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Commission Directive (EU) 2015/566 of 8 April 2015 implementing Directive
2004/23/EC as regards the procedures for verifying the equivalent standards
of quality and safety of imported tissues and cells (Text with EEA relevance)

CHAPTER I

GENERAL PROVISIONS

Article 1
Scope

1 This Directive shall apply to the import into the Union of:
a human tissues and cells intended for human application; and

b manufactured products derived from human tissues and cells intended for human
applications, where those products are not covered by other Union legislation.

2 Where the human tissues and cells to be imported are intended to be used exclusively
in manufactured products which are covered by other Union legislation, this Directive shall only
apply to the donation, procurement and testing which takes place outside of the Union as well
as to contributing to ensuring traceability from donor to recipient and vice versa.

3 This Directive shall not apply to:
a the import of tissues and cells referred to in Article 9(3)(a) of Directive 2004/23/EC
which are directly authorised by the competent authority or authorities;
b the import of tissues and cells referred to in Article 9(3)(b) of Directive 2004/23/EC
which are directly authorised in case of emergencies;
¢ blood and blood components as defined by Directive 2002/98/EC;
d organs or parts of organs, as defined in Directive 2004/23/EC.

Article 2

Definitions

For the purposes of this Directive, the following definitions apply:

(a) ‘emergency’ means any unforeseen situation in which there is no practical alternative
other than to urgently import tissues and cells from a third country into the Union for
immediate application to a known recipient or known recipients whose health would
be seriously endangered without such an import;

(b) ‘importing tissue establishment’ means a tissue bank or a unit of a hospital or another
body established within the Union which is a party to a contractual agreement with a
third country supplier for the import into the Union of tissues and cells coming from
a third country intended for human application;

(©) ‘one-off import’ means the import of any specific type of tissue or cell which is for
the personal use of an intended recipient or recipients known to the importing tissue
establishment and the third country supplier before the importation occurs. Such an
import of any specific type of tissue or cell shall normally not occur more than once
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for any given recipient. Imports from the same third country supplier taking place on
a regular or repeated basis shall not be considered to be ‘one-off imports’;

(d) ‘third country supplier’ means a tissue establishment or another body, established in
a third country, which is responsible for the export to the Union of tissues and cells it
supplies to an importing tissue establishment. A third country supplier may also carry
out one or more of the activities, which take place outside of the Union, of donation,
procurement, testing, processing, preservation, storage or distribution of tissues and
cells imported into the Union.

CHAPTER II

OBLIGATIONS ON MEMBER STATES' AUTHORITIES

Article 3

Accreditation, designation, authorisation or licensing of importing tissue establishments

1 Without prejudice to Article 1(3), Member States shall ensure that all imports of tissues
and cells from third countries are undertaken by importing tissue establishments accredited,
designated, authorised or licensed by a competent authority or authorities for the purposes of
these activities.

2 The competent authority or authorities, having obtained the information set out in
Annex I to this Directive and, having verified that the importing tissue establishment complies
with the requirements of this Directive, shall accredit, designate, authorise or license the
importing tissue establishment to import tissues and cells and indicate any conditions which
apply such as any restrictions of the types of tissues and cells to be imported or the third
country suppliers to be used. The competent authority or authorities shall issue the accredited,
designated, authorised or licensed importing tissue establishment with the certificate set out in
Annex II to this Directive.

3 The importing tissue establishment shall not undertake any substantial changes to its
import activities without the prior written approval of the competent authority or authorities.
In particular, any changes to the type of tissues and cells imported, the activities undertaken in
third countries which may have an influence on the quality and safety of imported tissues and
cells or the third country suppliers used shall be considered as substantial changes. Where an
importing tissue establishment undertakes a one-off import of tissues or cells originating from
a third country supplier not covered by its existing accreditation, designation, authorisation or
licence, such an import shall not be considered as a substantial change if the importing tissue
establishment is authorised to import the same type of tissues or cells from another third country
supplier or suppliers.

4 The competent authority or authorities may suspend or revoke the accreditation,
designation, authorisation, or licence, in part or in full, of an importing tissue establishment if,
in particular, inspections or other control measures demonstrate that such an establishment no
longer meets the requirements of this Directive.
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Article 4

Inspections and other control measures

1 Member States shall ensure that the competent authority or authorities organise
inspections and other control measures of importing tissue establishments and, where
appropriate, their third country suppliers and that importing tissue establishments carry out
appropriate controls in order to ensure the equivalency of the quality and safety standards of
the tissues and cells to be imported with the standards laid down in Directive 2004/23/EC. The
interval between inspections of any given importing tissue establishment shall not exceed 2
years.

2 Such inspections shall be carried out by officials representing the competent authority
or authorities who shall:

a be empowered to inspect importing tissue establishments and, where appropriate, the
activities of any third country suppliers;

b evaluate and verify the procedures and activities carried out in importing tissue
establishments and the facilities of third country suppliers that are relevant to ensuring
the equivalency of the quality and safety standards of the tissues and cells to be imported
with the standards laid down in Directive 2004/23/EC;

¢ examine any documents or other records that are relevant for this evaluation and
verification.

3 Member States shall, upon a duly justified request from another Member State or
the Commission, provide information on the results of inspections and other control measures
relating to importing tissue establishments and third country suppliers.

4 Member States into which tissues and cells are imported shall, upon a duly justified
request from another Member State into which imported tissues and cells are subsequently
distributed, consider carrying out inspections or other control measures on importing tissue
establishments and the activities of any third country suppliers. The Member State in which
the importing tissue establishment is located shall decide on the appropriate measures to take
following consultation with the Member State which made such a request.

5 Where an on-site inspection takes place following such a request, the competent
authority or authorities of the Member State in which the importing tissue establishment is
located shall agree with the competent authority or authorities of the Member State which made
such a request on whether and how the Member State which made such a request shall participate
in the inspection. The final decision on any such participation shall rest with the Member State
in which the importing tissue establishment is located. The reasons for any decision to refuse
such participation shall be explained to the Member State which made such a request.
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CHAPTER III

OBLIGATIONS ON IMPORTING TISSUE ESTABLISHMENTS

Article 5

Applications for accreditation, designation, authorisation
or licensing as an importing tissue establishment

1 Importing tissue establishments, having taken measures to ensure that any imports
of tissues and cells meet standards of quality and safety equivalent to the ones laid down in
Directive 2004/23/EC and that imported tissues and cells can be traced from the donor to the
recipient and vice versa, shall apply for an accreditation, designation, authorisation or licence
as an importing tissue establishment by:
a providing to the competent authority or authorities the required information and
documentation as set out in Annex I to this Directive;

b making available and, when requested by the competent authority or authorities,
providing the documentation listed in Annex III to this Directive.

2 Member States may choose to not apply the documentation requirements of Annex I,
part F and Annex III to this Directive to one-off imports as defined in Article 2 of this Directive,
provided they have suitable national measures in place to regulate such imports. Those national
measures shall ensure the following:

a traceability from donor to recipient and vice versa; and
b imported tissues and cells are not applied to anyone other than their intended recipients.

Article 6

Updated information

1 Importing tissue establishments shall seek the prior written approval of the competent
authority or authorities for any planned substantial changes to their import activities, and
in particular those substantial changes described in Article 3(3), and inform the competent
authority or authorities of their decision to cease their import activities in part or in full.

2 Importing tissue establishments shall notify, without delay, the competent authority or
authorities of any suspected or actual serious adverse events or reactions, reported to them by
third country suppliers and which may influence the quality and safety of the tissues and cells
they import. The information laid out in Annexes III and IV to Directive 2006/86/EC shall be
included in such notifications.

3 The importing tissue establishment shall notify, without delay, the competent authority
or authorities of:
a any revocation or suspension, in part or full, of a third country supplier's authorisation
to export tissues and cells; and
b any other decision taken for reasons of non-compliance by the competent authority or
authorities of the country in which the third country supplier is based and which may
be relevant to the quality and safety of imported tissues and cells.
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Article 7

Written agreements

1 Importing tissue establishments shall have in place written agreements with third
country suppliers where any of the activities of donation, procurement, testing, processing,
preservation, storage or export to the Union of tissues and cells to be imported into the Union
are carried out outside of the Union.

Member States may choose to not apply this requirement to one-off imports as defined
in Article 2 of this Directive, provided they have suitable national measures in place to
regulate such an imports. Those national measures shall ensure the following:

a traceability from donor to recipient and vice versa; and

b imported tissues and cells are not applied to anyone other than their intended recipients.

2 The written agreement between the importing tissue establishment and the third
country supplier shall specify the quality and safety requirements to be met to ensure the
equivalency of the quality and safety standards of the tissues and cells to be imported with the
standards laid down in Directive 2004/23/EC. In particular, the written agreement shall include,
as a minimum, the contents listed in Annex IV to this Directive.

3 The written agreement shall establish the right of the competent authority or authorities
to inspect the activities, including the facilities, of any third country suppliers during the duration
of the written agreement and for a period of 2 years following its termination.

4 Importing tissue establishments shall provide copies of written agreements with third
country suppliers to the competent authority or authorities as part of their application for
accreditation, designation, authorisation or licensing.

Article 8

Register of importing tissue establishments

1 Importing tissue establishments shall keep a record of their activities, including the
types and quantities of tissues and cells imported, and on their origin and destination. This
record shall also include the same information for any one-off imports carried out. The annual
report referred to in Article 10(1) of Directive 2004/23/EC shall include information about those
activities.

2 The competent authority or authorities shall include importing tissue establishments in
the publicly accessible register of tissue establishments laid down in Article 10(2) of Directive
2004/23/EC.

3 Information on the accreditations, designations, authorisations or licences of
importing tissue establishments shall also be made available through the network of registers
referred to in Article 10(3) of Directive 2004/23/EC.
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CHAPTER IV

FINAL PROVISIONS

Article 9
Transposition
1 Member States shall adopt and publish the laws, regulations and administrative

provisions necessary to comply with this Directive by 29 October 2016 at the latest. They shall
forthwith communicate to the Commission the text of those provisions.

They shall apply those provisions from 29 April 2017.

When Member States adopt those provisions, they shall contain a reference to this
Directive or be accompanied by such a reference on the occasion of their official
publication. Member States shall determine how such reference is to be made.

2 Member States shall communicate to the Commission the text of the main provisions
of national law which they adopt in the field covered by this Directive.

Article 10

Entry into force

This Directive shall enter into force on the twentieth day following that of its publication
in the Official Journal of the European Union.

Article 11
Addresses

This Directive is addressed to the Member States.

Done at Brussels, 8 April 2015.

For the Commission
The President
Jean-Claude JUNCKER



