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ANNEX

(6) This Regulation should apply to blood and blood components, as regulated by Directive
2002/98/EC, as well as to tissues and cells, including haematopoietic peripheral blood,
umbilical-cord blood and bone-marrow stem cells, reproductive cells and tissues, foetal
tissues and cells and adult and embryonic stem cells, as regulated by Directive 2004/23/EC.
Since donation and human application of yvarious SoHOs other than those regulated by
Directives 2002/98/EC and 2004/23/EC bleedtissues-and-eels are increasingly common, it
is necessary to extend the scope of this Regulation to any SoHO, regardless-of-whetherit
meets-the-definitionof“blood—tissueor—-eel; in order to avoid that certain groups of

donors or recipients are not protected by an appropriate Union level quality and safety

framework. This will, for example, ensure the protection of donors-and recipients of human
breast milk, intestinal microbiota, blood preparations that are not used for transfusion, and any

other SoHO that may be applied to humans in the future.

Article 3

Definitions

For the purpose of this Regulation the following definitions shall apply:
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)

(6)

‘substance of human origin’ (SoHO) means any substance collected from the human body in

whatever manner, whether it contains cells or not and whether those cells are living or not.

‘human application’ means inserted, implanted, injected, infused, transfused, transplanted,

ingested, transferred (as in transfer to athe uterus-erfallopian-tube of-a-weman), inseminated

or otherwise added to the human body in order to create a biological;meehkanieat or
physiological interaction with that body;

(8)

©)

(10)

(1)

‘SoHO donor’ means any living person who has presented themselves to a SOHO entity, or

been presented by a person granting consent on their behalf in accordance with national

legislation, with a view to making a donation of SOHOs, for the purpose of application to a

person other than themselves, and other than situations of within couple use as defined

in point (63), or any deceased person who has been presented to a SoHO entity and for

whom consent or authorisation, in accordance with national legislation, is in

placevhetherthatdonationts-sueeesstulornot,

‘SoHO recipient’ means the person to whom SoHOs are applied;

‘medically assisted reproduction’ means the facilitation of conception by intra-uterine
insemination of sperm, in vitro fertilisation or any other laboratory eredieal-intervention

that promotes conception_and the preservation of fertility by collection and storage of

reproductive SOHO for subsequent human application;

‘offspring from medically assisted reproduction’ means fetuses created and children that-are

born following medically assisted reproduction;
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(12)

‘SoHO preparation’ means a particular type of SOHO that:

(a) has been subjected to one or more SoHO activities, including processing;iaceordanee
i1y defined auali I sak :

b)y—meetsapre-defined-speetfteation: and

(c) 1isintended for application to a recipient for a specific clinical indication or is intended
for distribution for manufacture of a product regulated by ether-Union legislation, as

referred to in Article 2(3) or as the starting and raw material thereof;

(14)

(15)

(16)

(17)

(18)

‘collection’ means a process by which SoHOs are remeved;proctred,-exereted;-seereted-or

obtained by-any-othermanner, including any preparatory-stepsSoHO donor treatment;such
as-hermone-treatment; needed to facilitate the process, at or under the supervision of a

SoHO entity;

‘processing’ means any operation involved in the handling of SoHOs, including washing,

shaping, separation, fertilisation, decontamination, sterilisation, preservation and packaging;

‘quality control’ means several a prescribed test, set of tests or checks to confirm that a

SeHOactivity-or-SeHOpreparation-meets pre-defined quality criteria_are met;

‘storage’ means the maintenance of SOHOs under appropriate controlled conditions until they

are transferred to another authorised entitydistribution;

‘release’ means a process through which it is verified that a SOHO er-a-SeHO-preparation
meets defined safety and quality criteria and the conditions of any applicable authorisation

before distribution, export or before human application;
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(19) “distribution’ means-transpertation-and-delivery the procedures for providing—withinthe
Unien;-of released SOHOs er-SeHO-preparations-intended for human application or for the

manufacture of products regulated under ether-Union legislation, as referred to in Article

(20) ‘import’ means activities carried out to bring SOHOs er-SeHOpreparations-into the Union
from a third country—inchading the-organisation-of such-activities-and physical erification of

(21) ‘export’ means activities carried out to send distribution-6f-SoHOs er-SeHO-preparations-to

third countries;

(23) ‘autologous use’ means eellectionapplication of a SOHO collected from ere an individual
forsubegquentapphieation-to the same individual;with-er-witheutfurther SoeHO-aetivities

| Hection-and-application:

(24) ‘SoHO entity’ means an organisation legally established in the Union that carries out one or

more of the SOHO activities set out in Article 2(1);
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(27) ‘adverse occurrence’ means any incident linked to SoOHO donation or SOHO application

that caused harm to a living SOHO donor, harm to a SOHO recipient or to offspring from

medically assisted reproduction or that implied a risk of such harm;
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(32) ‘SoHO supervisory activity’ means any activity as provided for in ChapterHHthe Regulation

performed by a competent authority or by a delegated body in order to verify and enforce

compliance with this Regulation;

(33) ‘the SoHO compendium’ means a list kept up-to-date by the SOHO Coordination Board of
decisions, taken at Member State level, and opinions, issued by competent authorities and by
the SCB, on the regulatory status of specific substances, products or activities and published

on the EU SoHO platform;

(37) ‘inspection’ means a formal and objective control by a competent authority or delegated body
to assess compliance with this Regulation and other relevant Union or national legislation and

to identify the need for corrective or preventive action to achieve compliance;
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(40) ‘SoHO establishment” means a SOHO entity that carries out both processing and storage of
SoHOs;

(41) ‘critical SOHO’ means a SOHO for which an insufficient supply will result in serious harm or

risk of harm to recipientspatients;

(42) “critical SOHO entity’ means a SoOHO entity that carries out activities contributing to the

supply of critical SOHOs and the scale of those activities is such that a failure to carry them

out cannot be compensated by activities of other entities or alternative substances or products

for patients recipients;
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(47) ‘traceability’ means the ability to locate and identify SOHOs during any step from collection
through processing and storage to distributionhuman application or disposal, including the

ability to:
(a) 1identify the SOHO donor and the SoHO entity processing or storing the SoHOs;
(b) identify the recipient at the SOHO entity applying the SoHOs to the recipient;

(c) locate and identify all relevant data relating to the safety and quality of the SoOHOs and

any materials coming into contact with those SOHOs_that pose a risk to safety or

quality;

(51) ‘imputability’ means the likelihood that a serious adverse occurrence, in a SOHO donor, is

related to the denationcollection process of, in a SOHO recipient, or offspring from

medically assisted reproduction. to the application of the SoHOs;

(52) ‘seriousness’ means the degree of severity of an adverse occurrence, involving harm to a

SoHO donor, a SOHO recipient or offspring from medically assisted reproduction;-at-and
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(61) ‘reproductive SoOHOseeHs’ means all SoHOseeHs and embryos intended to be used for the

purpose of medically assisted reproduction;

(62) ‘third party donation’ means a donation of reproductive SoHOseells by a SoHO
donor , for use for-te a person or a couple with whom the donor does not have an

intimate physical relationship;
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(63) ‘within couple use’ means use of reproductive SoOHOseeHs for medically assisted

reproduction from two persons with an intimate physical relationship, where one person

providessupplies-thetrown oocytes and the other persen-providessopphes-theirown sperm;

(64) ‘compensation’ means making good of any losses associated with donation;

(65) ‘allogeneic use’ means eeHeetion-application of SOHO collected from_ a SoHO donor who is

an individual other than the SoHO recipientene-individualfor subsequent-applicationte
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