
Federal agency for medicines and health 
products

INTERNATIONAL CELL PRODUCT LABELING 
REGULATIONS/ SEC

Ludo Muylle

National JACIE meeting day

Brussels   28/10/2016



famhp/dg post/vigilance 28/10/2016
2

Directive 2004/23/EC, Article 25.  Coding of information

Commission Directive 2006/86/EC, Article 10. European
coding system

Coding legislation (1)

2. The Commission, in cooperation with the Member States, shall 
design a single European coding system to provide information on the 
main characteristics and properties of tissues and cells.

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. The code shall incorporate at least the information set out in 
Annex VII.

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

Annex VII. Information contained in the European coding system.

1. Donation identification (unique ID number, identification TE)

2. Product identification (product code, split number, expiry date)
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Coding legislation (2)

“Single European Code” or “SEC” means the unique identifier applied to 
tissues and cells distributed in the Union. The Single European Code 
consists of a donation identification sequence and a product 
identification sequence. 

“EU Coding Platform” : IT platform hosted by the Commission containing EU 
Tissue Establishment Compendium and EU Tissue and Cell Product 
Compendium: 

 “EU Tissue Establishment Compendium”:
register of all authorised TEs in EU (updated by Member States‘ CAs).

 “EU Tissue and Cell Product Compendium” 
register of all types of T&Cs distributed in EU for human application 
and the respective product codes under the three permitted coding 
systems (EUTC*, ISBT128 and Eurocode) (updated by EC). 

*EUTC: coding system  for TC developed by EU consisting of a register of all types (and codes) of TC circulating in EU. = 
high level system. 
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*if no split: 000; **if no expiry date: 0000/00/00

Structure and format of SEC

SEC BE FAMHP 
TE 
number

FREE E/A or B Acc. to 
choice
E/A or B

000* YYYYMM
DD**

EC SANTE, 2016 
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Example of label (import of HPC, marrow)

SEC BE 060001 G99914123456 A S12894B0 000 20140301

SEC BE 060001 0000000000004 E 0000078 000 20140301

SEC BE060001G99914123456 AS12894B00020140301

SEC BE0600010000000000004 E000000700020140301or

ISBT 128

EUTC
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EC SANTE, 2016 
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EU Coding Platform:

Link to EU Coding Platform:

https://webgate.ec.europa.eu/eucoding/.

https://webgate.ec.europa.eu/eucoding/
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EU Coding Platform: EU Tissue Establishment 
Compendium
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EU Coding Platform: EU TE Compendium 
detail/TE
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EU Coding Platform, EU TE compendium: 
filter by product, activity and/or member state
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EU Coding Platform, EU Tissue and Cell 
Product Compendium: EUTC product list
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EU Coding Platform, EU Tissue and Cell Product 
Compendium: ISBT 128 product list
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Product nr EUTC name

78
PROGENITOR CELLS, HEMATOPOIETIC, BONE 
MARROW

79
PROGENITOR CELLS, HEMATOPOIETIC, CORD 
BLOOD

80
PROGENITOR CELLS, HEMATOPOIETIC, 
PERIPHERAL BLOOD

81
PROGENITOR CELLS, HEMATOPOIETIC, 
UNSPECIFIED

76 MATURE CELLS, T CELLS (DLI)

EU Coding Platform, EU Tissue and Cell 
Product Compendium: EUTC code
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European coding system: application of SEC

SEC-DI: SEC-donation identification sequence; SEC-PI: SEC- product identification sequence

Tissue Establishment (TE) SEC-DI     SEC-PI

T&C distribution for human application YES    YES

T&C sent to TE2 for distribution for hum. applic. YES    YES
or YES    NO

T&C sent to TE2 for processing and distribution YES    NO

T&C sent to 3d party for process. and return to TE YES    NO

T&C distribution to ATMP manufacturer YES    NO
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Requirements for TEs
 Allocate a donation identification sequence (SEC-DI) after procurement

/reception of T&C, or when importing T&C.

 Do not modify the SEC DI once it is allocated to T&C released for
circulation.

 Use one of the permitted product coding systems at the latest before
distribution for human application.

 Allocate a SEC at the latest before their distribution for human application.

 SEC on the label of T&C, unless label size precludes SEC application (then: 
unambiguous link through accompanying documentation).

One exclusion
 Reproductive cells from partner donation.

European coding system: application of SEC
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SEC implementation

Date in storage Date of distribution

<29/04/17 29/04/17–29/10/21 >29/10/21

<30/10/16 NO SEC NO SEC SEC

30/10/16 -29/04/17 NO SEC SEC SEC

>29/04/17 - SEC SEC
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1. Application of SEC: start: 29/04/2017.

2. Transitional period for T&C already in storage 
on 29/10/2016. 

Conclusion
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Thank you


