
The centre has developed an SOP to ensure that to ensure that all information is
keptconfidential and is only disclosed in circumstances permitted by law (SLC T43).
Relevant staff reported having their competence in the procedures for maintenance of
confidentiality assessed and documented (SLC T15(a)). The centre has a secure records
store which has controlled access and access to data held in electronic format is password
protected (SLC T44(a))
What the centre could do better.
Nothing noted
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5.
Changes / improvements since the previous inspection on 12 May
2009
Area for improvement

Action required

An audit of stored material
indicated that some
material had been stored
without effective consent:

The centreshould operate
a bring-forward system in
order to ensure sufficient
advance notice of the end
of the statutory storage
period (or such shorter
period as specified by a
person who provided the
gametes) for gametes in
storage.

Action taken as evidenced
during this inspection
A review of the centre’s
database confirmed that all
material currently in storage is
within the consented storage
period and that material
disposed of in the last year was
not stored beyond the
consented storage period
(HF&E Act, paragraph 14 (c)).
The centre has an effective
system for communicating with
gamete providers to ensure
that cryopreserved material is
not stored beyond the
consented storage period (CoP
guidance 17.17).

Nursing staff are assessed
against the national fertility
nurse competencies. This
competency framework
does not include laboratory
specific tasks such as the
distribution and receipt of
gametes and witnessing.

The training programme
for nurses should ensure
and document that each
individual has
competence in the
performance of their
designated tasks (CoP
S.6.2.7 9 (a)).

No further action is required.
See comments on
documentation of competence:
it should be noted that subject
to the approval of the variation
of the centre’s licence,
laboratory tasks will no longer
be undertaken by members of
the nursing team.

The laboratory worksheet in
use at the time of the
inspection did not capture
the following witnessing
steps:
• removal of gametes from
cryopreservation (CoP
G.13.1.1 (i))
• transporting gametes or
embryos (CoP G.13.1.1
(k)).

The centre’s procedures
and practice should be
reviewed in consideration
of CoP G.13.1.1.

No further action is required.
Witnessing SOPs clearly
reference the witnessing
requirements when material is
removed from storage.
The witnessing requirements at
the time of transfer of
cryopreserved material are
documented in an SOP that
references the relevant
witnessing requirements.
No action required.
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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
Nothing noted

Action required and
timescale for action

PR Response

Executive Review
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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.

Area of practice
and reference
It was reported that
the centre has
purchased two new
ultrasound scanning
machines but an
existing scanning
machine has not
been subject to
validation (SLC
T24).

Action required and
timescale for action
It is recommended that the
ultrasound scanning
machine is subject to
validation in the form of an
equipment qualification
review. This should be
undertaken before any
licensed activity is
undertaken and the HFEA
should be informed when the
review is complete.

PR Response

Executive Review

Evidence of on-going
maintenance of the scanner has
been provided. The machine was
last inspected and serviced on
10th March 2011 (see attached
email from Toshiba). We attach a
copy of the current maintenance
contract, which runs till 31 March
2012. Two new scanning
machines are in the process of
being purchased.

No further action required

Procedures for the
separate storage of
quarantined material
or material from
virus infected
individuals have yet
to be established
(SLC T52(c)).

The centre should develop
procedures for the separate
storage of quarantined
material or material from
virus infected individuals.
The procedures should be
completed and documented
and a copy submitted to the

A policy has been developed for
separate storage of
gametes/embryos from viral
positive patients and for storage
of quarantined donor sperm. This
policy has been risk-assessed. A
copy of the policy (including risk
assessments) is attached.

The centre has developed a policy on
the storage of material including
material in quarantine and from
individuals infected with HIV.
HIV positive gametes and embryos will
be stored separately in validated closed
storage devices in a dedicated,
24
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HFEA before any licensed
activity is undertaken.

Individual SOPs exist for storage
of gametes, embryos and
blastocysts and are available on
request.

monitored and alarmed liquid phase
storage container.
The centre does not intend to offer
storage for individuals infected with
hepatitis B or C because of limited
storage capacity.
The policy documents that
cryopreserved donor sperm in
quarantine will be stored with patient
sperm in validated closed storage
devices, in a monitored and alarmed
vapour phase storage container.
The centre’s policy notes that there is
no reported evidence in the literature of
cross contamination of HIV or hepatitis
B or C in vapour phase storage or
where validated closed storage devices
are used.
SLC T52 requires the centre to devise a
system of storage which clearly
separates: quarantined/unscreened
gametes and embryos; gametes and
embryos which have tested negative,
and; gametes and embryos which have
tested positive. In this case, the use of
the validated closed system storage
devices in vapour phase storage is
considered equivalent to a system
25
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which separates storage of such
material and no further action is
recommended.
The policy also notes that material for
HIV infected individuals seeking storage
for fertility preservation cannot be stored
in two separate locations because this
would require separate dedicated
storage vessels. This is potentially noncompliant with guidance at 17.7 of the
CoP which recommends that centre’s
storing gametes and/or embryos for
patients whose future fertility may be
impaired by a medical condition or
procedure should divide individual
patients’ samples into separate storage
vessels, in case of dewar failure.
The centre’s policy states that the risks
of dewar failure are mitigated to some
extent by the continuous monitoring of
the storage vessels. In consideration of
this no further action is recommended in
relation to this non-compliance with
guidance although it is recommended
that the centre ensures that this
limitation in storage facilities is clearly
communicated to individuals storing
under these circumstances.
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►

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

Area of practice and
reference
The centre does not propose to
label egg collection tubes (CoP
guidance 18.20)

Action required and timescale
for action
The centre should assess the
risks of omitting this labelling and
take any steps necessary to
mitigate any risks that are
identified.

Manual witnessing sheets
developed for use in the event
of a failure of the electronic
system do not reference the
requirement to cross reference
against patient records at
relevant stages (CoP guidance
18.4).

The centre should review sheets
to be used in the event of failure
of the electronic witnessing
system to ensure that they
capture a record of all the critical
steps required in guidance: the
review should be completed
before the commencement of
licensed activity. A copy of the
revised document to be submitted
to the HFEA.

PR Response

Executive Review

A risk assessment has been
No further action required
performed and measures put in
place to confirm that the
collection area is clear of tubes
at the end of every egg
collection. This checking
procedure will be witnessed by a
scientist and member of the
nursing team. The Person
Responsible has approved this
procedure and transient oocyte
collection tubes will not be
labelled. This practice is
common place in the sector.
Existing Manual Witnessing
No further action required
forms have been updated to
include the information
requested by the inspection
team. A copy of the revised
document is attached.
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SOPs do not document the
specifications of critical
reagents and materials (T31).

SOPs should be updated to
include the specification of critical
reagents and materials before the
commencement of licensed
activity. A copy of the revised
SOP to be submitted to the
HFEA.

The centre has not developed
SOPs for counselling (T33(b)).

SOPs for counselling should be
developed by 13 October 2011.
A copy of the SOP to be
submitted to the HFEA.

Although staff were aware of
the requirement to store data
required for traceability for 30
years the agreement with the
Trust department responsible
for maintaining electronic
records does not specify this
requirement (SLC 103).
The documentation of process
validation was not complete at
the time of inspection.

The agreement relating to archive
storage of traceability data should
be revised by 13 October 2011
and a copy submitted to the
HFEA.

This agreement will be revised
and a copy will be submitted to
the HFEA by the deadline. We
are awaiting confirmation from
the software company before
finalising the agreement.

The documentation of process
validation should be completed by
13 October 2011. The HFEA
should be advised of the
completion of the documentation
of process validation.

Current systems in place mean
that incident reports shared with

The centre should review
proceduresfor reporting adverse

Validation of the laboratory
system is complete to the point
of PQ. Any outstanding issues
have been rectified. PQ is ongoing and will be completed by
the end of August 2011.
Evidence of completion will be
sent to the HFEA as requested.
This has been done, in keeping
with the advice from inspectors

A culture media tender is ongoing which will conclude by the
end of August 2011. At this
point SOP's will be updated to
provide exact details of
outstanding critical reagents and
materials and a copy will be sent
to the HFEA.
This SOP is in development and
will be submitted to the HFEA
before the deadline

The PRs commitment to
implement the
recommendation is noted.
Full implementation of the
recommendation will be
monitored.

The PRs commitment to
implement the
recommendation is noted.
Full implementation of the
recommendation will be
monitored.
The PRs commitment to
implement the
recommendation is noted.
Full implementation of the
recommendation will be
monitored.

The PRs commitment to
implement the
recommendation is noted.
Full implementation of the
recommendation will be
monitored.

No further action
required.
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the Trust could include patient
identifying information although
it is acknowledged that this has
not occurred to date (SLC T43).

incidents to the Trust to ensure
that all relevant information is
kept confidential and is only
disclosed in circumstances
permitted by law. This should be
complete before any licensed
activity is undertaken.

The centre does not have
agreements in place with all
third parties (SLC T111). It is
acknowledged that the third
parties have yet to supply
goods.

Where possible the centre should
establish suitable agreements
before suppliers are
commissioned to provide goods
or services thatinfluence the
quality and safety of gametes and
embryos. The centre should
review the status of third party
agreements after the unit has
been operational for one month
and submit an update to the
HFEA. If assessments remain
outstanding then an action plan
should be submitted to the HFEA
documenting the anticipated
timescale for the establishment of
agreements.

Work is on-going to establish
Third Party Agreements with all
suppliers of goods and services
and several agreements are
already in place. Remaining
required TPAs will be in place
and available for inspection
before the centre commences
licensed activities. An updated
list will be submitted to the
HFEA within one month of this.

The PRs commitment to
implement the
recommendation is noted.
Full implementation of the
recommendation will be
monitored.

Not all staff have documented
evidence of their competence to
perform the tasks that they will
undertake if the centre’s licence
is successfully varied (SLC
T15(a)).

Staff should obtain documented
evidence of their competence
where possible before the
licensed activities commence.
The centre should review the
status of competence

Collation of evidence of
competence is on-going and
strategies are in place for the
induction, training and
assessment of new staff. An
update of levels of competence

The PRs commitment to
implement the
recommendation is noted.
Full implementation of the
recommendation will be
monitored.
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assessments for all members of
staff after the unit has been
operational for one month and
submit an update to the HFEA. If
assessments remain outstanding
then an action plan should be
submitted to the HFEA
documenting the anticipated
timescale for completion of the
documentation of competence.

will be submitted to the HFEA
after the unit has been
operational for one month as
requested.

Information for potential donors
suggests that haemophiliacs
who have been treated with
human products are excluded
from gamete donation.
Haemophiliacs may consider
themselves disabled and this
could mean that they are being
excluded on the basis of a
protected characteristic.

The centre should seek guidance
on the exclusion of haemophiliacs
from gamete donation to ensure
compliance with the Trust equality
and diversity policy.

The wording of the donor
recruitment information has
been modified to remove
preclusion of haemophiliacs on
that basis alone.

No further action
required.

Information for individuals
considering consent to use of
embryos in training does not
specify whether information will
be fed back to gamete providers
after embryos have been used
in training (SLC T97).

Patient information should be
revised to specify whether
information will be fed back to
patients after the use of embryos
in training. This should be
completed before consent is
obtained for the use of embryos in
training. A copy of the revised
information to be provided to the
HFEA.

Patient information and consent
to use of embryos in training has
been modified to make it clear to
patients that no information will
be fed back to them unless they
request this in writing.

A copy of the revised
information has been
submitted to the HFEA. A
further minor amendment
is recommended and the
implementation of this will
be monitored.
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At the time of inspection the
centre had not developed an
SOP for the submission of data
to the HFEA.

The centre should liaise with
HFEA re the submission of data
through the electronic data
interface (EDI) via a third party
electronic patient record system.
The system should be operational
and procedures for submission
documented prior to the
commencement of licensed
activity. A copy of the SOP to be
submitted to the HFEA on
completion.

The existing EDI terminal has
been reconnected in the new
Cambridge IVF facility and a
support session is being
arranged with EDI support.
Work is on-going to ensure that
the appropriate HFEA software
is installed to allow transmission
of data direct from IDEAS once
the system is implemented. A
copy of the data submission
SOP will be submitted to the
HFEA once this process is
complete.

No further action required
in relation to the
establishment of an EDI
system for the submission
of HFEA treatment forms.
Development of an SOP
for submission of HFEA
forms will be monitored.

Additional information from the Person Responsible
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