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Definitions

‘cells’ means individual human cells or a collection of human cells when 
not bound by any form of connective tissue;

‘human application’ means the use of tissues or cells on or in a human 
recipient and extracorporal applications;

Standard Operating Procedures’ (SOPs) means written instructions 
describing the steps in a specific process, including the materials and 
methods to be used and the expected end product;

‘partner donation’ means the donation of reproductive cells between a 
man and a woman who declare that they have an intimate physical 
relationship;

‘critical’ means potentially having an effect on the quality and/or safety 
of or having contact with the cells and tissues;

‘organisations responsible for human application’ means a health care 
establishment or a unit of a hospital or another body which carries out 
human application of human tissues and cells.



Requirements for 
accreditation,designation,authorisation 
or licensing of tissue establishments
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DOCUMENTATION AND RECORDS

QUALITY REVIEW



Requirements for the authorisation of tissue and cell 
preparation processes at the tissue establishments 

RECEPTION AT THE 
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What is the
exact scope of

traceability?

• ‘traceability’ means the ability :

✓to locate and identify the tissue/cell during any step:          

a. procurement

b. processing,

c. testing and storage,

d. distribution to the recipient or disposal

✓ to identify the donor and the tissue establishment
or the manufacturing facility receiving,processing or
storing the tissues

✓To identify the recipient



Traceability

• 1. Tissue establishments shall have 
effective and accurate systems to 
uniquely identify and label cells/tissues 
received and distributed.

• 2. Tissue establishments and 
organisations responsible for human 
application shall retain the data set out in 
Annex VI for at least 30 years, in an 
appropriate and readable storage 
medium.



The tissues and cells intended for human application in the EU must 
be traceable from donor to recipient, and vice versa.

A unique identifier called the Single Europe code (SEC), together with its 
accompanying documentation, allows for this traceability and provides 
information on the main characteristics of tissues and cells for human use.

Users can retrieve relevant information on tissue and cell products through
a publicly accessible IT platform. 

The Commission encourages national participation in the WHO's NOTIFY 
Library - a website where experts from across the globe share information on 
selected and documented adverse outcomes associated with the donation, 
processing or clinical use of human organs, blood, tissues and cells..



• Commission Directive (EU) 
2015/565 amended Directive 
2006/86/EC as regards certain 
technical requirements for the 
coding of human tissues and 
cells and was published on 9 
April 2015

• Directive 2006/86/EC as 
amended ('The Directive') thus 
lays down the obligation for 
tissue establishments to affix a 
"Single European Code” or 
“SEC” on tissues and cells 
distributed for clinical 
application in the EU.

The "Single European Code” or “SEC” is a unique identifier that consists of two parts, a 
donation identification sequence, essentially indicating the origin of the tissue or cells, 
and a product identification sequence, essentially classifying the type of tissue or cells.



In which
circumstances
SEC could be
avoid?

The following situations are excluded from the
application of the SEC:

✓reproductive cells from partner donation;

✓tissues and cells distributed directly for immediate
transplantation to the recipient

✓tissues and cells imported into the Union in case of
emergency authorised directly by the competent authority
or authorities, as referred to in Article 9(3)b of Directive
2004/23/EC.

✓tissues and cells that remain within the same centre;

✓tissues and cells that are imported into the Union, when
these tissues and cells remain within the same centre from
importation to application





European coding system

1. A single European identifying code shall be allocated to all donated material at the tissue establishment, to ensure 
proper identification of the donor and the traceability of all donated material and to provide information on the main 
characteristics and properties of tissues and cells. 

2. Paragraph 1 shall not apply to partner donation of reproductive cells.



Practical implications

✓ ethical and legal issues in the international 
transaction of donor sperm and eggs are discussed

✓ legislative and ethical “contradiction” by the local 
health authority in permitting import of donor 
gametes, due to varying policies on donor 
reimbursement in different countries

✓ lack of clear and coherent internationally-binding 
legislation and regulatory guidelines overseeing the 
exchange of donor gametes across international 
borders

✓ case of “frozen-egg donation” from abroad, patients 
must rightfully be informed that current 
cryopreservation technology is still sub-optimal





Bologna court  upholds 
couple’s  right to donor 
gametes!

I. At least 99 children conceived from one sperm donor 
developed Elephant Man's Disease. 

II. The country had no law on traceability of donor gametes.

III. Possibility of creating of so-called "Abraham effect," ( 
hundreds of siblings being generated from a single donor
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