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Commission proposéshew
rules on the quality and safety
of human tissues and cells

Thousands of Europeans undergo some form of therapeutic treatment based on the use
of human tissues and cells, each year. From hip replacements to the products derived
from biotechnology, the therapeutic value of many of these medical applications has
been recognised for several decades. However, the steady increase in demand for human
tissues and cells. for both established and experimental use, demands that requirements
ensuring their quality and safety for clinical use should apply throughout the EU.

The proposal for a new Commission Directive on tissues and cells, adopted by the Com-
mission on 19 June, aims to establish rules that would make sure of that high level
of quality and safety throughout the “tissue and cell transplantation chain” in all the
Member States. At the same time, the proposal fully acknowledges the right of each
Member State to organise and deliver health services and medical care, bearing in mind
the principle of subsidiarity.

Binding ethical rules are strictly the responsibility of the Member States. While the pro-
posal fully respects ethical principles cited in texts from both the Council of Europe
and the European Group of Ethics, a future Directive could not impose them. But the
proposal can and does recommend that specific rules governing ethical considerations —
taking these texts into account — should become a fundamental requirement of the high
standards demanded under the Directive.
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® Legal position in the Member
States

While most Member States have adopted
legislation to control the ethical aspects
of donor protection (mainly in the area of
organ transplantation), many have yet to
agree on rules covering quality, safety or
the use of tissues and cells. An informal
survey on existing regulations in the EU
Member States, carried out in 2000,
confirmed that there are considerable
discrepancies in the coverage although
nearly all Member States have addressed
those aspects related to donor protection.

— Tissue banks should be officially
licensed by national health
administrations or recognised by
the competent authorities.

— They should ensure that tissues are
tested for transmissible diseases
and stored safely.

— Records of all tissues retrieved and
issued should be kept.

— Distribution should permit optimal
use based on equal access.

— Close cooperation should be
ensured between alt recognised
exchange and tissue banking
organisations.

Some types of tissues and cells, in particular germ cells, foetal cells and tissues, and
embryonic stem cells, pose particular ethical concerns that can only be tackled by the
Member States. The Member States need to decide whether to use them or to prohibit
their use. Once that decision is made, the proposed Directive can then cover the quality
and safety of permitted tissues and cells.

Safeguards to apply from donor to patient

The proposal covers the first three steps of the application of human tissues and cells
to the human body: donation, procurement and testing. It includes starting materials for
tissue and cell derived manufactured products, except when the product is used to treat
the donor of those cells — a procedure known as an autologous graft. Processing, preser-
vation, storage and distribution are also covered if the tissues and cells are intended for
transplantation.

The aim of the proposal, is to ensure that use of these human substances is contained by
comprehensive and binding quality and safety rules, and that these rules should cover
the entire tissue and transplantation chain from donor to patient. “No matter where a
donation comes from,” Commissioner David Byrne stresses, “the guarantee of quality
and safety must apply across the board.”

The new Directive would mean that for the first time there would be a register of enti-
ties operating in the field of tissues and cells throughout the EU. All of them would
have to apply minimum quality and safety systems and have the necessary professional
qualifications and training. All of them would have to meet the high standards of qual-
ity and safety required by the proposed Directive. And, the proposal specifies the meas-
ures through which the necessary standards can be achieved. The proposal respects the
authority of the Member States to grant accreditation to those establishments involved
in tissue procurement.

Provisions are set out for Member State inspections and for the mandatory minimum
standards that would apply, as well as procedures for the tissues and cells chain from
donation, testing, procurement, processing, storage and distribution, through to pres-
ervation. Comparable national inspection and accreditation structures are to be set up
along with equivalent training for the personnel involved in all parts of the chain.
The training, being specific, will not prejudice the legislative requirements concerning
mutual recognition of diplomas.

An essential component of the new Directive is the requirement for an EU-wide trace-
ability system to follow all tissues and cells from donor to patient and back again. In
addition, the Directive will also require a system that would monitor any bad reactions
or adverse event associated with the procurement, processing and use of tissues and cells
in any part of the EU.

The proposed Directive provides a coherent approach and set of rules for authorisation
of imports and exports. Imports of tissues and cells from third countries are increasing
and the same standards of quality and safety must apply to them to protect the health of
EU citizens.

Ethical considerations are of paramount importance for donor and
patient

The Commission considers it of paramount importance to protect the dignity and iden-
tity of the donor and prevent parts of the human body — as such — from being used for
tissue and cell procurement or from the exchange and allocation activities that give rise
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