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3 covmamnTs RELATING TO THE DISCUSSION PAPER ON TRACEABILITY |

_ Comments provided by the Uﬁited-St'at'es

‘expresses it thanks to France for preparing the Discussion Paper on Traceability of -

.. The United Stz.tlt:s _
GMOs that prcscnts'quc.ﬁbw‘rcgﬂding the concept of fraceabiliry.
The United Stz;tc;, .bc‘:we\rt.:f, haﬁ_maﬁ_y concems rcga-fdi_ﬂgﬂ“ concept of traceability. .

The United States ‘believes it is importtant to note the'distinction between traceability and traceback.
“Traceability” according 1o definitions of the Intemational Standards Organization (ISO). pertains_ to .
_ systems for product ic_lcun'ﬂcation in order to assuwe product quality. Traceability is mot specifically '
'+ designed to assurc safety nor is jtmecessarily 2 prerequisite for assuring food safety. For food safety, the,
\United States ‘employs 2 system of “traceback” which dirsedy addresses recall of products for food
" . safety reasons. We believe itis important ta distinguish product identificatien from assurances of food
o 'Tféfcty'iii"gﬁrdcr" 5 'al'w_,foi'd'd.cﬁ'élcliin'g 4 false sense’ of sectrity that food is 'safe Just Because it is labeled -
" “and trceable. For thesc reasons the United States prefers the use of the term traceback mather tham -
raceability because of the term’s histarical usage and the public health understanding and meaning that
-is assqciated with the tem. o ) '
The United belicves that it is important to clearly articulate the reascn for implementing 2 traceability.
programn. ‘ ‘

The United SEateﬁ [ECOgILZES that there is a clear cole for traceback when thers ars public health |
concerns abaut the safety of faod and Hote that the concept is_ app[icablc'in contexts that are broader:
than foods derived fom biotéchnology. The purpase for raceback is to locate and, as necessarys
remmove a food or foad ingradient from the marketplace when 2 specific public health problem has be=n
identified. The United States does not support Xac eapility piograms that have no basis in food safety ot

public hezith protection for the reasons noted belaw.

The United States notes that the-Di asoas for 2 tracénbiliry/tmcebﬁck

program.

scussion Paper outlines three re
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> Fimt, * 10 possibly withdraw praducts ifans
concurs with public health as a reasan, but questions the need for tracedack of safe biaenginesrs

foods because:

|. Foods derived from moder nigtechnology are not inherently unsafe. R
A complete and apprapriate safety assessiment is performed for all foods and food

ingredients derived from modem higtechnology befars they are marketad.
3. Recall of product will be the @B1s exception far preducts that were reviewed for safety befors

marketing. - -

(1=

» Second, 10 fFrcilitate” the identification and monitering of unintended .and long-term effects on
human health, where appropriatc". The United States does not support the linkage of maceability ta

- monitoring. 1f monitoring- is to-be dong, it should be determined on 2 case-by-case basis and should
be employed ouly in special and exceptional cases related to human health concems, inciuding -

mcnitoring chanzes mn for monitoring should be dctemﬁ?ncd based on the:

utdent levels. A plan ‘
specific concet associated with 2 particelar product. It is inappropriate ta require 2 costly and
-ggerous tracezbility program fo

. r all products W
 situations and when rraceability would nat routinely be necessaIy even when some form of
*monitoring may be appropriate.

The United States believes that 2 full and proper safety assessment
will avoid such situatious, that the oceurrencs of such a:situation -Wﬁl be extremely rare and that
implementng 2 mandatory traceability program Lo CoVer such a possibility, is mot cost beneficial. .
“Third, “to assist i the control of labeling” The United States ‘strongly cpposes traceability merzly
~ for the pUTPOSES of labeling. The United States believes that. labeling should provide important

The assurmption prderlying the Discussion Paper’s. praposal

. information required by the consumer. .
appears to be that foods dedved from biotechnology are inherently less safe than other foods,

" therefore the consurmer rmust be informed of this fact Such is mot the case, Foods derived from
_'biqtccﬁnolqu are not inherently less safe. The Unitad States belizves that setting up 2 costly
o tfac;:ﬂbility‘s'ys'tcm:{s;.not justified unless there 1s 2 clear:public health .justiﬁcaﬁori.' Establishment of .

" mandatary fraceability Systemns wg assist in the control of labeling” of foods dedved from .
L “biotechnology is not 'justiﬁ'cd_"l'hc United States believes that consurmer needs for information can ‘
" pe'met by policies that permit guthful, non-misleading statements. to appear on-labgis without

imposing mandatory traceab
--consumers) and practical pro

Y

—— e

blems of implementaod.- ==

1 of the identity of specific products.” This is simply alternative

. Fourth, “to facil‘iﬁtc‘ the preservatio
While the United States helieves that IP sysiems ¢

wording for “identity preserved” ot IP praduct. _
appropriate 1l certain circumnstancss, the United States believes that suc

-private buyer-seller relationships and that Codex should net use this rationale as the basis for

recommending mandatory traceability systerms.

N

hould carefully examine the rationale for -
lear role for. waceback
historically used

The United States belicves that governiments, partcularly, S
mandatory racsback-requirements. The United States r=c0 gnizes that there isac
when. thers arz public'hcal[h concerms. United States food safety "agencies have
aceback 25 a tool within the &xis ty regulatory system 10 &i¢ in the retrieving of procuct

dng food safe

that may be injurious to health or is unfit for humat consumption. Trzcehack is applied 10 faod and fesd
products that are in the market place and to unsaie ingredients of these adulterated products. In the view
of the United States, the nesd for trace

pack for ather than public health reasons should be driven by

market forces. Industry will respond 0 consumer interest for the pesd for sach trzceback programs
resulting im the impiam:ntntion of voluntary t}'ac:back mechanisms. Costs for these progmms will be
passed on to the consumen wishing to pay forsuc

h a service. Gaovernments should exercise grsat care
‘n mandating programs that do not clearly justify themselves with respect [0 the protection of the
consumer. o

i L BN

e . . V

¢ ta human health is established”. The United States—

hen the need for-l:raccabiliry"i,s'-limitcd ta exceptional: - e

ility systems with the attendant costs (which in turn will be passed onta

h systers relate entively ta .
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ates that Paragraph 16 of the Discusston Paper says that _“the bas{c reasons for te
ability systemn for GMOs is food safety”. The United States azress, a3 notzd

-mmediately above, that raceback far food safety reasons, is justified. It is important however, ta put
this rationale into the proper pcrspectivc for foods dedved Eom bictechnology. Properly conductad

safety assessments, as currently being propdsed ia other documents under consideration by this Task

Force shauld assure the safety of foads derived from biotechnolagy. As nated above, the accurTencs of
an unsafe food product derived from modem piotechnology should be the rare exception, nat the rule.

Consequently, imposing 2 costly mandatoty raceability program as qutlined in this document is, in the
United States unnecessary and _certainl}r, not cost beneficial. The propasal cutlined in this document
datory [P progrerm. a -

essentially imposes o1 consumers 2 man

The United States 0
establishment of such a face

ortant to understand and be clear about how regulatory Systems wark

. to ensure a safe food supple. It is essential to ensure that food products and their ingredients are safe
before they are placed on the market Appropriate food safety assessment systems should be ini place o
accompliéh this objective. Recall and wraceback should be the rare exception and be required enly when
a significant food safety comcert exists, for example the presence i1l 2 food of a bacterial pathogen at
zvels that can cause flness. In certaia infrequent siiatons, Conitoring systems may be sppropuate to
“verify the scientific conclusions ‘made’ i regards to' the approvalof & food or food ingredient and to
ensure that no long term chronic adverse health effects are anising. - ' T :

The United States believes it 15 imp

In regards to 2 qummber of other staternents and pointé rised in this decurment '

a Paragraph.8 prcécnt:s a dcﬁniiion for the term &ac:a.bilf.ty. The Unii;d Sia_t:s belicves thzs definiton . '
needs further discussion. The United States does not suppart the use of a registered identification

systerm >

places in the documnent that traczability does aot imply segregation. '
While this rnay, in sQme Cases be true, the Ungited Qtates does nat agres that it is true as presented - '
the context of this document This document implies rmand.atoryj labeling for foods derived froin
biotechnology and states that all trade and transport documents should provide detafled information

on 'yhc-food product derived from ma ,
way to assure that such lzbeling and documentation is correct is to segregate foods/foad ingredisnts

derived Eror:g~biotcchnolo gy from thesé that are not derived from biotechnelogy.

o The statement is made in various

Paragraph 41 states’ that the costs f waceability pro grams as propased oy this Discussion Eapt.:r. are -
intended to be “less than those for P systems” since product segregation and _analytic_al tests would
pot be required. For the rsasons noted above, the United States dges not agres with this conclusion.

Additionally, The United States pelieves that the discussion on IP product is nat gegnane for @
relationship and

discussian on raceability within the

Codex context since it is purely a buyer/seiler
_ therefore need not appear in this decumenl : :

o The statf:nient g made that wihe casts of placing additional information...2s 2 means to identify
ce of material derived from GMOs are .

individual GMOs contained, in & product oF specify the pressn
nat expected to be significant” sincs dacurentation already accompanies the product with respest 0

supplier, customer, mansaction dats a3 well as the nature, sQUICE, contents and ameunt of the product.
The United States disagress with this statement. Current shipping Jocumentation clearly does not
include the special nezds requirzd to shEW that the food ar food ingredients arc derived from modern

niotechnalogy, paticularly with respect 1o event specific requirements.

ke any statement

g Further on this point, the United Stales believes that it is inappropnate to ma
f tracaability ars

regarding the costs of iracaability programs, particularly 2 statement that costs O

“not expected o be significant” until 2 t}bdrcugh and carsful cost analysis is cartied out of a) the

| mmirements for raceabilicy 28 outl'mcﬂ garagrap‘ns 14 and 35 and, b) the costs ofimplemcntn{ion
_____ _ : A0_ L e

dem biotechnology. In the United States judgment, the only’ o
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' enforcement, including the availability and costs of implementing appropriate apalysis as

gested in pargraph 39.

paragraph, 32, the ctaterment is made that “;rad:_abiiity should apply to all GMOs 2nd foods
rived from GMOs. For reasons noted above, the United States daes not agree with this statement. -

e United States is not clear as to the inteat of paragrapht 58 that relates to developing countries. If,
< stated in- this docurnent, that it is importznt for consumers 1o be aware of the presence of foods
and food ingrzdients derived from biotechnalogy, it would seem that this should apply to all
consumers, irrespective of the county in which they are located ot in which the food is produced. If
food importing countries believed that traceability were necessary for consumer protection, they
wauld require it of all exporting countries. The United States believes that the burdens and costs of
establishing the kind of traceability programs envisaged in the paper would be particularly difficult
for developing countries. Developing countrics‘would also _bc‘pa:ticulaﬂy vulnerable to:the adverse
efects of rising food prices that would result From implementing such programs daomestically ar In

countrics that export food ta the

peem———EE LR S o o e b0 P i

The United Stites notes that par;gmph59 Droposes lanpuage that would include the use of traceability
in the Prnpciples document for the purpoeses prcs_cntcd in paragrapht 15, that is. forz 1) withdrawing
products if 2 nisk 1o “human health 15 established; 2) facilitating the identificadon and monitoring of

: human health, where appropriate; 3) assisting in the control of

umintended and long-term cffects on where
labeling; and 4) facilitating the ,prcscrv:_ltion' of the identty of _spcciﬁc products. The United States
cannot s_upporf the inclusion of this Janguage _fcr_thc reasons g‘i'\rt_;p abave. © Co ‘.
The United Sates can suppert the inclusion of the concept of raceback in the paper so long.as it related
directly to public health. - o o .
: The Uﬁitt:d States notes ﬁ_].:[‘thlcr that l:hcjcqncept af &ac:back/n—accibiliry is being rais-;d n gther decx
venues in a context that is broaderthan“foods derived 'from“biotcf:hno-&ogy:""lhc United States can be -
suppertive of this more general discussion o1 trapcbach-accability within Codex and believes this
discussion most appropriately can be dane within the Codex Committes on ‘}'c_x_od Import and Export
‘Inspection and Certification Systems- ’ P ST o
e United St:l’.ces :bcliew,'rcs.that-it- is-'important for.Codex, -and for the Task Farce, to c:lr;fully. and.. .- L
groadly evaluate the concept of u—ac:back/:uncaability, ‘before moving forward with its inclusion the D

Pricciples document, oF other Codex dacumnents.

-
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