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Inspection Report
Date of Inspection: 12 and 13 March 2013
Purpose of inspection: Renewal of Treatment and Storage (including
embryo testing) Licence
Length of inspection: 16 hours
Inspectors: Janet Kirkland MacHattie (lead inspector)
Sara Parlett (scientific inspector); Tony Knox (clinical inspector)
Chris Hall (register team); Kayleigh Roberts (observer)
Inspection details:
The report covers the pre-inspection analysis, the visit and information received from the
centre between 28 June 2011 and 24 May 2013.
Date of Executive Licensing Panel: 21 June 2013
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

NewLife Fertility Centre

Centre number

0321

Licence number

L/0321/1/c

Centre address

The Parade, The Pines, Epsom, Surrey, KT18 5DH.

Person Responsible

Dr. Amin Gafar

Licence Holder

Miss Viji Kakumani

Date licence issued

3 August 2011

Licence expiry date

2 August 2013

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:
NewLife Fertility Centre was granted an initial two year licence for treatment and storage
valid from 3 August 2011 (valid until 2 August 2013).
The Person Responsible (PR) applied to have the licence varied to include embryo testing
and this was approved by the Executive Licensing Panel on 18 May 2012.
Activities of the Centre:

Type of treatment
In vitro fertilisation (IVF)
Intracytoplasmic sperm injection (ICSI)
Gamete intrafallopian transfer (GIFT)
Frozen embryo transfer (FET)
Donor insemination (DI)
Egg share provider (sharer)
Egg share recipient
Egg donation (non-egg share)

Number of treatment cycles
for the period 01 February
2012- 31 January 2013
50
90
0
12
2
0
0
0




N/A

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

Outcomes*
For IVF and ICSI, HFEA held register data for the period 1 November 2011- 31 October 2012
show the centre’s success rates are in line with national averages.
In 2012 the centre reported five cycles of partner intrauterine insemination with one
pregnancy. This success rate is in line with the national average.
*The data in the Register may be subject to change as errors are notified to us by clinics, or picked up
through our quality management systems.
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Summary for licensing decision
In considering overall compliance, the inspection team considers that they have
sufficient information drawn from documentation submitted by the centre prior to
inspection and from observations and interviews conducted during the inspection visit to
conclude that:
• the PR is suitable and has discharged his duty under section 17 of the HF&E Act
1990 (as amended)
• the premises are suitable
• the practices are suitable
• the centre has submitted appropriately completed documentation in accordance
with General Direction 0008, in application for renewal of their licence
• the centre has submitted an application fee to the HFEA in accordance with
requirements
The Executive Licensing Panel is asked to note that at the time of the inspection several
areas of practice required improvement. There were no ‘critical’ areas of non-compliance.
There were, however, seven ‘major’ areas of non-compliance and eleven ’other‘ areas of
non-compliance or areas of poor practice.
Since the inspection visit the PR has confirmed and provided evidence that the following
recommendations have been fully implemented:
Major areas of non compliance:
•

the PR should ensure that the disposal of gametes and embryos is witnessed

•

the PR should ensure that quality indicators are established for all activities

•

the PR should ensure that there is documented evidence of the validation of the
process for assisted hatching

Other areas of practice that require improvement:
•

the PR should perform a formal audit of witnessing practices as required by the
centre’s own audit schedule

•

the PR should ensure that the storage location of gametes and embryos is
witnessed in accordance with the centre’s own SOPs and best practice guidance

•

the PR should ensure that all witness signatures are recorded

•

the PR should ensure either that the tubes at egg collection are appropriately
labelled and that transfers between tubes and dishes are witnessed or that the risks
of the current practice of not labelling or witnessing is assessed

•

the PR should ensure that the audit of ICSI procedures includes a thorough
investigation and that this and any corrective actions are documented

•

the PR should ensure that where treatment has been performed resulting in the
transfer of three embryos that there is clear justification documented in the patient
record
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•

the PR should ensure that the SOP and patient information regarding the use of
embryos in training reflects the requirements of standard licence conditions

•

the PR should ensure that all prospective patients are provided with a personalised
costed treatment plan

•

the PR should ensure that the treatment outcomes for partner intrauterine
insemination (IUI) are submitted to the HFEA and that treatments are reported in line
with the requirements of General Direction 0005.

The PR has given a commitment to fully implement the following recommendations:
Major areas of non compliance:
•

the PR should ensure that patients are given sufficient information to inform consent
and that the relevant consent decisions are recorded clearly and accurately

•

the PR should review the Quality Management system to ensure that Standard
Operating Procedures (SOPs) are in place for all activities. In addition he should
perform an audit of the centre’s current SOPs against regulatory requirements,
revisions to include those referenced in the body of the report

•

the PR should keep the Executive informed on the progress of the embryo testing
laboratory towards achieving Clinical Pathology Accreditation UK Ltd (CPA)
accreditation. In addition the PR should ensure that screening and semen analysis
results accepted by the centre have been performed in a suitably accredited
laboratory

•

the PR should review the procedures for checking and submitting consent to
disclosure decisions to the HFEA.

Other areas of practice that require improvement:
•

the PR should ensure that all patients attending the centre for treatment are
screened for anti HBc

•

the PR should ensure that all third party agreements are compliant with standard
licence conditions

The inspection team consider that taking in to account the relatively low levels of treatment
provided by the centre since its inception and the considerable number of non compliances
identified at inspection they would recommend renewal of the licence for a period of a
shorter than is usual period of three years without additional conditions subject to the
recommendations made in this report being implemented within the prescribed timescales.
The inspection team recommend that the centre work closely with the HFEA, and that a
targeted unannounced interim inspection is performed within a year of the licence renewal
date.
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Details of Inspection findings
1.

Protection of patients and children born following treatment

Focus
The purpose of the inspection was to assess whether the centre:
• conducts all licensed activities with skill and care and in an appropriate
environment, in line with good clinical practice, to ensure optimum outcomes and
minimum risk for patients, donors and offspring
• takes into account the welfare of any child who may be born as a result of the
licensed treatment provided by the centre, and of any other child who may be
affected by that birth
• ensures that all premises, equipment, processes and procedures used in the
conduct of licensed activities are safe, secure and suitable for the purpose
• reports all adverse incidents (including serious adverse events and reactions) to the
HFEA, investigates all adverse incidents and shares lessons learned.

►

Witnessing and assuring patient and donor identification (Guidance Note 18)
What the centre does well.
The centre uses an electronic witnessing system to ensure the identification of gametes
and embryos and the patient or donor to whom they relate at all critical points of the
clinical and laboratory process and to ensure that patients receive treatment using the
correct gametes or embryos, with exceptions noted below. A manual witnessing system is
also used for patient identification, mixing of gametes, injecting sperm into eggs and the
movement of gametes and embryos (Standard Licence Condition (SLC) T71 and Code of
Practice (CoP) Guidance 18.33).
The inspection team were informed that the identity of each patient/donor is confirmed
prior to each procedure both verbally and with reference to photographic identification.
Patient records reviewed on inspection included documentation of this confirmation step.
The scientific inspector observed one sperm preparation procedure and one embryo
transfer, both of which were witnessed in accordance with the centre’s Standard Operating
Procedure (SOP) and SLC T71. An audit of 15 patient records on inspection confirmed
that records of witnessing are maintained with some exceptions noted below.
What the centre could do better.
The centre has established quality indicators relevant to witnessing which state that audits
of the practice are performed quarterly. At the time of the inspection there had been no
formal audit of witnessing (SLC T35 and T36).
At the time of inspection, the centre had two witnessing SOPs, one of which did not reflect
the centre’s practices. The existence of two SOPs was considered to represent a risk that
procedures could be carried out using a procedure presumed to have been superseded
(SLC T34). This issue relating to the specific SOPs was resolved in the course of the
inspection.
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At the time of the inspection, witnessing the disposal of eggs/embryos was not performed
by the centre (SLC T71 and CoP Guidance 18.4 (j)). This was however rectified and a
revised laboratory worksheet, including the requirement to witness these stages was
provided to the inspection team on the second day of the inspection.
A member of staff and the male partner producing the semen sample cross check
identifying information against labelling on the sample pot. However, the male partner
does not sign to record this witnessing step (SLC T71 and CoP Guidance 18.4 (b)).
A review of 15 witnessing records indicated two instances where witnessing signatures
had not been recorded (SLC T71).
A review of laboratory freezing sheets indicated that the storage location of
gametes/embryos had not been witnessed in five out of six cases. The laboratory manager
explained that the location is witnessed retrospectively during the annual dewar audit or at
the time of thawing The risk of this omission is not one of misidentification but that sample
location may not be recorded accurately meaning that it could prove difficult to retrieve a
sample from storage. Documented evidence was provided on the second day of the
inspection that the storage location of all samples had been now been witnessed
retrospectively (SLC T71 and CoP Guidance 18.4 (h)).

► Patient selection criteria and laboratory tests
•

Procuring, processing and transporting gametes and embryos (Guidance Note
15)
•
Counselling (Guidance Note 3)
What the centre does well.
Procuring, processing and transporting gametes and embryos (Guidance Note 15)
Prior to processing of samples, the providers of gametes intended for use in treatment or
storage are screened in accordance with SLC T50 by a laboratory with Clinical Pathology
Accreditation (CPA) with some exceptions as detailed below (SLC T21 and T51).
An audit of ten patient files confirmed that the justification for the use of patient’s gametes
or embryos created with their gametes is documented (SLC T49).
There are SOPs in place detailing the circumstances, responsibilities and procedures for
the release of stored material before distribution and also a recall procedure for handling
returned gametes and embryos (SLC T33(b) and CoP interpretation of mandatory
requirements 15C).
Counselling (Guidance Note 3)
Independent counselling is available to all patients and their partners before they provide
consent for treatment (SLC T60). Counselling is available throughout the treatment
process and following its conclusion, if required.
The results of an audit of patient awareness of the counselling service was reviewed by
the inspection team .The results showed that 13 out of the 15 respondents were aware of
the counselling service via various sources.
Two counsellors are listed on the staff list for the centre. The lead counsellor is an
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accredited member of the British Infertility Counselling Association (BICA).
The centre team can when required, refer patients for specialist counselling.
What the centre could do better.
Procuring, processing and transporting gametes and embryos (Guidance Note 15)
It was not clear from an audit of patient records performed on the day of the inspection
whether semen analysis and screening test results not performed at the centre but
accepted by them had been performed by a suitably accredited laboratory (SLC T21 and
T51).
An audit of ten patient files by the inspection team highlighted that in three files there were
no screening results for anti-HBc. The PR explained that when patients attend for
screening at the centre they are screened for anti-HBc, however, if they attend with
screening results performed elsewhere and anti-HBc is not included the team at the centre
had, up until the day of the inspection, not performed this additional screening. The PR
confirmed that this would be rectified with immediate effect (SLC T50).
Counselling (Guidance Note 3)
Neither of the centre’s two counsellors were present at the inspection. The clinical
inspector attempted to contact them by phone and it was noted that whilst he was able to
have a discussion with one of the counsellors the phone number of the other counsellor,
which is supplied to patients was invalid.

►

Donor assisted conception (Guidance Note 20)

What the centre does well.
The centre has an SOP for donor insemination (SLC T33 (b)).
What the centre could do better.
At the time of the inspection the centre team had provided donor insemination treatment to
only two patients. The centre has no written information for patients having donor
insemination but the PR informed the lead inspector that he had personally conducted the
consultations for these patients and was confident that they were provided with sufficient
information prior to consenting to the procedure.The inspection team consider that there is
a significant amount of information to be provided to prospective recipients of donor
gametes and are concerned that information provided orally alone may not be sufficient.
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►

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)
•
Intracytoplasmic sperm injection (ICSI) (Guidance Note 21)
What the centre does well.
The quality management system (Guidance Note 23)
There is a comprehensive quality management system in place which includes a quality
manual and training and reference materials (SLC T33).
From discussions with staff, observation and a review of documentation at inspection, the
inspection team concludes that there are SOPs in place to direct activities to be provided
in the course of providing treatment services and critical materials and reagents used in
the procedures are documented (SLC T33 (b) and SLC T31).
Quality indicators have been established for some of the centre’s activities (SLC T35). A
sample of audits reviewed in the course of the inspection included: consent to disclosure
and an audit of frozen sample storage.
Traceability (Guidance Note 19)
Centre staff were able to demonstrate that gametes and embryos and materials coming
into contact with gametes or embryos used in treatment which may affect their quality and
safety are traceable throughout from procurement to treatment or disposal (SLC T22, T33
(b) and T99).
With the exception of egg collection all dishes are labelled with patient / donor name and a
unique identifier (SLC T101).
Procedures are in place to ensure that the data necessary to ensure continued traceability
is stored securely for at least 30 years (and such longer period as may be specified in
Directions) (SLC T103).
Process validation (Guidance Note 15)
Critical procurement and processing procedures have been validated in compliance with
SLC T72.
The centre’s process validation folder was reviewed and included the validation of
processes for ICSI, egg collection, embryo freezing and use of “embryo glue”.
Equipment and materials (Guidance Note 26)
Documented evidence was available on inspection which demonstrated critical equipment
used in patient treatment or the storage of gametes and embryos have been validated and
will not render the gametes or embryos clinically ineffective or harmful to the recipient.
Evidence of validation was reviewed for an incubator, refrigerator, hood and dry shipper
(SLC T24).
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Manuals and documented procedures (SOPs) for the operation of all critical equipment are
available and the laboratory manager informed the inspection team that staff received
orientation to each new piece of equipment. Key equipment that affects the critical
processing or storage parameters is subject to monitoring, alerts and alarms. Equipment
with critical measuring function is calibrated against a traceable standard (SLC T24).
Documented evidence of regular cleaning, decontamination and preventative maintenance
and servicing was also seen (SLC T26 and 28). Sterile instruments are used for the
procurement of gametes and embryos. CE marked instruments/materials are used where
possible (SLC T30).
Premises and facilities (Guidance Note 25)
A tour of the centre confirmed that the premises are suitable for the licensed activities and
that all activities to which the centre’s licence applies are conducted in the licensed
premises (SLC T1). Evidence was provided that the majority of gamete/embryo processing
takes place in an environment of air quality that is compliant with SLC T20 and that air
quality is monitored regularly.
Adverse incidents (Guidance Note 27)
There is an SOP in place to direct the reporting of adverse incidents or near miss events to
the HFEA. Centre staff were able to describe the process to be followed for reporting and
the investigation of an incident or untoward event (SLC T118).
Third party agreements (Guidance Note 24)
The centre has established written agreements with all third parties who provide goods or
services that influence the quality and safety of gametes (SLC T111). Evidence was seen
that confirmed that the centre has evaluated the ability of third parties to meet the required
standards (SLC T112) and that the content of the agreements is compliant with SLC T113
and T114 with exceptions detailed below. A list of all third party agreements in place is
maintained by the centre (T115). The inspection team audited five of the centre’s third
party agreements and three were considered to be compliant with SLCs.
ICSI (Guidance Note 21)
There is an SOP in place to direct ICSI practice (SLC T33(b)) and the ICSI process has
been validated (SLC T72). Staff conducting ICSI procedures were able to provide
documented evidence of the assessment of their competence in this procedure (SLC
T15(a)). Quality indicators for performance have been established and are monitored (SLC
T35 and T36). The results of the most recent audit was seen on inspection.
What the centre could do better.
The quality management system (Guidance Note 23)
Quality indicators have not been establishes for all activities (SLCT35)
Traceability (Guidance Note 19)
The tubes used during egg collection are not marked with patient identifiers (SLC T101).
The centre’s SOP does not include the requirement for the traceability of critical equipment
(SLC T99).
Process validation (Guidance note 15)
At the time of the inspection the process for assisted hatching had not been validated.
Evidence of validation was provided to the inspection team on the second day of the
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inspection (SLC T72).
Equipment and materials (Guidance Note 26)
Documented SOPs do not include actions to take if a piece of equipment malfunctions or
fails, including the need for re-validation (SLC T25 and T27).

Third party agreements (Guidance Note 24)
Three of the centre’s third party agreement were considered by the inspection team to be
non-compliant with SLC T113 and T114 .
ICSI (Guidance Note 21)
The centre team received an automated alert from the HFEA in February 2013 regarding
the decline in the clinical pregnancy rate following treatments involving ICSI. At the time of
the inspection the centre had not responded to the alert.
Quality indicators (QIs) have been established for procurement and processing activities,
including ICSI damage rates, implantation rates and clinical pregnancy rates. These QIs
have been audited by the centre and the established QI thresholds have not been met in
all cases. A review was conducted and concluded that this was due to the diverse patient
group treated by the centre. However, it was the opinion of the inspection team that the
review did not provide sufficient evidence to demonstrate how they are assured that this
issue is solely due to the patient group treated.
The laboratory manager also described an investigation conducted regarding ICSI pipettes
becoming blocked, that may have affected ICSI results. However, this investigation was
not documented (SLC T36).

►Multiple Births (Guidance Note 7)
The centre’s licence became effective on 3 August 2011. From this date to 30 September
2012, the centre’s multiple clinical pregnancy rate for all IVF, ICSI and FET cycles for all
age groups was 27%. Due to the low number of treatments this represents performance
that is not likely to be statistically significantly different from the 15% live birth rate target
for this period (SLC T123)1.
What the centre does well
The PR has provided sufficient evidence to demonstrate compliance with HFEA Directions
0003 in that:
•
•
•

staff were able to describe their progress towards reducing their multiple pregnancy
rates and subsequent multiple birth rates;
staff at the centre have audited their strategy and protocols as part of the quality
management audit programme;
staff have maintained a log of women receiving double and triple embryo transfers who
meet the criteria for single embryo transfer;

1

The HFEA use a conversion factor of 1.27 to convert the multiple live birth rate (MLBR) target to a multiple clinical
pregnancy rate (MCPR) target. The 2010/11 MLBR target of 20% is calculated as equivalent to a MCPR of 25%: the
2011/12 MLBR target of 15% is calculated as equivalent to a 19% MCPR
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•

staff have maintained a log which indicates the reasons for variation from the single
embryo transfer policy and outcomes which are also recorded in the patients records.

What the centre could do better
A patient record reviewed on inspection recorded that three embryos had been transferred
but did not include an explanation as to why this had been performed (Directions 0003,
section 1 (a)).

►

Staff engaged in licensed activity
•
Person Responsible (Guidance Note 1)
•
Staff (Guidance Note 2)
Person Responsible (Guidance Note 1)
The PR has academic qualifications in the field of medicine and has more than two years
of practical experience which is directly relevant to the activity to be authorised by the
licence (HF&E Act 1990 (as amended) section 16(2)(c)(i) and (ii)). He has held the position
of PR at the centre since its inception in 2011.
The PR has successfully completed the HFEA PR Entry Programme (Certificate no:
T/1185/8).
Staff (Guidance Note 2)
The centre has suitably qualified staff to carry out all of the licensed activities and
associated services provided. All staff, where appropriate, are registered with the relevant
professional and/or statutory bodies (SLC T14).
The PR confirmed that at the time of the inspection they had an adequate number of staff
to assure patient safety and quality of care (SLC T12). They have recently recruited new
members to the team. One of the most recently appointed members of the nursing team
was interviewed as part of the inspection and she described her induction programme
(SLC T15).
A staffing record was seen on inspection and included: CRB check, job description, signed
data protection notice, confidentiality agreement, CV and references.
The inspection team was informed that appraisals are performed annually and that the
laboratory manager was responsible for the assessment of competencies in the laboratory
while the Person Responsible maintains responsibility for the nursing team.
The recently recruited nurse manager was interviewed as part of the inspection and she is
currently developing a competency framework and assessment process for the nursing
team.
Laboratory staff competence assessments were seen on inspection as referenced
previously in the report.
The PR informed the inspection team that opportunities for professional development are
supported including attendance at workshops and conferences. This was confirmed by the
laboratory manager and nurse manager.
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What the centre could do better.
It was observed that a health care support worker had documented competencies in
injection teaching and mixing of intravenous infusions. This was discussed at length with
the PR with reference to the Royal College of Nursing (RCN) guidance for drug
administration. The PR has, since the inspection, informed the lead inspector that the
process of mixing intravenous infusions is now performed by a clinician or registered
nurse.

►

Welfare of the Child (Guidance Note 8)
What the centre does well.
Before providing treatment services the centre takes into account the welfare of the 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.
An audit of ten patient’s records performed on inspection confirmed the presence of
completed assessments for both partners in all records examined.
The nurse manager explained that all patients are provided with welfare of the child
assessment forms at the appointment for injection teach or at consultation. The forms are
checked by the nursing team and any concerns brought to the attention of the PR.
An SOP is in place to guide the welfare of the child assessment process (SLC T33(b)).
What the centre could do better.
Nothing noted on inspection

►

Embryo Testing
• Preimplantation genetic screening (Guidance Note 9)
• Embryo testing and sex selection (Guidance Note 10)
What the centre does well.
The centre’s licence was varied to include embryo testing effective from 29 May 2012 .At
the time of inspection the centre had provided two treatment cycles involving preimplantation genetic screening.
SOPs, process validation and staff competence were assessed by the executive in 2012
prior to the centre being granted an embryo testing licence. These areas were not
reviewed again on this inspection.
Quality indicators relevant to embryo testing procedures have been established (SLC T35)
and an audit performed in January 2013 was submitted pre inspection (SLC T36).
The laboratory manager provided assurance that:
• no embryo is transferred to a woman where that embryo or material removed form
it, or the gametes that produced it, has been subject to genetic testing unless
expressly authorised by the HFEA (SLC T88 (a))
• no information derived from tests conducted has been used to select embryos of a
particular sex for social reasons (SLC T88(b))
• embryo testing is only being carried out for those genetic conditions that are
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expressly authorised by the Authority (SLC T89)
• no embryo is tested unless it meets the statutory test i.e. that the embryo is at
significant risk of having a serious genetic condition.
The PR ensures that people seeking PGD are given written information and are given
every opportunity to discuss the implications of their treatment and have access to genetic
counselors and infertility counselors where required.
What the centre could do better.
The genetic testing is conducted by Reprogenetics UK in Oxford. Reprogenetics UK
already carries out genetic testing for a number of HFEA licensed centres. This laboratory
is not currently accredited by CPA or another body accrediting to an equivalent standard,
as required by SLC T21.
A letter from the Director of Reprogenetics UK was provided by the centre and states that:
• A fully operational quality management system is in place at the laboratory, which is
overseen and regularly audited by a professional quality manager;
• The laboratory participates in all of the external quality assessment schemes
(EQAs) available for laboratories specialising in PGD and has always received
maximum scores in the EQAs it has participated in;
• Paperwork was submitted to CPA several months ago and the laboratory has been
informed it will be inspected in August 2013.
The laboratory manager is satisfied that the above information, along with the experience
of the company, mitigates the risks of non-compliance with SLC T21.
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2.

Patient Experience

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

►

Treating patients fairly
•
Treating patients fairly (Guidance Note 29)
•
Confidentiality and privacy (Guidance Note 30)
•
Complaints (Guidance Note 28)
•
Provision of a costed treatment plans (Guidance Note 4)

What the centre does well.
Treating patients fairly (Guidance Note 29)
From the information provided, observations made and discussion with staff, the
inspection team were assured that all licensed activities are conducted in a nondiscriminatory manner with proper respect for the privacy, confidentiality, dignity, comfort
and well-being of all prospective and current patients and their partners and that
information is kept confidential and only disclosed in circumstances permitted by law (SLC
T43).
Confidentiality and privacy (Guidance Note 30)
A tour of the centre confirmed that access to all confidential information is restricted to
authorised personnel (SLC T43 and T44). Access to the centre is restricted and key pad
locks provide additional restriction to sensitive areas. A tour of the centre confirmed that
patient records are stored securely.
SOPs are in place to ensure that all information is kept confidential and only disclosed in
circumstances permitted by law (T33 (b)). Evidence of training in confidentiality was seen
on inspection.
Complaints (Guidance Note 28)
The general manager/quality manager informed the inspection team that the centre had
received one complaint in the period since it had opened and this had been resolved.
Patient feedback
Twenty three patients provided feedback to the HFEA via completed questionnaires
regarding the experiences at the centre with twenty one having compliments and none
having complaints. The written feedback was considered by the inspection team to be
exceptionally positive with references to the personal care and attention provided by the
team in pleasant surroundings.
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What the centre could do better.
Provision of a costed treatment plans (Guidance Note 4)
From discussion with patients at the time of the inspection and a review of the centre’s
price lists it was apparent that whilst costs of specific items such as drugs and blood tests
were clearly indicated on the price list, patients attending the centre did not have an
individualised costed treatment plan (CoP Guidance 4.3).

►

Information
•
Information to be provided prior to consent (Guidance Note 4)
•
Information about storage of embryos (including cooling off periods)
•
Information about Intracytroplasmic sperm injection (Guidance Note 21)
•
Information about preimplantation genetic testing (Guidance Notes 9 & 10)
•
Information about legal parenthood (Guidance Note 6)
What the centre does well.
Information (Guidance Note 4)
From discussions with staff, documents reviewed and feedback given by patients in
questionnaires submitted to the HFEA, the inspection team conclude that detailed
information about the nature of the treatment, consequences and risks, tests,
confidentiality, consent, and the availability of counselling is given to patients consenting to
treatment. Those giving consent are given adequate opportunity to discuss the
implications of their consent before treatment commences.
The centre submitted a suite of patient information prior to the inspection. The information
submitted was audited by the inspection team and was considered to meet the
requirements of the CoP. Centre staff confirmed that the specific information not provided
in leaflets is provided verbally during appointments, prior to obtaining consent.
The centre’s website was reviewed by the lead inspector and was considered to be
compliant with the HFEA Chair’s letter CH(11)02.
What the centre could do better.
Nothing noted at the time of the inspection.

►

Consent
•
Consent to treatment, storage, donation, training and disclosure of information
(Guidance Note 5)
•
Consent to legal parenthood (Guidance Note 6)
What the centre does well.
Consent to treatment, storage, donation, training and disclosure of information
(Guidance Note 5)
Centre staff provided evidence that written consent is obtained from patients prior to
treatment and the centre has a documented SOP for obtaining consent (SLC T33 (b)).
An audit of seven patient records performed by the inspection team confirmed that
treatment consent was documented in all records reviewed with one exception detailed
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below.
Consent to legal parenthood (Guidance Note 6)
At the time of the inspection the centre team had not provided treatment services where
the consent to legal parenthood was required. Centre staff interviewed were aware of the
need for consent in relevant circumstances and patient information was available.
What the centre could do better.
A consent decision seen in patient records noted that whilst the male partner had
consented to the use of his sperm after his death there was no record of consent to
posthumous registration as the father on birth registration. It was not clear whether the
patient had declined to give this consent or had not been made aware that this consent
could be provided.
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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 were 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.
Discussions with the PR and centre team and a tour of the centre demonstrated that the
activities authorised by the centre’s licence are carried out at the premises specified in the
licence (SLC T1).
The inspection team considered that staff at the centre have respect for the special status
of the embryo when carrying out assisted conception treatment services.
The centre does not directly recruit donors and therefore does not provide compensation.
What the centre could do better.
Nothing noted on inspection

►

Storage of gametes and embryos
•
Storage of gametes and embryos (Guidance Note 17)
What the centre does well.
All gametes and embryos in storage at the centre are stored in accordance with patient
consents. Audits have been performed and the results of an audit performed in 2011 were
available on inspection (SLC T36).
The scientific inspector observed the details for five sets of embryos in storage. The details
of the consent expiry recorded on the database were cross checked against the consent
decisions documented in the patient records. The consent forms for each patient were
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completed correctly with the consent period recorded as detailed on the database.
The centre has a ’bring forward’ system to ensure gamete providers have sufficient notice
of the end of their consented storage period, the SOP for which was seen on inspection.
The laboratory manager confirmed that prior to storing their gametes and embryos patients
are screened in accordance with SLC T50 and T51 with exceptions as previously
described. This was confirmed in SOPs, checklists and in patient records seen on
inspection.
Staff were aware of the statutory storage periods for gametes and embryos and
understood the provision for a 12 month cooling off period if gamete providers are in
dispute about what to do with stored embryos.
What the centre could do better.
The SOP for the bring forward system does not include what steps to take in the event
that it is not possible to contact patients or who will make the decision as to the fate of
embryos. It is considered that this may pose a risk to the effective operation of the bring
forward system.

►

Distribution and / or receipt of gametes and embryos
•
Distribution of gametes and embryos (Guidance Note 15)
•
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.
An SOP was seen to be in place detailing the circumstances, responsibilities and
procedures for the release of stored material before distribution (SLC T33b). SOPs include
a recall procedure and procedures for the handling of returned gametes and embryos.
The centre team were able to provide evidence that they had complied with all the
requirements of Directions 0006 when importing or exporting gametes or embryos.
The clinical inspector reviewed the details of two imports received by the centre and
confirmed that in these instances the requirements of Directions 0006 had been met.
What the centre could do better.
The centre has a SOP for the transport of gametes/embryos, including the procedure for
recall of material. The laboratory manager confirmed that any recall of material would be
handled as an adverse incident, but this is not documented in the SOP (SLC T33 (b) and
CoP Interpretation of mandatory requirements 15C).
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►

Use of embryos for training staff (Guidance Note 22)

What the centre does well.
The centre uses embryos, with the written consent of the patients whose gametes were
used to create the embryos, in order to train laboratory staff in embryological techniques.
The procedures for which the embryos are used have been approved by the Authority
(SLC T93).
At the time of the inspection only four embryos had been used for training and the patients’
consent was present in their records (SLC T94).
A log created on the second day of the inspection indicated that the embryos had been
used for procedures approved by the authority (SLC T93).
The laboratory manager described a process whereby should patients wish to consent to
the use of their embryos in training the embryologist would be informed and would take
responsibility for explaining the information and giving the patient the opportunity for
discussion addressing any queries (SLC T98).
Patient information provided to patients covers the requirements of SLC T97, with one
exception detailed below.
What the centre could do better.
The centre does not have a SOP for the use of embryos in training (SLC T95, T97 and
T33)
The patient information does not explicitly state that the decision whether to donate will not
affect the patient’s treatment in any way (SLC T97). The patient information also states
that embryos may be used for validating a new procedure. A licence cannot authorise the
use of embryos for the validation of a new procedure. The laboratory manager confirmed
that embryos have not been used for this purpose.
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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.
All patient records reviewed during the inspection were clear and legible and satisfied all of
the requirements of SLC T46. Each record reviewed included: patient/donor first name,
surname, date of birth, age and sex, details of how the patient/donor had been identified
(passport/driving licence), the treatment provided, a medical history, welfare of the child
assessment, relevant documented consents and clinical and laboratory data and the
results of tests carried out (with some exceptions detailed previously in the report ).
Procedures are in place to ensure that records are protected from unauthorised
amendment, are retained and can be retrieved throughout the designated retention period
(SLC T47).
Documents submitted to the HFEA as part of the renewal application and viewed on
inspection were seen to be controlled, recording the history of document reviews. Systems
are in place to ensure that only the current version is in use and accessible to staff (with an
exception as described previously) (SLC T34).
Guidance note 31 – Record keeping and document control
To determine whether all licenced treatment activity is reported to the HFEA and within
required timescales, a sample of treatments recorded within the centre’s database and
undertaken over a 12 month period was compared to data submitted by the centre for
inclusion on the register.
All licenced treatment activity within the audit sample (i.e. 158 IVF and two DI treatments)
had been reported to the HFEA. Treatment data submissions by the centre are also timely
(SLC T9(e) and T41; General Direction 0005)
What the centre could do better.
Nothing noted on inspection
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►

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 PR provided all information required by the application process prior to inspection.
Centre staff cooperated with the inspection team and further information requested was
provided in a timely manner.
A data submission SOP is in place and was supplied in advance of the inspection for
review (SLC T33b).
To confirm that data submitted by the centre for inclusion on the statutory register
accurately reflects that found in source records on-site a sample of 22 assorted form type
data submissions were reviewed against source documentation held on patient and donor
files.
No critical errors or omissions were found in the data (i.e. errors that would prevent the
authority fulfilling its statutory obligations). Additionally no systematic error was identified
within the sample (General Direction 0005).
What the centre could do better.
At the time of the inspection the centre has not submitted their IUI treatment outcomes for
2011.

►

Disclosure of information
•
Confidentiality and privacy (Guidance Note 30)
•
Disclosure of information, held on the HFEA Register, for use in research
What the centre does well.
A tour of the centre confirmed that access to all confidential information is restricted to
authorised personnel (SLC T43). Access to the centre is restricted and key pad locks
provide additional security in sensitive areas. Patient records are stored securely.
The centre ensures that information about people having treatment, donors and children
born as a result of assisted conception is not disclosed unless the relevant consents to do
so have been provided.
What the centre could do better.
To determine whether the register properly reflects the consent given by patients and their
partners for the use of register information for research purposes, a sample of 10
completed patient and partner disclosure consents were reviewed against disclosure
consent data supplied by the centre for inclusion on the register.
A discrepancy was found between five completed patient and partner disclosure consents
on patient files and consent data on the register. A further two consents were invalid.
In five instances the most recently completed disclosure consent form indicates that
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consent has been given, though the data submitted to the HFEA’s register records that it
has been withheld.
In two further instances the patient/partner completed disclosure consent form records that
consent has been granted for contact research, but the generic and non-contact consent
sections of the form have not been completed.
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5.

Changes since the previous inspection on 28 June 2011.

There were no areas of improvement identified at the previous inspection.
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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.

►

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
1) At the time of the inspection
the centres did not witness
the disposal of eggs or
embryos (SLC T71 and
CoP Guidance 18.4 (j)).

Action required and timescale
for action
An SOP including this witness
step was provided to the
inspection team on the second
day of the inspection.
The PR should perform an audit
of witnessing three months after
this change has been
introduced. The centre’s
inspector should be provided
with the audit results and
evidence of staff training in

PR Response

Executive Review

Rectified at time of inspection.
Labsheet amended to allow
documentation and Witness
SOP updated. Documentation
submitted.

The inspector is satisfied with
this response and looks
forward to receiving the audit
results and evidence of staff
training.
Further action required.

Retrospective 'witness' audit
has been performed with
prospective audit planned for
completion in July 2013.
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witnessing procedures within
one month thereafter, i.e. by 13
July 2013.
2) A consent decision seen in
patient records noted that
whilst the male partner had
consented to the use of his
sperm after his death there
was no record of consent to
posthumous registration as
the father on birth
registration. It was not clear
whether the patient had
declined to give this
consent or had not been
made aware that this
consent could be provided
(SLC T58).

The PR should review the
centre’s consent procedures
and documentation of consent
to ensure that consent decisions
are clear.

Staff training session on
consenting (with particular
reference to HFEA consents)
was completed in Jan 2013

The PR should contact the
patient concerned to confirm
their wishes and ensure that the
correct consents are in place.

Patient was contacted and
posthumous consent page on
MT now completed.

The PR should perform an audit
of consent decisions three
month after the inspection date
and provide the inspector with a
copy of the audit including
corrective actions and evidence
of staff training in consenting
practices within one month
thereafter, i.e. by 13 July 2013.

Post inspection consent audit
to be compelted in July 2013.

3) The centre had not
established quality
indicators for all activities
(SLC T35)

PR should ensure that quality
indicators are established for all
activities.

Quality Indicators for all
departments and a revised
schedule of audit have been
completed and submitted.

The inspector is satisfied with
the response and looks
forward to receiving the audit
results.
Further action required.

Consent audit is now included
as a QI.

The PR should provide the
inspector with a list of quality
indicators for all activities
performed at the centre.
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by 13 June 2013
4) Some of the centre’s SOP’s
do not accurately reflect
regulatory requirements

The PR should audit all SOPs
and implement appropriate
corrective actions to ensure that
the SOPs accurately reflect
regulatory requirements.

SOP audit is in progress and
results will be forwarded to the
HFEA.

The inspector is satisfied with
the response and looks
forward to receiving the audit
results.
Further action required.

The PR should provide the
executive with the results of the
audit by 13 June 2013
5) The diagnostic laboratory
which the centre uses for
embryo testing activities is
not CPA accredited (SLC
T21). The PR could also not
confirm that blood test
results accepted by the
centre had been performed
in a suitably accredited
laboratory (SLC T21)..

The PR should ensure that test
results used by the centre for
diagnostic purposes are
performed by appropriately
accredited laboratories.

TDL is used for monitoring
blood tests during treatment
and during diagnosis. TDL is
CPA accredited.

The PR should keep the
Executive informed on the
genetic testing laboratory’s
progress towards CPA
accreditation, including
confirmation that the CPA
inspection scheduled for August
2013 has been conducted.

The genetic test lab used for
PGD / PGS have confirmed in
writing that they are
undergoing CPA inspection in
August 2013. They also
confirm participation in IQA
and EQA schemes with
excellent results as well as
having a qulality management
If CPA accreditation is not
scheme in place and
achieved by December 2013, the operating to SOPs that ensure
PR should assess whether this
traceability and good practice.
laboratory should continue to be
used for diagnostic analysis. A
report of this assessment should Outcome of the Augist
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be provided to the centre’s
inspector by 1 January 2014.

inspection will be requested.
A risk assessmnet for use of
the genetic test lab in PGD /
PGS cases has been
completed and submitted.

6) At the time of the inspection
the process validation folder
did not include documented
validation of the process for
assisted hatching (SLC
T72).

Documented validation of the
process was provided to the
inspection team on the second
day of the inspection.

Rectified at time of inspection
and report submitted.

No further action required.

7) A discrepancy was found
between five completed
patient and partner
disclosure consents on
patient files and consent
data on the register. A
further two consents were
invalid. In 5 instance(s) the
most recently completed
disclosure consent form
indicates that consent has
been given, though the data
submitted to the HFEA’s
register records that it has
been withheld (HF&E Act
1990 (as amended) Section
33A)

The PR should review
procedures for submitting
patients’ consent to disclosure
to researchers to the HFEA. A
summary report of the findings
of the review including
corrective actions and the
timescale for implementation of
the corrective actions should be
submitted to the HFEA by 13
June 2013.

Further staff training for
completion of 'consent to
disclosure' (CD) is planned to
ensure that the different
terminology used on HFEA CD
forms and the EDI interface
used does not lead to
confusion and erroneous data
entry. Accuracy of CD
compelteion and data
registered with the HFEA will
be included in consent audits
as part of nursing QI.

The inspector is satisfied with
the response and looks
forward to receiving the audit
results.

Three months after the
implementation of corrective
actions the centre should audit a Audit findings will be reviewed
internally and submitted to the
random sample of ten sets of
patient records to ensure that
HFEA by 13/10/2013.
consent to disclosure to
researchers taken from patients
has been correctly transferred to
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the HFEA register. The records
audited should have had this
consent completed within the
previous three months. This
audit should be submitted to the
HFEA by 13 October 2013, for
cross reference against the
records held by the HFEA
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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
8) The centre has
established quality
indicators relevant to
witnessing which state
that audits of the practice
are performed quarterly.
At the time of the
inspection there had been
no formal audit of
witnessing (SLC T35 and
T36).
9)

A review of 15 witnessing
records indicated two
instances where
witnessing signatures had
not been recorded (SLC
T71). In addition the male
partner does not sign to
record that they witness
the cross checking of
identifying information in
the records and on the
sample pot (SLC T71 and
CoP Guidance 18.4 (b)).

Action required and
timescale for action
The PR should perform an
audit of the witnessing
practices at the centre in
accordance with their quality
indicators.

PR Response

Executive Review

Witnessing audtis are
performed. However the audit
schedule did not reflect actual
practice. The audit schedule
has been revised.

The inspector has received the
requested documentation.

The PR should provide the
inspector with a copy of the
audit results including any
corrective actions by 12 June
2013.

A full retrospective audit of
witnessing has been submitted.

The PR should immediately
take appropriate actions to
ensure that all witness
signatures are recorded.

The files highlighted have been
identified and electronic witness
log checked. PR confident that
electronic log confirms
appropriate witnessing. Staff
have been reminded of the
importance of documenting any
witness event and prospective
audit will confirm compliance.
Audit findings will be submitted
to the HEFA by 13/09/2013.

To verify that witnessing is
recorded compliantly, the PR
should audit records of
witnessing performed
subsequent to the inspection.
A report of this audit including
any necessary corrective
actions, should be provided to
the centre’s inspector by 13
September 2013

Retrospective audit of
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electronic and manual
witnessing has been performed
and submitted.
Rectified at time of inspection.
Full frozen sample audit
completed and submitted.

10) A review of laboratory
freeze sheets indicated
that the storage location
of gametes/embryos had
not been witnessed in five
out of six cases (SLC T71
and CoP Guidance 18.4
(h)).

Documented evidence was
provided on the second day of
the inspection that the storage
location of all samples had
been been witnessed
retrospectively.

11) An audit of ten patient
files highlighted that in
three files there were no
screening test results for
anti-HBc (SLC T50).

The PR should immediately
ensure all patients are
screened for anti-HBc. The PR
should perform an audit three
months post inspection to verify
that all patients are being
screened for anti-HBc. A copy
of the audit report should be
provided to the inspector by 13
June 2013.

Rectified at inspection. Audit
planned for June 2013

12) The tubes used during
egg collection are not
marked with patient
identifiers (SLC T101).

The PR should either ensure
that the tubes are appropriately
labelled during egg collection or
should ensure the current
practice is risk assessed. The
risk assessment, if performed,
should be documented, should
include any necessary
corrective actions and the
timescale for their

Risk assessment completed
and labsheets updated to allow
documentation of pre egg
collection verification that there
are no tubes / dishes remainin
gin work area from previous
cases. This is in line with
standard industry practice.

No further action required

The inspector is satisfied with the
response and looks forward to
receiving the results of the audit.
Further action required.

Documentation has been
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13) The audit of the ICSI
procedure documented
the findings but did not
include corrective actions
(SLC T36).

14) Three of the centre’s
third party agreements
were not compliant with
licence conditions (SLC
T113 T114)

implementation, and should be
provided to the centre’s
inspector by 13 June 2013.
The PR should provide the
inspector with a comprehensive
report of the audit of the ICSI
procedure including corrective
actions. The review should
include sufficient evidence to
support its findings and
conclusions. The report should
be provided to the centre’s
inspector by 13 June 2013.
The PR should audit all third
party agreements to ensure
that they are compliant with
standard licence conditions.
The PR should provide the
inspector with a copy of the
audit including corrective
actions by 13 September 2013.

15) A patient record reviewed
on inspection recorded
that three embryos had
been transferred but did
not include an
explanation as to why this
had been performed
(General Directions 0003)

The PR should ensure that
where treatment has resulted in
the transfer of three embryos,
that clear justification for this is
documented in the patient
record.

submitted.

discussion and audit report
completed. Findings have been
submitted and results in 2013
show significant improvement
of results. Investigation also
highlighted that there may have
been an artificially low clinical
pregnancy result due to data
submission ommissions and
possible correction errors via
the EDI system.
TPAs in question have been
reviewed and updated as
necessary.

The inspector has received the
requested documentation.

TPA audit will be submitted by
13/09/2013.

Further action required

3ET consent form now used at
time of ET. This highlights
'risks' and justification for
performing 3ET.

The inspector has received the
requested documentation.

Clinical SOP for ET updated to
confirm necessary
The PR should review the
considerations before
centre’s SOP to ensure that this performing 3ET. Documents
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time.
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16) The centre does not have
a SOP for the use of
embryos in training.
The patient information
does not explicitly state
that the decision whether
to donate will not affect
the patient’s treatment in
any way (SLC T97). The
patient information also
states that embryos may
be used for validating
new procedures. The PR
should note that a licence
cannot authorise the use
of embryos for the
validation of a new
procedure.

step is added and provide the
inspector with a copy of the
updated SOP by 13 June 2013.
The PR should develop an
SOP for the use of embryos in
training to include that:
• No embryo used for the
purpose of training in
embryo biopsy, embryo
storage or other
embryological techniques
are kept or used for
providing treatment (SLC
T92)
• Embryos are only used for
training activities that have
been expressly authorised
by the authority (SLC T93)

submitted.

Patient information is already
in place. The Lab SOP is also
now in place to advise staff of
considerations in using
embryos / gametes for training:

Documents have been
submitted.

The PR should also revised
patient information to satisfy the
requirements of SLC T97 and
so that it describes that
embryos are only used for
training activities that have
been expressly authorised by
the authority.
The PR should provide the
inspector with the revised SOP
and patient information by 13
June 2013.
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17) The centre team do not
provide patients with a
personalised detailed
costed treatment plan
(CoP Guidance 4.3).

The PR should ensure that all
prospective patents are
provided with a personalised
costed treatment plan by 13
June 2013. The PR should
provide the inspector with an
example of a costed treatment
plan by this date.

The existing pricing list has
been updated to allow a more
comprehensive estimation and
indication of potential treatment
cost. Document submitted.

The inspector has received the
requested documentation.

18) At the time of the
inspection the centre has
not submitted their
partner IUI treatment
outcomes for 2011.

The PR should ensure that the
treatment numbers and
outcomes for partner IUI are
submitted to the HFEA in line
with the requirements of
General Direction 0005.

This data was erroneously
ommitted but has now been
submitted.

No further action required
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Additional information from the Person Responsible
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