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Update on technical requirements

The first Commission Technical Directive, covering procurement, donation and testing, is expected
to be finalised by the end of this year. We anticipate that the second Commission Technical
Directive, covering processing, preservation, storage and distribution, will be finalised later in 2006.

Implementation dates

As the requirements of the second
Commission Technical Directive are
unlikely to be finalised until after the April
2006 implementation date for the
‘parent’ Directive, the Department of
Health has announced a staggered
approach to implementation. In
September, the Department contacted
all relevant establishments to explain the
new time frame.

In summary, the framework of the
Directive will be implemented by existing
legislation from April 2006. The
implementation dates for the two
Commission Technical Directives are
then expected to follow between
autumn 2006 and autumn 2007.

This means that the previously unlicensed
IUI/GIFT centres will have additional time
to prepare for the Directive before they
will be inspected by the HFEA. Although
there are two separate implementation
dates given for the two Commission
Technical Directives, it is likely that
establishments will be expected to be
able to demonstrate compliance with
both from April 2007.

As establishments have to be inspected
once within a two year period, all the
formal inspections will then be rolled out
between April 2007 and April 2009. We
anticipate that the regulations will allow
for ‘provisional’ licenses to be issued
bringing all relevant establishments into
the licensing framework by April 2007,
prior to their formal inspection.

It has already been established that
previously licensed centres are eligible
for derogation of one year—meaning
they don’t have to be inspected
specifically against the Directive until
April 2007. We will continue to update
all centres as new information emerges
and we expect the next significant
development will be the finalisation of
the first Commission Technical Directive.
We will contact you when this happens.

about
what this means for the |Ul and
GIFT establishments, go to
www.hfea.gov.uk

For further information visit www.hfea.gov.uk

Transposition
regulations

Due to the timescale around
finalising and implementing the
technical requirements as outlined
left, we expect that the regulations
that will transpose the Directive to
UK law will be issued for
consultation by the Department of
Health in mid 2006. There will
remain some uncertainties about
practical aspects until the
regulations are drafted. However,
the HFEA will continue to clarify
relevant issues with centres as soon

as is practically possible.
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UK assisted

conception standards

We are continuing our work in collaboration with the
professional bodies to produce a single set of assisted

conception standards. The standards will cover all relevant
disciplines and focus on a quality management approach,
in line with the Tissue Directive.

It is intended that the standards will
incorporate the requirements of the
Directive, and the measures that
centres should take in order to
demonstrate compliance with the
Directive. The standards will provide
significant help to establishments in
preparing to address the Directive,
particularly in drafting the Quality
Manual and SOPs. The standards
will underpin the inspection process
under the Directive and eventually
will be incorporated with the HFEA
Code of Practice.

We are planning to produce an initial

draft of the standards early next year

for approval by the Authority and

circulation among centres in Spring
2006. Centres will then be able to
start writing the quality manual and
standard operating procedures
required by the Directive. There will
also be an opportunity for centres to
provide feedback on the standards.

The standards will be provisional
until the European Commission
finalises the technical requirements
of the Directive, and will be included
in the formal consultation process

of the next review of the HFEA Code
of Practice.

Further information

The European Commission’s website provides background information and has links to the Directive and the draft technical
requirements at http://europa.eu.int/comm/health/ph_threats/human_substance/tissues_en.htm

IUI pilot study

The July edition provided details of a
series of information gathering pilot
inspection visits to IUl and GIFT centres.
The purpose of the visits was to gain a
greater understanding of these services
and the challenges the Directive poses
for them. Also, to help work up a
suitable inspection method for the
centres that will be affected by the
Directive but not licensable under the
Human Fertilisation and Embryology Act.

The study was completed in September,
following visits to six establishments with
input from an andrologist external
advisor. The study was successful in
highlighting issues where IUI/GIFT
centres may encounter practical
difficulties in meeting the requirements
of the Directive. Learning points have
been taken account of in our ongoing
discussions with the Department of
Health to ensure that the regulations
bringing the Directive into force will be
appropriate for all areas of assisted
conception treatment.

In September, a workshop was held for
the establishments that took part in the
study. Practitioners reflected on their
experiences of preparing for the
Directive and discussed learning points.
They are now being incorporated into
future information and guidance from
the HFEA that will be available to all
IUI/GIFT establishments.

The HFEA's website also has links to the text of the Directive and includes earlier editions of the Directive.

If you have any specific queries concerning the Directive please contact

Charles Lister, Head of Policy or
0207 291 8230
charles.lister@hfea.gov.uk
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Jenny Dimond, Policy Manager
0207 291 8238
jenny.dimond@hfea.gov.uk
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