CHAMBER OF COMMERCE '
: : OFTHETf' : S
UNITED STATES OF AMERICA o

‘ WILLIAML KOVACS

: VICE PRESIDENT =~
ENVIRONMENT, TECHNOLOGY

AND REGULATORY AI‘FAIRS o j

© . WASHINGTON, D.C. 20062
(202) 463-5457

. ‘March 19, 2001 - ™~
LW o
. Dockets Management Branch (HFA 305) / ,
. ‘Docket Number 00D-1598 o . S
» Food and Drug Adrmmstratlon S \ - . S
5630 Fishers Lane, Room 1061 o =
Rbékville, MD 20852 k ) ' :8 ]

RE Guldance for Industry on Voluntary Labehng Indlcatlng Whether Foods Have
~or Have Not Been Developed Usmg Bloenglneerlng )

Dear S|r or Madam

These comments are bemg Hied ot behalf of the U.S: Chamber of Commerce (“U.S.
_ Chamber”), which is the world's largest business federation, representing’ more than three
- million businesses of every size, sector, and region. The U.S. Chamber servesas the
principal voice of the American bus ness commumty

‘Many of the U.S. Chamber's members are food producers and manufacturers and these
members would be directly subject to the Food and Drug Administration (“FDA” or
““Agency”) guidance on ‘voluntary labeling indicating whether foods have or have not been
developed’ using bioengineering.! These members would also be affected by any subsequent

rulemaking on the subject. ,

Food labels requr ired by the FDA typlcally warn consumers of nsks based on sc1ent1f1c A 15 o
analvsis or provide certain spegific nutritional information. By  law these food labels must
be truthful and-not misleading, if manufacturers use alabeling term the FDA considers
misleading, FDA couid consider the product mi isbranded or adulterated and request a recall
or even seize the product. This standard must be upheld while at the same time allowing
companies to satisfy a market segment composed of consumers who want to avoid
bloengxneered foods. , , K ’ o

FDA released a pohcy in 1992 regarding foods derived from new Plant varieties2 which
states that the agency will not regulate recombr nant DNA (° DNA “bioengineered”) -
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foods as a class any mgore“stringentl‘ytthan conventionally produced foods. FDA maintains
“that, use of rDNA technology is not a “material fact” with respect to labeling, rDNA foods ,
do not differ from orher foods in any meaningful or uniform way, and that they as a class do,
riot present different or greater safety concern than'traditional food varieties.3 FDA'’s pohcy

IS supported by al the avallable science, and cons stent W|th exisi ng law.4

~ The U.S. Chamber’ suppot’cs the Agency S posr t&.that bloenglneered foods as a class do
not require special’ labeli ng. M andatory labels based on the process by which afood is
produced, rather than on the composition of the final product, could force producers and
manufacturers to separate - based solely on the use of bioengineering - commodities,
ingredients and final products. This would requireseparate storage, transportation and
processing facilities, édding costs that would be passed along to the consumer. Perhaps
more importantly, if there are no changes to the nutritional content or safety of the product
|tself thrstype of IabeI|ng WI|| not rwJIt in any additi onaI protectr on of our food supply

P

Government labehng reqU| rements are mtended to prow de consumers w1th S gn|f| cant

information about a food, Mandating labeling relating to the process of food development
. or ‘preparation, rather than the product itself, could inappropriately signal to a consumer that

safety or nutrition has been compromised in the product, or that there is a rutritional or
health benefit assocmted W|th one process over another.

Voluntary label cIar ms regardmg the use of bloenglneermg that are not misleading can be
- difficult to develop under this guidance, as the FDA has indicated. To address these
problems, FDA has identified, through focus group testing; neutral labeling terms that
inform and educate the consumer. This is an excellent goal for all types of labeling, and one
that the US,. Chamber hopes the Agency will continue to achieve. , The labeling guidance .
provides opportunities to inform consumers without unduly restricting their choices, and
" gives businesses the freedom to differentiate thelr products in a changing marketplace. We
- commend the Agency for spelling out which types of label claims are acceptable and which |
are not, WhICh WI|| fac1htate informed consumer chor ces about food L

- TheUS. Chamber supports the suggest|on in the gurdance that in the absence of
validated testing to substantiate label claims; manufacturers should document handling
practices & proof that no bioengineered materials are present. ‘The request for either testing
or documentation to verify the absence of bioengineered materials for a label claim places

the burden and costs of testing or record-keeping squarely on those who want to use the

label and capture the market for non- b|oeng| neered foods. - ,

The FDA is correct that “free type statements Suggest zeto content of the Ingredlent
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referred to on t,he labdl., If “free”. does not mean zero, that is a materia fact, and must be
treated as a materia fact when developing labeling statements. Furthermore, statements like
“no genetically engineered materials’” would be misleading on a processed product (ails,
sucrose, etc.) where no genetic material or protein of any sort is present to indicate
bioengineered or non-bioengineered starting materials. A clarifying statement could resolve
the discrepancy, but would be likely to confuse consumers, because of the redefinition of
commonly used terms. While clarifying statements may make a label more accurate, the

additional information may be Iost on consumers already saturated with the data content of
vfood labels

- Stating aproduct is “free of aparticular ingredient, further 1mphes that ingredient is
unsafe or unhealthy and should be avoided. Voluntary label claims developed under this
guidance are purely for marketing purposes, not to indicate health or safety. There are no
significant health, safety or nutritional differences between bi oengi neered foods and

conventional varieties; thus, there is nothing to be avoided. A “free” claim implies a benefit
‘where none exists. A clanfymg statement would be of limited use, as it would not be an

explanation, but a disclaimer. CIanfyr ng a IabeI cIarm Is one thing; retracting it is another

The U.S. Chamber agrees that in the absence of alegal or scientific mandate to o label \
‘bioengineered foods based solely on the use of technology,5 voluntary label statementsare
one appropriate and effective means of addressing consumer’s desire for information h
regarding biotechnology. The U.S.* Chamber supports voluntary truthful and’ non-misleading
labeling of food products as an appropriate way for businesses to differentiate their products

in the marketpl ace accordmg to the|r own busr ness strategl es and market reeearch
| The U S Chamber apprem ates the opportumtv to submrt these comments and thanks
) kFDA for solrcrtl ng the op|n|on of the bua ness commumty

: b Slncerel}’, |
By 9
/M/ A [fpe—

William L. Kovacs

5From a statement by ]oseph A. Levm: Dxrector, Center for. Food Safety and Applled Nutrmon, Food and Drug

. Administration, before the Health, Education, Labor and PenS|ons Comm|ttee of the U.S. Senate on September 26
2000
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