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Agenda [tem g
February 2001

JOINT FA,O[WHO,FOOD STANDA.BD PROGRAMME

CODEX AD BOC H\TTERGOVERNMENTAL TASK FORCE
ON FOODS DERIVED FROM BIOTECHNOLOGY

Second Session
Chiba, Japan, 2_5-29 March 2001
DISCUSSION PAPER ON TRACEA_BILITY

INTRODUCTION _ ‘

1. At the 1* Session of the Codex Ad Hac ‘Intergovernmental Task Force on Foods Derived from
Biotechnology (CTFBT), the issue of traceability was mised by several delegations. The Task Force
noted that 2 better understanding of tnis concept and 115 implications was required before it could be
included definitively in the text (a setof broad general prnciples for cisk analysis) to be developed.
The Task Force therefore agreed that the discussion papers should be prepared on this issue as 5000 28
possible. In the mean time, aily reference 10 the{se] issue(s] in the main text{s] under development

would remain in square brackets (ALH*IORM 01/34, paras-27 and 31).

2. CTFBT agreed to establish an Ad Hoc Working Group to develop a set of broad general principles
for risk analysis of foods derived from biotechnolegy (A.LINORM 01/34, para.33). It was understood
that the Working Group, 10 be chaired by Japan, would also review the discussion paper oD
mc:ability if it becarme available in time (ALIN ORM 01734, para.39). :

3. The Ad Hoc Working Group met twice 0. Tokyo, Jzpan, from 5.7 July and from 30 Octeber to 1
November 2000. The First Mecting of te Warking Group reviewed a draft discussion paper .oz
traceability of g:ncﬁcany modified organisms, introduced by the Delegation of France. In view of 3

number of points of clarification put forward by many delegations, it was agre=d to request France to

revise the drail discussion document by giving considerations to the issues raised.

4. The Second Meeting of the Warking Group also held a discussion session on traceability. While 2
proposal was made to insert 2 specific wording on saceability in the risk management section of the
proposed draft Principles, it Was agreed 10 inciude a short, squar:-brackctcd referznce to tracsability,

in expectation of further discussion to ke place at the 7a¢ Session of CTFBT, based a revised

iaformation documment on traceability to be submined by France.

5. Tae prescnt'docmcnt mcorparatés the revised discussion papel prepared by Francs.
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Discussion paper on the traceability of GMOs

(Prep:ired by Francé)

Background

‘1. France was asked by the Working Group (Tokye, 3-7 Tuly and 30 October-1 November 2000) to
review its discussion paper on traceability on the basis of the questions of the delegations in order 10
prepare the second session of the Task Foree in Chiba (March 2001). Australia, Canada, Norway and

Sweden proposed to contribute @ this revised document.

9 France is very grateful to these delegations wio submitted comments.

Context

3. The application of modem biotechnology to food and plants 1s currently the focus of iatense public
‘and political debate with particular ceference ta the issue of food safety. All GMOs have to undergo 2 -
comprehensive scientific assessment of risks 1o human heaith before being placed on the market. To
date thers have been no pcc:r-rcviewcd scientific articles reporting adverse cffects on human health

from GMOs. =
4. However, the public is cancerned about their potcntial' implications for human health and foods
derived from bictechnology face a lack of confidence of consumers. ’

5. Consurners have the oght of chaice. Consequently, suppliers are sceking to meet the demand from
consumers of purchasers, for information oz the presence of GMOs or dervatives of GMOs in’

products.

6. Increasingly, producers and raders are having to meet emerging mandatory GMO-labelling
requirements in certain countries, in particular the European Union, but also in Switzerland, Austaliz,

New Zealand, Japan, Norway, etc...

7. Operatars can be faced with the following factors :

e  The tolerance levels for ;m.bclling may differ among counties or still have to be decided. |

«  The szt of GMOs approvcd in different countries is not the same.
. The sxistence of products of differsnt destination on the same industrial structurz.

Definition

8. Traceability is defined in candard 1SO 8402 in general terms as being “the ability for the retrieval
of the history and use or location of an article or an acrivity through a registered identification”.

9. Traceability in the food sysiem provides mechanisms of continuous flow of retevant information
that allow the remicval of the Dustory and of the origin of 2 product at any point in the food chain.
Traceability aims at limidng discontinuity of e :1formation throughout the food supply chain.

10. This means a system of recard kecping and documentation by operators that enables a refroactive
. tracking of the movement of a product or ingredient through the chdin. Record kezping and
docurnentation are linked to comumercial ransactions berwesn operators.

11. Elements to easure u—ac:abilify include that:
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s operalors ensure, at each stage of the p! ’
in the form of labelling of accompanying documentaticn;
nation at each stage of the placing on the market.

acing on the market, that relevant information is provided

o gperators fransmit and retzin the relevart info

icaﬁlc to all food. Verfiable documentation is important since analytical

12. Traceability should be appl el
tests can only be used to confum documentation whers detectable material is present. Traceability

system enables to camy 2y kind of informatien which can be related ta specific uses.

Uses of traceability for GMOs

13. The concept of rracezbility is cwrently applied in most countrics, often by cammercial operators

- (e.g., the labelling of country of orgin). Existing fraceability systems are based on paper Cf
computerized documentation and/or analytical detection methods when appropriate. The fransmission

and retention of relevant informaticn for & product it each stage of the placing on the market allaws its.
ideqtity, history and source to be traced. ‘

14. Regarding GMOs, sraceability aims at providing cach - 2gro-food business operator - from seed
oducton w© he finished product - with reliable information on the nature and genetically modified
origin of the products he is delivered. : :

d allow all the sector operators 0 rely on information from the previous

15. The system shoul :
, the following reasons for the establishment of a traceability system for GMOs

operator(s). In general
can be identified:

» 1o possibly withdra¥ products {f a risk to humad health is established;

- 1o facilitate the jdentification and monitonng of unintended and long-term effects on human

health, where appropriate;
= to assist the control.of 1abelling:.

« o facilitate the preservation of the identity of specific products.

16. Basic reasons for the cstablishment of such a traceability system for GMOs is food safety. Haowever,
this improvement in the faimess and- ranspareney of transactions will facilitate the task of operators
who must comply with certain regulatory of commercial requircments on the part of their customers
(labelling of Enished products, restrictive list of authorsed GMOs, ete.).

Traceability and withdrawal of products

y required for preducts derived from GMOs for the purpose of withdrawing -

17. Traceability is firstl
m consumption of matedal from GMO

products in the event of 20 anforeseen probiem arising fro
origiL o o .
18. Secondly, even i pre-market approval of products derived from GMOs would normally provide for

neir utilisation of purposes of use can be of different types and may bye

necessary safety assurance ! . : . .
incompatiple. It might 2ppeas that there is & necessity of recall measures in the eveat of mixture of

products ¢f different destinatiors.
19, Trirdly, maceability enables for targeted withdrawal based oo the ability to &2 vack the origin ar
ace forward the destination. This ability iimits the range of products concerned and, coasequently,

the scale of recall neasures.

Traceability and post market ma_niroring

90. One of the objectives of traceability would be to facilitate monitering of possible long-term and
nintended bealth effects sssociated with particular foodstufTs. Howevet, it is widely recognized that
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little is known about the long-term cficcts of any food, making the identification of health effects that
might be unique @ GM foods problematical. Post-market moritoring does nat automatically prove 3
direct causal relationship berween the occurrence of an adverse human health effect and the

consumpiion of 2 particular food. N
21. During the pre-market Sk assessment of a food derived from GMOs, the nead for post-market
monitoring {s normally examined an 2 case-by-case basis. It is generally recognized that such
measures would be most useful in monitoring effects of gonetically modifisd foods that are

significantly differeat from their conventional counterpart.

21, In this contsxl, raceability can be 2l essential component to facilitate the follow up and the
vigilance that should be exercised after these products ace marketed.

Traceability and labelling

23, The primary objective of food labelling is 1o provide relevant information to. purchasers and
consumers. In particular, labelling aims at facilitating consumer choice, aad at protecting Consumers
against misleading ot deceiving practices. ‘ ' . .

24. Even if traccability and labelling have different objectives they can he linkad to complement one
another, As an example, 2 traceability systam could carry informaticn to be used for labelling or in the
other way, traceability for products decived from GMOs may factlitate control of labelling of such

products.

75. However, it is not necessary 1o establish the detailed history and origin of individual GMOs‘to

provide for a comprehensive labelling scheme. For the purpose of providing information to the final

consumer it is sufficient that operators can dacument. whether authorized GMOs have been nsed or not

Traceability and Identity preservanion

6. Identity preservation (IF) ' an active process where actions are talken to preserve the identity of 2

higher value product as it moves through the chain to a specific end market IP systems are determined

by the end user who has a particular requirernent that can only be met by a system that relates the
identity of the final ingredicnt back to some catlier stage of the chaln.

27. IP systems arc not applied for safety reasons, of 0 pravide safety guarantecs. Thelr focus is 10
preserve a certain specification based on an agresment between a supplier and a customer. ¥eeping
apart or segregating @W materals is ane of the consequences of applying an IP system.

24. Consumer demand for non-GM or GM free food provides an economic incentive for farmers,
pracessors and distributers to supply such products, which require IP to be accepted by the consumer.

29. By comgparison, traceability does not imply segregation ﬁ{hilc trac=ability does net exclude the
possibility of combining several GMOs or combining GMOs and conventional products, but allaws
the qualimative camposition of the combination to be knawn. In this coatext, traceability could

facilitate the implementation of IP syStems.

Impleméntaﬁoﬁ of traceability for GIMOs

30. As expressed earfier in the document, regarding GMOs, fraceability aims at providing each operater
. . from se=d production to the finished product - with reliable information on the nature and genetically

modified arigin of the products be is delivered.

31. The physical support of traceability is accompanying documentation - preferably exising
documentaton. The “memory” of the traceability as a way 10 retain informaticn is registers -
preferably existng registers. -
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12, On this dase, rraceability should apply w &l GMOs and foods defved from GMOs, this means:

e 1o products compossd entizely or pardy of GMOs, whatever thelr use, because the choice of the

use, particularly regarding plant products, is not always determined peforzhand;

o to GMO derivatives intended for humad and animal consurmnption.

13, Traceability should make it possible to find each GMO (transfonnation event) during the phase from
the sced 10 e first processing. Then, from the first processing 10 the firished product, the aim is 10
fallow the presence of GMO derivatives without pecessarily identifying cach mzosformation event.

14, The following information are needed, in wade and transport documents for a practicel traccability
systems for GMOs:
e 2 clear sutement: indicating the pressace of genetically modified orgamisms af of products

derived from GMOs through gpprppriatc formulatians;
« the name of each GMO present (ar of the GMO comibinaten) when non-processéd products are

‘conccmcd;
_ e the names and particulars of the supplier and of the customer depending on the case.

35. In additorn, each operator must keep an eniy and exit register of GMOs or their d:rivativi':s that he

‘has exchanged or proc:SScd, where the same statements as those mentioned above arc noted.

36, The nature and form of exchanged information should be harmonised internationally.

Controls

17. Official services of operators themselves ¢an e led to check the faimness of rransaction and thus

control documentaticn as well 2s celiability of the information on the documentation and the content

of the product.

U -4

13. Official control must be pased on qfﬁcial control principles 25 defined in the document CAC/GL 20-

1995 (Principles for Food Import and Export Inspection and Certification).

analysis can be carricd out 19 check the presence of GMOs or ta identify 2 specific
GMO, ta confirm the celiability of information. This requires unambiguous physical detection of
individual GMOs and unigue DHNA orf pratcin sequences that arise as 2 result of the modification
process. Appropriate methodology bas been deveioped for the detection of unique DNA and protein
sequences fom material containing GMOQ put this SUPPOSES the availability of materials (primer
llowing identification and sampies) and of harmonised analysis methods.

. 39. Where nccessary

sequences 2

Cost and feasibility

44. Traceability must be based on realistic feasibility regarding its implcmcmation procedures and cost.

Little is kmown on the actual cost of a maceability system for GMOs 28 described eatlict. Asa contrary
more inforrnation is available as it relates © the cast of [P systems or to the consequencss of 2 non

traced system in the casé of cecall of procuct

{1. As traceability has less constraints than & systems, notably because it doesn't require segregation

peither impese a0y obiigation of analytical 1£515, tg cost is intended ta be less than the cost of IP

SyStems.

47, Because waceability aims at reducing the seale of recall measures, s cost has alsa to be compared

10 knowa costs of he consequences of non wrgeted recal] measures.
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Costof [P

43. 1dentiry preservation (IP) systems require exta care 10 ensure the identity of the material from farm

. 1o end-user. The cost of an IP system is relative to the complexity and murmber of actors in the chain.

Far a product produced and sold locally costs are mimimal, but with increasing procuct complexity,
involving many suppliers and geographical origins costs of IP systems increase rapidly.

44, Any IP systzm reduces the flexibility an eperator has in pu:chasing raw materials. That increases
prices and the need for additional analysis onpurchased goods. But there must be willingness among

consumers to pay for the specific product quality associated with the IP element.

45. For that reason IP systems in practice are imited to characteristic ingredieats that are « recognizable
» to the CORSWTICr Or 2 critical part of the product’s identity. It must however be kept in mind that the

price flexibility of most processed food products is limited. _

46, An important element 1o establish IP systems is the technical possibility ta test samples for the
preserved identty (e.g. its physical or chemical contents). Random of regular tests can be camied out
for the final product delivered to the consumer or the processor. To enhance the performance, control
mechanisms might be applied not only to the final product but also at different stages of production
and Tansportation. ' . S

47. Ensuring absolute purity of 2 foad product would be prohibitively expensive in practical processing
and handling chains. The principle of fixing a tolerance level (thresheld) in purity standards is
therefore a long-cstablished featurs for IP systems throughout the food industry. The costs of an IP
system can be expected 10 increase with a.reduction of the tolerance level.

43, Identity preszrvation often involves advance cantracts with farmers who commit themselves ta keep

the crop separate during harvesting or to produce only under certain rules (quality lakels, organic
farming). Furthermore, seed varicties, growing specifications, chemical treatments or handling and

storage reguirements may he subject to specific conracts.

Cost of non traceability

49, In the case where scientific evidance highlights unforeseen effects to human health of 2 product, or
in case of mixture of product of different destination there is an absolute need of cfficient and total |
withdrawal of this product. In such a situation, non-traced systems for GMOs imply long, heavy and
exXpensive: analytical tests for operators and for official services. At the contrary traceability requires
only to check available documentation and registers. ‘

", 50. Consumner can hardly recovet its confidence if the system allow 'on!y for partial withdrawal.

51. Noa taced systems doasn’t ailow for 2 targeted withdrawal, and 2 significant part of the wide range
of products concerned by the cecall measures are not those products that present 2 risk.

57. Non traced systems impose expensive and systematic analytical tests to determine the prasence of
GMOs for operators who must comply with cerain regulatory requirsments on jabelling of finished

products.

Cost of traceability
53, Traceability for GMOs s based upon the mansmission and reteation of documentation to provide
nformation as to the identity of individual GMOs or as to the content of product thereaf.

54, Documentadon accompamies already the majonty of transactions to provide  information with
respect 10 the supplicr, customer znd tmansaction date as wall ag the nature, SOUrce, conteats and
amount of the product. On tnis basis, the costs of placing additional informaticn in such
documentzdon, as a mean 1o \dennify individusl GMOs contained in the product or specify the
presence of material derdved fom GMOs are expected not to be significant.. ' '
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55 Incorporating additionat record-kesping requirements for GMQs in the existing systems for food

materals should not imply significant extra costs either, unless regular testing is required. Indeed,

systernatic analytical detection I8 expensive and has its limits. Decumented follow-up within 2
company-and upon each commercial transaction is the most informative and least expensive solution.

6. As this traceability sysiem does not Tely on @ scgregation sysiem with differencs to the [P system
there should not be exT2 cost celated to the dedication of industrial process structure ot storage.

§7. In fine, targeted withdrawal is economically more effective for operators and official services than
non targeted wizh;lnwal that apply to a very wide range of prod_ucts not necessarily concerned.

Developing countries
5%. An adzquate moduiation in the 'melcmcmation of traczability chould take into account the size of
the cnterpnse and the financial capabﬂlry of the developing countries with respect to the record

keeping.

Proposal . _ :

59. It is proposed to insert. the Following text In the Principles for risk analysis of foods derived from
modem biotechnology: _ ‘ '
19 Risk management ma¥ include traceability for the purpose of:

possibly withdrawing products if arisk 10 hurnan heaith is ;stablishcd;

facilitating the identification and monitoring of unintended and long-term effects on hm_'nan

health, where appropriaie; _
e assisting the control of labelling, .
» facilitating the prcscﬂation of the identity of specific products. ’

processor, distibuter) ¢hould implement 2 system which
all the stages of placing on the market of

Qperaters (seed producers, farmers, ]
guaracty 2 continuous flow of appropnate information at
foods derived from modem biotechnology.

Traceaotlity proccdurcs are based on the ooligation 10 state the fnllqwing information in trade and
transport docurhents: |

-  wording stating the presence of genetically modified organisms or-of products derived from

GMOs through appropriate f_‘ormulations;
e the pame of each GMO present (or of the GMO combination) when uon—proccsscd products

are concerned; 7
«  the names and particulars of the suppliet and of the customer depending on the case.

Ia addition sach operatol must keep 2a e0TY and exit register of GMOs or their derjvatives that he

has exchanged or processed, where the same statements as those mentaned above e nated.

The pature and form of exchanged information should be parmonised ioternationally.”
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