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Here we provide details of the proposal for policy debate among the developing
countries. OECD has been working on a “unique identifier for transgenic plants”
since 2000.

— Editor

OECD Guidance for the Designation of a Unique Identifier
for Transgenic Plants*

The purpose of the unique identifier is for its use as a key to accessing
information in the OECD product database and interoperable systems
for the products of modern biotechnology which have been approved
for commercial application. This guidance addresses the development
of a unique identifier for use in the product database. It was developed
from plant products in the OECD BioTrack Product Database and its
use is directly applicable to plant products entered into the database.
While the concepts and principal components were developed for plants
they may be considered for their potential applicability to other
products.

This was initiated with an OECD Workshop on Unique
Identification Systems for Transgenic Plants, which was hosted by
Switzerland in October of that year (Charmey, Switzerland, 2-4 October
2000).

A major objective was to identify the most efficient means of
establishing a unique identifier for transgenic plants, and to draft
conclusions, recommendations and points to consider within the
context of OECD’s Product Database. In this context, the Workshop
proposed several options for a unique identifier.

There was a consensus that there is a need for a unique identifier:
a simple alphanumeric code based on the transformation event (rather
than other options such as a new variety), with a single digit for
verification. The unique identifier should be a “key” to unlocking more

* Report of the OECD Workshop on Unique Identification Systems for Transgenic
Plants  http://www.oecd.org/biotrack
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detailed information in the product database and interoperable systems
(for example, the Biosafety Clearing-House). As such, it should be kept
short, simple and user friendly. It should also be built in a flexible way
and might potentially serve as a core unique identifier for future
developments. It should also take into account experience with, and be
applicable to, existing products.

Each applicant has their own internal mechanism to avoid
applying the same designation of the “transformation event” to
different products. Consequently, incorporating the applicant
information into the unique identifier is the only way to enable
applicants to generate the unique identifier for their own product, while
at the same time ensuring its uniqueness from those generated by other
applicants. Furthermore, this provides applicants with the flexibility
to generate the unique identifier at the time they believe appropriate
or necessary.

Development and Designation of the Unique Identifier

Item 1

The purpose of the unique identifier is for its use as a key to accessing
information in the OECD product database and interoperable systems
for the products of modern biotechnology which have been approved
for commercial application. This guidance addresses the development
of a unique identifier for use in the product database. It was developed
from plant products in the OECD BioTrack Product Database and its
use is directly applicable to plant products entered into the database.
While the concepts and principal components were developed for plants
they may be considered for their potential applicability to other
products.

Item 2

Applicants should designate to the national authority a unique
identifier for their product, at the latest, at the time of application for
the first commercial approval.

Item 3

The national authority should, at the time of the first approval
for commercialisation, notify the OECD BioTrack Product Database of
the designated unique identifier, in order to enable access to the relevant
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information in the database for all subsequent applications for
commercialisation in other countries.

Item 4

The unique identifier is a code of a fixed length of 9 alphanumeric
digits for a transformation event derived from modern biotechnology.1

It should be unique to that transformation event.

Item 5

The unique identifier is composed of three elements that must be
separated by dashes (-). The total length is 9 digits, the last of which is
a verification digit. The transformation event and the applicant
designation should total 8 alphanumeric digits.

– 2 or 3 alphanumerical digits to designate the applicant;
– 5 or 6 alphanumerical digits to designate the “transformation

event”;2

– One numerical digit as a verification, as foreseen in item 7.

For example,

C E D – A B 8 9 1 – 6

or

C E – A B C 8 9 1 – 5

Item 6

The unique identifier should include the “applicant information”
of 2 or 3 alphanumeric digits (for example, the first 2 or 3 digits of the
applicant organisation name), followed by a dash. Any new applicant
that is not identified within the database shall not be permitted to use
the existing codes listed in the applicant’s code table within the database.
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1 Zero should be reflected by the symbol Ø to avoid confusion with the letter O.
2 When the transformation event of an existing plant product, prior to the adoption

of this guidance, is shorter or longer than 5 or 6 digits, the applicant should select
5 or 6 digits within the transformation event in order to fit it into this limit.
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The applicant shall inform the national authorities who will update
the BioTrack Product Database, by including a new code that will be
designed to identify the new applicant in the code table.

Item 7

The unique identifier should include one verification digit,
which shall be separated from the rest of the unique identifier digits
by a dash. The verification digit is intended to reduce errors by
ensuring the integrity of the alphanumeric code, entered by the users
of the database.

The rule to calculate the verification digit is as follows. The
verification digit is made up of a single numerical digit. It is calculated
by adding together the numerical values of each of the
alphanumerical digits in the unique identifier. The numerical value
of each of the digits is from Ø to 9 for the numerical digits (Ø to 9)
and 1 to 26 for the alphabetical digits (A to Z) (see annex). The total
sum, if made up of several numerical digits, will be further calculated
by adding the remaining digits together using the same rule, in an
iterative process, until the final sum is a single numerical digit. For
example, the verification digit for the code CED-AB891 is calculated
as follows:

Step one : 3+5+4+1+2+8+9+1 = 33;

Step two: 3+3 = 6; therefore the verification digit is 6;

Therefore, this unique identifier then becomes

CED-AB891-6

Item 8

The above guidance is sufficient to generate unique identifiers for
the majority of existing plant products. As regards new products with
more than one transformation event (often referred to as stacked
transformation events) which have been previously approved for
commercialisation, a flexible approach is taken. Two approaches are
possible. First, an applicant may choose to generate a novel unique
identifier for such products. Second, an applicant may choose to use a
combination of the unique identifiers from products previously
approved for commercialisation.
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Future Developments

It was recognised that it may be necessary to revisit in the future the
potential use of prefixes or suffixes if there is a need to incorporate
further information fields. The use of prefixes or suffixes, on an ad hoc
or voluntary basis, to incorporate further information fields for use in
the BioTrack Product Database, as appropriate or requested by a country,
will continue to be discussed and should be made public by national
authorities.

This guidance for the development and designation of the unique
identifier may be reassessed in the light of experience gained.
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ANNEX

Form of digits to be used in the unique identifier

Ø
1
2
3
4
5
6
7
8
9

Form of alphabetic characters to be used, plus numerical equivalents for
calculating verification digit.

A=1
B=2
C=3
D=4
E=5
F=6
G=7
H=8
I=9
J=Ø
K=11
L=12
M=13
N=14
O=15
P=16
Q=17
R=18
S=19
T=2Ø
U=21
V=22
W=23
X=24
Y=25

Z=26


