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1. Introduction

1.1.  The Authority has previously agreed the main objectives for next year’s business
plan. A draft business plan for 2010/11 has now been prepared.

2. Timetable for Further Development

2.1.  The draft business plan is attached at Annex A. After submission to the Department
of Health by their deadline of 14 December, the content of the document,
particularly the objectives and the financial information, will continue to be
developed over the next few months.

2.2. Key dates are as follows:

e 14 December 2009 - draft to DH
e January 2010 - DH comments on draft received
e February 2010 - DH comments actioned and budget agreed

- Performance indicators and measurables
developed; more detail added on actions and

timescales
e March 2010 - Authority asked to sign off near-final version
e April 2010 - Year-end information (e.g. performance

indicator outcomes) added

- Final circulation to Authority and DH prior to
publication

May 2010 - Publication on website.

3. Recommendation
3.1.  The Authority is asked to comment on and approve the draft business plan for

2010/11.
TRIM reference: 2009/09162 Version: 1
Doc name: 2009-12-09 Authority draft business plan Release date: 2 December 2009
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Annex A

Business Plan 2010/11

[Cover and Contents page to be added]

HFEA Purpose, Principles and Statutory Functions

Purpose

We are the UK’s independent regulator of treatment using eggs and sperm, and of treatment
and research involving human embryos. We set standards for, and issue licences to,
centres. We provide authoritative information for the public, in particular for people seeking
treatment, donor-conceived people and donors. We determine the policy framework for
fertility issues, which are sometimes ethically and clinically complex.

Principles
We treat people and their information with sensitivity, respect and confidentiality

We observe the highest standards of integrity and professionalism in putting into effect the
law as it governs our sector’

We consult widely - listening to and learning from those with an interest in what we do
We keep abreast of scientific and clinical advances
We exercise our functions consistently, proportionately, openly and fairly.

Functions

In November 2008, the Human Fertilisation and Embryology Bill received Royal Assent. The
majority of the resulting Act subsequently came into force in October 2009.

The HFEA is required to have regard to two primary sets of legislation:

e The Human Fertilisation and Embryology Act 1990 (as amended) — in this business plan
we refer to this as “the 1990 Act (as amended)”; and

e The Human Fertilisation and Embryology Act 2008 (“the 2008 Act”).

Primarily, the 2008 Act is amending legislation. It extensively amends the provisions of the
1990 Act, which continues to form the main framework governing the duties and
responsibilities of the HFEA. However, the 2008 Act also contains new provisions which
were not originally in, and have not been inserted into, the 1990 Act. In particular, these
include provisions relating to legal parenthood.

The 1990 Act (as amended) gives the HFEA a number of statutory functions:

' “The sector’ refers to the assisted reproduction/fertility sector and all the treatment clinics, storage
centres and research establishments within it.
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To keep a formal register of information about donors, treatments and children born as a
result of those treatments

To license and inspect clinics carrying out in vitro fertilisation and donor insemination
treatment

To license and inspect establishments undertaking human embryo research
To license and inspect the storage of gametes (eggs and sperm) and embryos
To maintain a formal register of licences granted

To produce and maintain a Code of Practice, providing guidance to clinics and research
establishments about the proper conduct of licensed activities

To maintain a register of certain serious adverse events or reactions (this relates to
certain specific activities, which are set out in the amended Act)

To investigate serious adverse events and serious adverse reactions and take
appropriate control measures

To respond to any request from a competent authority in another European Economic
Area state to carry out an inspection relating to a serious adverse event or reaction, and
to take any appropriate control measures

To collaborate with the competent authorities of other European Economic Area states.

In addition to these specific statutory functions, the legislation also gave the HFEA some
more general functions, including:

Publicising the HFEA'’s role and providing relevant advice and information to the donor-
conceived, donors, clinics, research establishments and patients

Promoting compliance with the requirements of the 1990 Act (as amended), the 2008 Act
and the Code of Practice

Maintaining a statement of the general principles that should be followed by the HFEA
when conducting its functions, and by others when carrying out licensed activities

Observing the principles of best regulatory practice, including transparency,
accountability, consistency, and targeting regulatory action where it is needed

Carrying out its functions effectively, efficiently and economically
Reviewing information about:
o Human embryos and developments in research involving human embryos

o The provision of treatment services and activities governed by the 1990 Act
(as amended)

Advising the Secretary of State for Health on developments in the above fields, upon
request.
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Looking Back on 2009/10

[This summary of main activities and outcomes delivered from the 2009/10 business
plan will begin to be added after Authority has commented on the 6 month review.]

.. .. .. . . ... .. @

[Summary information about the new Corporate Strategy will be added here after
January 2010 Authority.]
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In the business year 2010/11 there are likely to be extra pressures on public spending in the
UK, owing to the economic downturn. It will therefore be important for the HFEA, in common
with all public sector organisations, to be able to demonstrate real cost benefits and value for
money in the outcomes it delivers and the resources it uses to deliver them.

Notwithstanding the likely economic context, the HFEA will need to continue to deliver its
core regulatory business. In 2010/11 this will include the ongoing implementation,
embedding, evaluation and continuous improvement of the new systems and processes that
were introduced in 2009/10 in order to implement the HFE Act 1990 (as amended) and the
HFE Act 2008. The organisation will also need to continue to address new and emerging
treatment and research developments which may have policy and regulatory implications for
the sector.

The HFEA'’s business objectives for 2010/11 will be:

—

Embedding the new regulatory and licensing framework
To complete the introduction of the new regulatory and licensing framework, and to
embed, refine and commence ongoing evaluation of the new processes.

2. Improving the HFEA’s information provision to the public and patients
To improve the transparency, range and quality of information provided to the public
and to others with an interest in data held or published by the HFEA.

3. Corporate efficiencies and improved governance
To review elements of the HFEA’s governance and corporate enablers, so as to
continuously improve the organisation’s financial, workforce and governance
framework and the capability of Members and staff to deliver high quality outcomes
and results.

4, Leading edge policy developments

To ensure that the policies the HFEA has in place successfully promote best current
practice in treatment and research, leading to improved outcomes.

[The above objectives have been amended to reflect Authority Members’ comments at
the October 2009 meeting.]
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Business Objectives for 2010/11

The objectives outlined above are a clear statement of the strategy the HFEA is following over the coming year, and beyond. In 2010/11 there are
specific and tangible outcomes expected. To ensure that these are met, the HFEA has agreed the following activities and deliverables under each
objective.

Objective 1: Embedding the new requlatory and licensing framework

To complete the introduction of the new regulatory and licensing framework, and to embed, refine and
commence ongoing evaluation of the new processes.

Regulatory framework

Following a year of legislative change and process development, the HFEA will implement a new compliance cycle and inspection approach on

1 April 2010. This will include a new risk tool and pre-inspection Self-Assessment Questionnaire (SAQ). Throughout the coming year, we will work
to embed and evaluate the new tools and processes.

Licensing framework
New licensing processes were introduced in October 2009, and these will continue to be monitored and evaluated, with an external evaluation
planned for October 2010.

Evaluation
We will also plan for a full evaluation of the first year of operation of the new compliance cycle, commencing in April 2011.
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Heading | Aim Actions and Outputs Measurables and Outcomes Timescale
To ensure that the new compliance | Full implementation of the risk tool, New tools and processes April 2010
cycle and inspection and audit Self-Assessment Questionnaire operational and progressively onwards
processes introduced in April 2010 (SAQ) and new cohesive inspection embedded.
are operating effectively. and audit processes, with ongoing Move to two year inspection cycle

evaluation and refinements/ achieved: centres issued with

enhancements as needed. licences for up to 4 years.

New post-inspection questionnaire Refinements to the risk tool and

developed. related processes developed and
implemented as needed.

~ Risk tool validated by comparing

° outputs to inspection information.
5 Improved feedback from centres
g before and after inspection.

E. Training for operational audit staff in Inspections more focused and April 2010

o inspection methodology and for consistent in approach. onwards

g inspection staff in operational audit Linked inspection and audit,

> methodology (ongoing programme). | improving the inspection

o experience for centres.

Research and development to identify | Inspection reports produced more | March 2011
potential improvements to the quickly after each inspection. (and next
inspectors’ notebook, including the (With an overall target to halve the | pusiness year)
possibility of developing it in an time taken, within the next 2
electronic format. years.)

Feedback gathered from

inspectors on quality and

functionality, usability and

effectiveness of notebook.
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Heading | Aim Actions and Outputs Measurables and Outcomes Timescale
To help to reduce the regulatory Continued work with other regulators | Co-inspections occur whenever Throughout
burden on centres which are to ensure that knowledge is shared this is feasible. year
inspected by more than one and that coordinated co-inspections Information is shared and
regulatory body. occur when possible. collaborative working is in place.

Collaborative work with the Human Regulatory burden is reduced
Tissue Authority (HTA) on storage of | where possible.
testicular tissue and centres who are
regulated by both HTA and HFEA. March 2011
Exploring the possibility of a single
x system of incident reporting for
g centres which are jointly licensed.
g To develop specialist investigation To establish a cohort of inspectors Improved compliance and March 2011
© expertise within the inspection team. | trained to Police and Criminal enforcement skillset.

oy Evidence Act (PACE) standards with

§ expertise in conducting incident

o investigations, including taking

> witness statements, storage of
o documents, obtaining evidence and
dealing with issues of continuity.
To review and improve data Project to review how the HFEA Research conference linked to March 2011
collection in the regulation of collects data on the number of horizon scanning.
research projects. embryos collected and used in Authority decision on future policy.
research, including consideration of
how that data is verified.
To improve the HFEA'’s internal Implementation of the outcomes of an | (Not yet known.) (Not yet known)
database of centres’ details. options appraisal conducted in
2009/10.
2009/06793 8
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Heading | Aim Actions and Outputs Measurables and Outcomes Timescale
To ensure that Executive Licensing | Embedding, evaluation and Internal self-audit in place at 3
Panel (ELP) and licensing refinement of new ELP and Licence month intervals.
processes introduced in October Committee arrangements. ELP and Licence Committee Throughout
%‘ 2009 are operating effectively. Production of guidelines and operating successfully. Licensing | year
= precedents. processes running with greater
e efficiency.
g Regular reporting from the Chair
o of ELP to the Chair of the Licence
= Committee; regular reporting from
& the Chair of the Licence
L;’ Committee to the Authority.
External review of consistency of Authority receives review and October 2010
decision-making and adherence to makes a decision on the future
Regulations and protocols. operation of the system.
c To begin to review the first year’s To plan a review of the operation of Review and evaluation plan in March 2011
2 operation of the new regulatory the new tools and processes that place to commence after first year | (review to
S framework. make up the compliance cycle. of operation. commence April
© 2011)
w
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Heading | Aim Actions and Outputs Measurables and Outcomes Timescale
To implement the new Regulations | Operation of the Authority in its role as | Information is provided to April 2010
on disclosure of information for the Oversight Committee, and of a researchers in accordance with onwards
research purposes. decision-making panel that reports to | the new Regulations.

it. Authority has ongoing oversight of
Review of first 6 months of collection | requests and processes.
of consent data.

(]

a To facilitate access to information To run and maintain the newly TBD Throughout

3 under various regimes. established Voluntary Contact Sibling year

g Register for genetic siblings.

2 ‘Opening the Register’ requests 20 working days, excluding time Throughout

g continue to be met in a timely and for counselling. year

S sensitive manner and within required

= time limits.

Continuing information provision in FOI requests — 20 working days; Throughout
response to Freedom of Information DPA requests — 40 working days; | year
(FOI), Data Protection Act (DPA), EIR requests — 40 working days;
Environmental Information Parliamentary Questions — varying
Regulations (EIR) requests, and deadlines, set by the Department
Parliamentary Questions. of Health on a case-by-case basis.
2009/06793 12
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Objective 3: Corporate efficiencies and improved governance

To review elements of the HFEA’s governance and corporate enablers, so as to continuously improve the
organisation’s financial, workforce and governance framework and the capability of Members and staff to
deliver high quality outcomes and results.

Financial framework
We will build on intial work done during the 2009/10 business year to develop an updated fee structure to equip the HFEA to deliver its future
business. We will work with the Department of Health and HM Treasury to establish a suitable fee structure to reflect legislative and other changes.

Governance framework

We will review our Committee governance arrangements, following the establishment of a new structure in 2009/10. We will commence a major
project to improve our records and information management and ensure good information governance. We will also commission a formal external
evaluation of the programme of change management (Programme 2010) that was put in place to deliver legislative changes.

Delivery framework

We will also seek to improve overall organisational efficiency, by considering potential back office efficiencies, establishing an organisation-wide
Quality Management System (QMS), and exploring ways in which we can better manage and utilise the information and knowledge we hold.

2009/06793 13 FERTILSATION g
EMBRYOLOGY
AUTHORITY



529

Heading | Aim Actions and Outputs Measurables and Outcomes Timescale
Creation of a fee structure that Development of an updated fee A future fee structure that will April 2011
® equips the HFEA financially to structure to reflect the new legislation. | support the HFEA’s work and will
% deliver its business. Consultation with the sector and other | P€ cqmpllant with _Igglslatlon, TBD
e stakeholders. consistent and efficient. .
ic Improved transparency and clarity
about fees within the sector.
To review and improve the HFEA’s | Review of all HFEA Committees. Authority and executive September
governance framework. Committees and policy groups 2010
reviewed.
Recommendations implemented. | January 2011
Formal external evaluation of all Recommendations for future October 2010
outcomes from Programme 2010. consideration on programme
management; quality assurance of
efficacy of processes.
o To review and improve the HFEA’s | Project on records management and Decrease in the volume of papers | March 2011
o information governance. reporting requirements to ensure that | in hard storage.
e documents and other records are Greater search efficiency when
] well-managed, accurately filed, documents are required.
S accessﬂ_)le and ngt held in fjupllcate. Ability to store and retrieve
G Further increase in proportion of information held by the HFEA, and
documents scanned and stored to avoid storing information
electronically. unnecessarily.
Processes (such as archiving, Records management element of
librarianship and bulk scanning) and Knowledge and Information
workflows in place to deliver the Strategy begins to be delivered.
Authority’s Knowledge and
Information Strategy.
2009/06793 14
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Heading | Aim Actions and Outputs Measurables and Outcomes Timescale
The HFEA achieves ongoing Incorporating actions agreed by the (Not yet known — Hampton report | TBD
compliance with the Regulators’ Authority in response to Hampton due for publication on 3/12)

Compliance Code. Review recommendations.
To improve organisational efficiency | Consideration of potential back office | Consolidation and evaluation of March 2011
through a programme of work efficiencies and value for money options in the first year of and beyond
relating workforce considerations to | options, including cost-sharing implementing legislative changes.
operational requirements. opportunities in high-end IT security Rationalised back office functions
and data services. to avoid incurring unnecessary
costs elsewhere.
Continued coordination of the Improved development Throughout
collaborative Talent Management opportunities for HFEA staff. year
Consortium for ALBs. Assessment programme in place | April 2010
to evaluate progress. onwards
Seek liP Accreditation (subject to the | TBD TBD

> outcomes of an audit due to take

o place in early 2010)

D Review of HR and Finance software Determination of future needs in March 2011

a needs. preparation for implementation in

the 2011/12 business year.

To build on previous work to update | Project to develop organisation-wide QMS system established across March 2011
Standard Operating Procedures QMS, including necessary workflows | whole HFEA. and beyond
(SOPs) in keeping with the new developed as part of this and other QMS element of Knowledge and
compliance cycle, by designing an corporate projects. Information Strategy begins to be
organisation-wide Quality delivered.
Management System (QMS).
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developed.

with enquiries and complaints.
HFEA reputation enhanced.

Staff capacity used more
efficiently.

Heading | Aim Actions and Outputs Measurables and Outcomes Timescale
Improving the ways in which the Implementation of the Authority’s (TBD when approved by Authority | March 2011
HFEA manages, utilises and 3 year Knowledge and Information in January 2010) and beyond
disseminates the information and Strategy.
knowledge it holds. Customer service policy and approach | Increased effectiveness in dealing | March 2011

2009/06793
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Objective 4: Leading edge policy developments

To ensure that the policies the HFEA has in place successfully promote best current practice in treatment and
research, leading to improved outcomes.

Policy reviews

We will review the 8" Code of Practice, which came into force on 1 October 2009, to ensure it is up to date and effective. We will continue to
monitor the progress and effectiveness of the Authority’s policy to reduce the incidence of multiple births. We will also undertake further project
work on donation policies, following consideration of this a the December 2009 Authority meeting.

Policy development
We will [section to be finalised when new work is agreed — elements may include treatment abroad, EU coding, pre-1991 VCRD, Register data set,
extension of HFEA ID]

Evidence-based decision-making

We will continue to support evidence-based decision-making by the Authority through annual horizon scanning exercises, to anticipate and inform
future policy development.

2009/06793 17 FERTILSATION g
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Heading | Aim Actions and Outputs Measurables and Outcomes Timescale
[Treatment abroad] NYK TBD TBD
[Poll/survey work — focusing on the | TBD TBD TBD
HFEA; social attitudes etc.]

[Register Data set —in 2010/11, to TBD TBD (TBD - Paper to
review it in the context of the wider Dec CMQG)
data burden on clinics.]
To support evidence-based Scientific horizon-scanning exercise Emerging research and March 2011
> decision-making by the Authority. for 2011/12 through the Scientific and | treatments considered and

®c Clinical Advances Advisory anticipated.

§ =< Committee, involving external panel of | Future licensing and policy

o E experts. Collaborative working decisions informed by work.

es through ESHRE meeting in July.

S :g Corresponding horizon-scanning Ethical and legal issues March 2011

o 2 exercise by the Ethics and Law considered and anticipated.

advisory Committee. Future policy decisions informed
by work.
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[The following text requires further development, and much of it is written as though the end of
the business year has already been reached.]

Delivery Framework

In addition to the objectives set out above, it is important to acknowledge the underlying core
strategies, activities and functions that will enable the HFEA to deliver its business plan.

A sound delivery framework and a well-maintained organisational infrastructure are prerequisites for
the delivery of the business plan. The HFEA has in place a number of corporate functions and
strategies which underpin its day-to-day activities. These include an Information Management and
Technology Strategy, a Sustainability Action Plan, a Human Resources Strategy and a Corporate
Governance Framework.

Organisational Development

Last year, the HFEA delivered a programme of organisational development, aimed at managing the
legislative changes which came into force in the course of the year. Over the coming year, we will
continue to instill best practice into our business processes to support the changes that have come into
effect.

In 2009/10, the HFEA completed a change management programme called Programme 2010. This
led the organisation through the changes that were needed in order to establish the right structure and
processes to deliver an effective regulatory system under the 1990 Act (as amended). The resulting
changes, new processes and policies have become part of the organisation’s infrastructure and ways
of working.

The following diagram shows the HFEA's staffing structure under the new model:

Chief
Executive J

v ¥ v v
( Director of Director of (Director of StrategyW (" Senior Legal )
Finance & Facilities Compliance & Information Advisor
1§ J y
7 Faciliies  \{ Inspection & N Information \{ Legal Team N/ cEesoffice )
clinical
governance Human
Finance Resources
Policy
Research
IT Regulation
Communications
Business Operational Audit
Planning
- AN AN AN AN J
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Finance

The HFEA will need to continue to develop and evaluate all of the new processes that were put in
place in 2009/10. It will also need to continue to deliver its underlying regulatory business, and to
remain responsive to economic drivers by increasing its organisational efficiency and cost-
effectiveness.

The HFEA will continue to maintain sound financial governance and business planning processes.

Human Resources (HR)

The HFEA will continue to maintain sound HR processes, including recruitment and retention practices
to attract and retain a high quality workforce within agreed establishment and efficiency benchmarks.
The HFEA’s in-house management training and key skills programmes will be continued, so as to
equip staff with the core skills and competences they need in order to perform their roles effectively.

Together with the Department of Health and other Arm’s Length Bodies, a Talent Management
network has been developed to nurture and manage talent across the sector.

In 2009/10, a review of all HR policies has been completed, and management and reporting
procedures have been reviewed and improved. HR database and payroll procedures were also
updated. In 2010/11 we will continue to build on this work.

The HFEA commissioned an audit in 2009/10 in preparation for seeking Investors in People status in
2010/11 (further detail to be added once the outcome of the audit is known).

The HFEA is broadly compliant with the NHS Very Senior Managers pay framework.

Information Technology (IT)

The HFEA has an IT strategy and our IT team continues to provide and support the necessary IT
infrastructure to facilitate all of our work.

Business Continuity

The HFEA has a business continuity plan in place, and this is regularly updated. This includes
consideration of arrangements for continuing to operate business critical functions in the event of an
emergency or significant staff sickness (for example due to the swine flu epidemic).

Estates Strategy

The HFEA has an estates strategy in place, and has responded to a property data benchmarking
exercise carried out by the Office of Government Commerce. The accommodation strategy for the
coming year will include an options evaluation in preparation for a forthcoming potential lease break in
2012, in alignment with Office of Government and Commerce (OGC) Directives.

Sustainable Development

In conjunction with our landlord, the Insolvency Service, the HFEA recycles paper, plastic and glass
bottles, cans, plastic cups and toner cartridges. All capable printers are pre-set to print on both sides
of the paper. Several old and high-cost printers were removed and lower-cost multi-functional devices
introduced to print and scan, as part of the office redesign.

The building also has water taps operated by motion detectors to prevent water wastage, and all plants
in the building are planted in peat free material and in 100% recycled pots.
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In the coming year, the HFEA will further increase the use of video-conferencing, avoiding
unnecessary travel; further reduce its dependency on paper; and introduce improvements to existing
scanning equipment.

Assurance Framework

The HFEA will continue to improve its assurance framework and organisational infrastructure, through
sound planning, resource and risk management, and the continuous maintenance of premises and our
IT infrastructure.

The HFEA has robust information security arrangements in place, in accordance with Cabinet Office
Security Policy Framework requirements. These include a Security Policy for staff, secure and
confidential storage of and limited access to Register information, and stringent data encryption
standards. All staff completed mandatory training on information security in 2009/10.

The HFEA also operates a clear desk policy, and has on-site shredders and confidential material
disposal arrangements in place.

Establishment and Resources
The new legislation that came into effect in 2009/10 has brought with it increased duties for the HFEA.

The organisation’s workforce strategy needs to reflect this. The resource position is set out in the
following financial section.

......

[Section to be added]

Budget Summary.

[Section to be added]

Performance Indicators

[This section will be added in February/March and completed during April 2010]
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