Traceability and the Use
of Unique ldentifiers

Pat Distler
pat.distler@iccbba.org



TRACEABILITY FOR MEDICAL
PRODUCTS OF HUMAN ORIGIN

DONOR S (_2., RECIPIENT

Capability of tracing a medical product of
human origin (MPHO) from donor to recipient
and vice versa



Traceability

m Requires that each product be uniquely
identified in order to provide a clear,
unambiguous path

m Requires globally unique identifiers be
assigned to each product
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Coding systems provide

m Amechanism to allow distinct items to be
uniquely identified and consistently
characterized to all participants within the
system

B [he means to allocate identifiers In a manner
that avoids duplication

m [he Information Infrastructure on which effective
traceabillity can be built (if an automated system)



Unique Identifier

CopyrightICCBBA



Coding systems support

interoperability between computer
systems

m Create codes and establish the meaning of
the codes

m Provide the rules for how the codes are used

d How the coding system is identified (e.g., first
character is = or & with ISBT 128)

d The length and format of all codes
adWhat information may be encoded
dWhattype of bar codes (symbology) may be used
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WHO Guiding Principles on Human
Cell, Tissue and Organ
Transplantation - 2008

Commentary for Guiding Principle 10:
Internationally agreed means of coding
to identify tissues and cells used in
transplantation are essential for full

traceabillity.



World Health Assembly of WHO
(Resolution WHA63.22, 2010)

“Conscious of the extensive cross-boundary
circulation of cells and tissues for
transplantation...Urges Member States...to
encourage the implementation of globally
consistent coding systems for human cells,
tissues and organs...to facilitate national and
International traceability of materials of human
origin for transplantation.”
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WHO Organization-wide Initiative for
Medical Products of Human Origin

m Three strategies for global governance

d Global consensus on a series of principles
iInherent to the human origin of MPHO — in
particular, prohibition on making the human body
and its parts as such a source of financial gain

d Global use of ISBT 128 for all MPHO to ensure
unigue identification, optimal traceability and
interoperability between countries and across all
MPHO for both routine and emergency use

a Global collaboration on vigilance and survelillance
of MPHO to support operation and oversight and
to establish transparency for trust
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ISBT 128 Coding System

m Global coding system designed to support
traceability

JdAllows assignment of globally unique
identifiers

JdProvides standardized terminology, coding,
and labeling format

dCreated by the Working Party on Information
Technology of the ISBT in 1990's



75 Countries with Facilities
Registered to Use ISBT 128




Blood - China

90003 05 217134

_tiﬁﬂiml}ﬁqﬂlu

0 8434 Jk i B ik
P10 M85 (2001) WoO1 &

BEEEE: ERTHROAR

PARLOBSEYEE.

SRR MEHIINMCESRRR

EEGEA NRASER, Rh PHT®
BN ERUKIINTBERXED

ﬂ&m—mnmmz

20203000 200511221200

EE/IGEATURRMATF KYM:

FEZY & 2005-11-22 12:00

28 100mL+10% RN, 21K

R¥}MB/: ACD—B

MYFFE: 2—6TC ) e et () -

W& : 1234 2005-11-02 12:00

Stem Cell - Denmark
T

we
w13 4547642 ¢
Sptcant frantiesess e

el 1] A

2 ont RhD pos

AL e

10 MAR 2041 2358

Il.lll\ll
lﬂﬂllllllll @umm*

vior 13 454764 =




Tissue -

24200 1200008823

KRAJOWE CENTRUM BANKOWANIA
TRANEKIK K
L1 Chslubinsidego £ 02.004 Warszaws
Telefon fax: (22) 621 7S 4
£-mail: banktk @ikcbitk pl

L
00260001

Tt

S

]

Opltommmer. |
SR NCSCI NOROWOGABCUSTE) 10¢md

Poland
LT it

Wska2nik

wysterylizowane
radiacyjnie

L

4 wrz 2017 10 17
Mdretc N0 0 Ja<e

Ocular - Canada

mﬂt!

Rﬂrl“l“



Support from scientific and professional
societies
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ISBT 128 Coding System Pyramid

Labeling i,

Delivery Mechanisms

Data Structures
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ISBT 128 — Standardized Product
Codes

m [erminology Is the first step In standardization

m Defined by expert groups (Technical Advisory
Groups or TAGS)

m [erminology Is available for all to use

Labeling

Delivery Mechanisms

| Data Structures ‘

Reference Tables

ﬂ Terminology and Definitions “
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ISBT 128 Terminology

m Products are described in terms of Classes,
Modifiers, and Attributes

Q “Classes” are broad categories of products (e.g., Red
Blood Cells)

a “*Modifiers” provide the next level of detail (e.g.,
Apheresis)

a “Attributes” are details about the product (e.g.,
Irradiated)

m Example: Washed POOLED PLATELETS |No
anticoagulant/20-24C|Open System|Buffy coat
platelet preparation|2 units
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Descriptions entered into a .,..:\
reference table and codes | owasmewes |
aSSig ned —T -Ee:erence::::a”
CODE PRODUCT DESCRIPTION

E7221 PLATELETS|CPD/500mL/20-24C|Bacterial test

E7222 Apheresis FRESH FROZEN PLASMA|NaCitrate/XX/
<-25C

E7223 Apheresis FRESH FROZEN PLASMA|ACD-A/XX/
<-25C|For mnf:noninjectable

Washed POOLED PLATELETS|None/XX/

Er224 20-24C|Open|Buffy coat plts prep|2 units



Codes into Data Structures E=

Delivery Mechanisms '

ﬁ Data Structures |

Reference Tables
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Data Data
Identifier Content

m Data |dentifier
Q Indicates an ISBT 128 data structure
a Indicates the type of data (e.g., product code)
a Allows data to go into the right field

m Data Content

Q Provides control by defining the type and number of
characters (“rules”)



Data Structures into Bar |

Codes [T 5

Reference Tables

Terminology an d Definitions
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Bar Codes onto Labels
or Other Documents

Labeling

Delivery Mechanisms

Data Structures
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More than ldentification







Unique ldentifiers in ISBT 128

m Donation ldentification Number (DIN) creates
uniqueness for each donation

k.

m Product Code creates uniqueness for each product
made from a donation




Donation Identification Number

A9999 12 123456
< 4 L

Facility Identifier Year Sequence
Number

m Facility Identification Number: Assigned by ISBT 128 to
ensure each number is globally unique

O 5-Character alphanumeric code

O ICCBBA maintains a database of all FINs available to
registered users

0 “Look-up” program available to all on the ICCBBA website
m Year Code: Ensures uniqueness for 100 years

m Sequence Number: Facility ensures unigueness of the
seguence number



ISBT 128 Product Code - Blood
and Cells
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Product Descriptions assigned computer
codes

Product
Description
Code PRODUCT DESCRIPTION

51851 HPC, CORD BLOOD|None/XX/refg| Thawed Washed

MNC, APHERESIS|None/XX/refg| Thawed Washed|Non-
51852  mobilized

51853 HPC, MARROW,|None/XX/refg| Thawed VWashed



Donation Type Codes

Character Type of Donation
0 (zero) Notspecified (null value)
V Volunteer homologous (allogeneic) donor (default)
A Autologous collection, eligible for crossover
1 (one) For autologous use only
X For autologous use only, biohazard

D Volunteer directed collection, eligible for crossover



Divisions — Blood and Cells
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I First Level Division I Second Level Division
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Traceability & Coding Systems

m Global

m Across all Medical Products of Human Origin
(MPHOQO)

m Create uniqgueness for a minimum of 30 years
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The World Health Organization

Global Forum on Blood Safety
(2013)

Adoption of ISBT 128 has been identified by
WHO as an important element in a global
strategy for governance of MPHO



ISBT 128

m Well-established system that is unique in being
designed specifically to provide traceability
between donor and recipient for medical
products of human origin

m Provides a global approach to identifiers,
terminology, coding, and labeling for medical
products of human origin
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