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Coding legislation (1)

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

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.

Commission Directive 2006/86/EC, Article 10. 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. 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)

COMMISSION DIRECTIVE (EU) 2015/565
of 8 April 2015

amending Directive 2006/86/EC as regards certain technical requirements for the coding of human
tissues and cells

“'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. =
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Structure and format of SEC

EC SANTE, 2016

FAMHP Acc. to YYYYMM
TE choice DD**
number E/A or B

*if no split: 000; **if no expiry date: 0000/00/00
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Example of label (import of HPC, marrow)

C-HBQBMIMS

F ded
ot 1111|1111 [T oo

Unrelated Donor

Do Not Irradiate Donor ID
Do Not Use Leukorsduction Filter
gtPh%r !dﬁdmwment Infuse Within 48 Hours of

Collection or as Soon as Feasible

Intended Recipient
See Attached Documentation for Details

Total Yome 600 _mL

containing 2  mL Hepann ( 5000 units/ml)
Store ol Room Temperalure

Part: BO

art
ISBT 128 SEC | BE060001G99914123456 AS12894B00020140301

E 060001 | G99914123456 n $12894B0 m 20140301

BE0600010000000000004 E000000700020140301
E 060001 0000000000004 n 0000078 m 20140301
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Tools for SEC

implementation

Code-translator
application

T Full description of DONATION / PRODUCT

r
I
@mmu 1—2u151231 ID BE-TE1234 Femoral head
Country Belgium

1
Comp Authority Federal Agency Expiry date

. - Phone
o ) (2 ) Email 2015/12/31
EU EU Tissue establishment
'rlssue Tissue and Ce" Address = e
Establishment Product
Compendium Compendium
(2 ) @ )

<1> G) EC SANTE, 2016
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EU Coding Platform:

Link to EU Coding Platform:
webgate.ec.europa.eu/eucodin

x
B
*
L
European
Commission

https:

EU Coding Platform

Reference Compendia for the Application of a single European Coding System for Tissues and Cells

@Disclaimer @User Manuals ¥ Support L Anonymous O Logout

SEC LookUp

SEC LookUp

Single European Code
(SEC) Search

Download Sample SEC
maker file

Compendia TE Management Admin

Full SEC

Donation Identification Sequence

Product Identification Sequence

Enter code

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

EU Coding Platform: EU Tissue Establishment
Compendium

European
Commission

@Disclaimer @User Manuals & Support L Anonymous

EU Coding Platform

O Logout

Reference Compendia for the Application of a single European Coding System for Tissues and Cells

SEC LookUp Compendia TE Management Admin
EU Tissue Overview Tissue Establishments * TE Details
Establishment
Compendium Search
EU TE List S
Back to Full List
Filter by Activities
EU Tissue and Cell EU TE Code TE Name ¢ City ¢
Product Compendium
EUTC . - .
BG000866 Medical Center "Repromed” Ltd. Pleven Bulgaria (4]
Product List —
g Specialized Hospital For Active Treatment of Hematologic
Product Categories BGO01079  Diseases ( Specialized Hospital For Active Treatment of Sofia Bulgaria )
Hemalothologic Diseases) e
Universitatskiinikum Schleswig-Holstein, Campus Libeck, .
DEQ0GES2 | \cinik fir Herz- und thorakale GeaRchinugie Lok Gty 2,
DK270293 Zimmer Biomet Danmark ApS Albertslund Denmark [+ ]
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EU Coding Platform: EU TE Compendium
detail/TE

Report for EU TE Code BG000866

Mame of TE Medical Center "Repromed"” Ltd.

Code PVNRDO60111
ional Code  BGPVNRDO60111
Competent Authority  BGO0S-Executive Agency for Transplantation

Country Bulgaria
14 Vasil Aprilov Str. Fhone  +35964803023
5800 Pleven E-mail repromed@abyv.bg
Bulgaria v
fFiatus Active
etent Authority  BGO0S-Executive Agency for Transplantation
ofLicerse Hoider Medical Center "Repromed” Ltd. ’-Exl Update 30-May-2016

F: of Authorisaion - System site inspection

istration Detail PG License

Activities
T
2 5
1RHHRE
AHHHHHEE
of tissues/cells etail av|l e |lala|b |5 | Eld
Reproductive, Oocytes rtner AlA|TA|IAIALA
Non partner AlA|JA|A|ALA
Feil servation | A | A | A | A | A A
Reproductive, Sperm Partner A|lA|A|A|A|A
Non partner AlAJALALA|A
Fedility preservation | A | A | A | A | A | A
Reproductive, Embryos/iZygotes Partner AlAJALALA|A
Mon partner Al ATATALALA
Ferility preservation | A | A | A | A | A | A
. - Authorized
- Suspended
- Revoked
E-mm
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EU Coding Platform, EU TE compendium:

filter by product, activity and/or member state
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SEC LookUp

[EU Thecus
[Ectabilichmant

EUTE List
Filtes by Activitivss

[EU Thecus and Csll

EUTC
Prodisck List
Prioiuch Cabegon s

Phiscladmer @UserMorusls B ESupeot RAROTYMOUS I Logout

EU Coding Platform

Reference Compendia for the Application of a single Eurcpean Coding System for Tissues and Cells

EE===N Cardovascuar, Valves
Cardovascular, Vesseds +
Mabure Call | Hepabor yia . —_—
Mlzhe Cadl
Eeradino yhe
Mzbre Call, Fancrealic —_—
Elot Calls "
Mohre Coll, TCall (DU |
== Procuemant <o

Drmafion

Y
-
Tsting —
PR ey ation =
Frocessing
=
Shorage _—
"
-

D5 DAt o
Impoit

[ fustia - AT
Baigium - BE
Bulgaria -BG

-

EEEIE

Croafia - HR

Cypns - Y

Crzach Republic - CZ
Dwarmank - D
Estoria-EE
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EU Coding Platform, EU Tissue and Cell
Product Compendium: EUTC product list

ETE TEr Mania PR Oy oS ool

EU Coding Platform

Farepear Reference Compendia for the Applicafion of a single European Coding System for Tissues and Cells

SEC Lacklp Compondia TE Managemen Admin

FU Tizsue EUTC
Establishment
Compendium EUTC Mame &
EL TE List Product number #
Filler oy Acfiviies 98 ADIPOSE CELLS
ELl Tizsue and Call a7 ADIPOSE TISSUE
Product Compencium 80 CARDIOVASCULAR, VALVE
EuTC 2 CARDIOVASCULAR, VALVE, AORTIC
Froduct List 3 CARDIOVASGULAR, VALVE, MITRAL
Froduct Categones 4 GARDIOVASGULAR, VALVE, PULMONARY
5 CARDIOVASCULAR, VESSEL, AGRTIC
g CARDIOVASCULAR, VESSEL, ARTERY
7 CARDIOVASCULAR, VESSEL, OTHER
8 CARDIOVASCULAR, VESSEL, VEIN

140outf 77 - -~ (1/(2/3 4 5|6 7|8 == |10 M
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EU Coding Platform, EU Tissue and Cell Product

Compendium: ISBT 128 product list

Fu e
Comvmmwar

SEC LockUp

EU Tigtus
Establizhment
Comipandium
EUTE Lisl
Filler by Sclivilies

EW Tizawe and Cell
Product Compendium

EuUTC
Proguct Lial
Proxfuct Calegonies

Reference Compendia for the Application of a single European Coding System for Tissues and Cells

Campendia TF Managemen
Prouct Ligt

Coding Sysicm  Product numbe
A _ISET 125 50295
A -ISBT 128 50304
A-1SBT 28 | 50305
A-ISBT 128 | S0ME
A-ISBTi2& | S0307

Addmim

Prosduct Mame o

HPC, MARRCAN

HPLC, MARROW

HPC, MARROW

HPC, MARRCW

HPC, MARRCAA

Product Characterisiic

MEACOR Open| Plagma
sl 4
conlainer eclensie

DWISO - 1 200 Open
confainerexiensive|Cayo

DMS00 = 1200 Opan
COMANENETEnsAE|CIy

DMS0L0T 1200 Dpan
comamer exiensne|Cyo

DS 0R04 -1 200 Opan
coniamer exienssa|Cnye

DRSO - 1200 Orpan

Product Code |

20050285

AQ0S0304

A0030305

A0030306

20050507

EUTC Mame =

PROGENITOR
CELLS,
HEMATOROIETIC,
BOHE MARAOW

PROGENITOR
CELLS,
HEMATOROIETIC,
BOKE MARROW

PROGENITOR
CELLS,
HEMATOPOIETIC,
BOKE MARROW

PROGENITOR
CELLS,
HEMATOROIETIC,
BOME MARACW

PROGENITOR
CELLS,
HEMATOPOIETIC,
BOHE MARAOW

PROGENITOR
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EU Coding Platform, EU Tissue and Cell
Product Compendium: EUTC code

78 PROGENITOR CELLS, HEMATOPOIETIC, BONE

MARROW

79 PROGENITOR CELLS, HEMATOPOIETIC, CORD
BLOOD

30 PROGENITOR CELLS, HEMATOPOIETIC,
PERIPHERAL BLOOD

31 PROGENITOR CELLS, HEMATOPOIETIC,
UNSPECIFIED

76 MATURE CELLS, T CELLS (DLI)
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European coding system: application of SEC

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

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

famhp/dg post/vigilance

28/10/2016
14

be



unambiguous link through accompanying documentation).

One exclusion
» Reproductive cells from partner donation.

European coding system: application of SEC
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:
0
N 4
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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

28/10/2016
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Conclusion
1. Application of SEC: start: 29/04/2017.
2. Transitional period for T&C already in storage
on 29/10/2016.
&y
9
L
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I Thank you
e
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