EXECUTIVE OFFICE OF THE PRESIDENT

OFFICE OF THE UNITED STATES TRADE REPRESENTATIVE
WASHINGTON, D.C. 20508

September 29, 2010

Michael F. Jacobson, Ph.D

Executive Director

Center for Science in the Public Interest
1875 Connecticut Avenue, N.W.

Suite 300

Washington, D.C. 20009

Dear Dr. Jacobson:

This letter is USTR’s final response to your Freedom of Information Act request for “‘copies

of all correspondence in the past year between the USTR and outside parties (including the
food industry and the European Union) and between USTR and other U.S. government
agencies (including the Food and Drug Administration) concerning the European law that
will require labeling of most foods that contain artificial dyes beginning on July 20, 2010”.

On August 20, 2010 we sent you a partial response releasing three (3) documents and informed
you that we would provide additional documents as they became available.

Please be advised that we have located thirty-two (32) additional documents. Of those we are
releasing twenty-six (26) documents in part and we are withholding two (2) documents pursuant
to 5 U.S.C. §552(b)(5), which pertains to certain inter- and intra-agency communications
protected by the deliberative process privilege.

Documents have been redacted pursuant to 5 U.S.C. §552(b)(2),which pertains to records
relating to internal personnel rules and practices of the agency, pursuant to 5 U.S.C. §552(b)(4),
which pertains to commercial or financial information obtained from a person that is privileged
or confidential, pursuant to 5 U.S.C. §552(b)(5), which pertains to certain inter- and intra-agency
communications protected by the deliberative process privilege and pursuant to 5 U.S.C.
§552(b)(6), which pertains to personnel and medical files and similar information where
disclosure would constitute an unwarranted invasion of personal privacy.

In addition, we are referring two (2) documents to the Department of State and two (2)
documents to the Department of Health and Human Services from which they originated for final
disclosure determination. These agencies will respond directly to you with regard to these
documents.
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Inasmuch as this constitutes a complete response to your request, I am closing your file in this
office. In the event that you are dissatisfied with USTR's determination, you may appeal such a
denial, within thirty (30) days, in writing to:

FOIA Appeals Committee

Office of the United States Trade Representative
1724 F Street, N.W,

Washington, DC 20508

Both the letter and the envelope should be clearly marked: “Freedom of Information Act
Appeal”. In the event you are dissatisfied with the results of any such appeal, judicial review will
thereafter be available to you in the United States District Court for the judicial district in which
you reside or have your principal place of business, or in the District of Columbia, where we
searched for the records you seek.

Should you have any questions, please feel free to contact the FOIA office at (202) 395-3419,
Sincerely,

Cannne St Busy

Carmen Suro-Bredie
Chief FOIA Officer

Case File #10051323



- Doherty, Jane H.
From: marietta.bernot QEJNEEN.com (B C6)

Sent: Monday, April 12, 2010 12:34 PM

To: Doherty, Jane H.

Cc: marietta.bemot~ Rochette, Peggy CB)C(‘D
Subject: RE: EU color warning label - WTO SPS Committee

Both Peggy and | are cleared advisors on USDA's Processed Foods ATAC. | am also on the Customs ITAC. We both
have security clearances. Regards.

Marietta E. Bernot
Global Trade and Customs Advisor
Mars Incorporated

Dir_egt line;
i (B)CE)

"Doherty, Jane H.” <dane Doherty (i NS—— @C&) To: <matietta.bemo: AR CB)( d >
€c:  “Rochette, Peggy" <oroche tte A

Subject: RE: EU color waming label - WTO SPS Committee

04/12/2010 12:30 PM

Thank you very much for this.

Let me see what we can da. we haven'’t seen the draft transcript from the Secretariat just yet, but | have to check with the
attorneys because these may be govt confidential.

If there’s some way that | can get it to you, | will,

lane Doherty

Director. Sanitary and Phytosanitary Aftairs
Ottice of the United States Trade Representative
Exccutive Office of the President

Washington, DC

- ()

From: M CB) C.@)
1



.. Sent Monday, April 12, 2010 12:28 PM
To: Doherty, Jane H.
Cc: Rochette, Peggy
Subject: EU color warning label - WTO SPS Committee

| echo Peggy's thought that it would be very helpful to have a copy of the transcript from the SPS Committee meeting
which we could use to gain the support of other countries. The EU admission that this regulation was media driven and
not science based is very compelling. In the meantime, | attach areport sent out by the EU confectionery industry
association, CAOBISCO, regarding the meeting. Best regards.

Marietta E. Bernot
Global Trade and Customs Advisor
Mars incorporated

Direct ino: WNNNER  ( B(6)
o ——

Mobile:



Debbie Subera-Wiggin, Consumer Safety Officer
International Policy Manager

International Affairs Staff

Office of the Center Director/CFSAN/FDA

TEL: :
FAX: C8)CD)
E-MAIL: debbie.subera-wiggin_

From: Doherty, Jane H. e B (R
Sent: Tuesday, January 12, 2010 1:37 PM )

To: Subera-Wiggin, Debbie
Subject: FW: EU Color Warning Labels - Release of EFSA review of 6 colors

Can we talk with Dennis about how to pursue this with the Europeans? Thanks, Jane

Jane Doherty

Director, Sanitary and Phytosanitary A ffairs
Office of the United States Trade Representative
Executive Office of the President

Washington, DC Cw)

From: marietta.bernot@effem.com CB) CG)
Sent: Friday, November 13, 2009 4:16 PM
To: Doherty, Jane H.; PRochznm C&){g)

Subject: EU Color Wamning Labels - Release of EFSA review of 6 colors

European Commission had requested the EFSA Panel on Food Additives and Nutrient Sources added to
Food to "deliver a scientific opinion re-evaluating the safety" of the colors. The Panel states it was not
provided with newly submitted dossiers but instead based its evaluation on previous evaluations,
additional literature that became available since JECFA evaluations, and the data available following a
public call for data.

1. Relevance of the Panel's evaluations to the EU warning label requirement for foods
containing the Southhampton colors

The McCann et al study done at Southhampton University end 2007 was among the "new data" that the
Panel considered. EFSA's John Larsen stated: “We have now reduced the ADIs for three of the six
colours we assessed, but for different reasons in each case as different data were available on each
individual compound. The data which are currently available — including the Southampton study itself -
did not substantiate a causal link between the individual colours and Possible behavioural
effects.” For each color reviewed the Panel confirmed the 2008 EFSA opinion and stated that:

age groups;



—since mixtures, and not individual additives were tested in the study by McCann et al., it is not possible
to ascribe the observed effects to any of the individual compounds, and;

~— in the context of the overall weight of evidence and in view of the considerable uncertainties, such ag
the lack of consistency and relative weakness of the effect and the absence of information on the clinical
significance of the behavioura| changes observed, the findings of the study cannot be used as 3 basis for
altering the ADI of the respective food colours or sodium benzoate.

Therefore, the EFSA review did not provide any scientific justification for the color waming labe}
requirement.

2 Assessment of the conclusions reach by EFSA Panel.

For three colors—Allura Red AC (when certified by the US FDA, FD&C Red No. 40), Tartrazine (when
certified by the US FDA, FD&C Yellow No. 5), and Carmoisine—the ANS Panel has concluded that no
change in the acceptable daily intake (ADI) is warranted, IACM welcomes these opinions as further
validation that these colors are safe for consumption,

For Sunset Yellow FCF (when certified by the US FDA, FD&C Yellow No. 6), the ANS Pane/ has placed
particular emphasis on two published studies that Suggest adverse effects in male rats given very high
doses of Sunset Yellow. /A CM is reviewing the EFSA opinion in more detail, but has concerns about the
weight given to these studies in the EFSA opinion. Of particular concen is the fact that the authors
indicated that the Sunset Yellow used in the study was ‘obtained from the local market’, but no product
specification, purity or indication of whether this would conform to internationally recognized specifications
for Sunset Yellow was provided. Additionally, while only two dose levels were chosen in these studies, no



regarding these colors, including the validity of the studies cited for Sunset Yellow, Inquiries to Sean
Taylor, Ph.D., IACM Scientific Director, at— C B) C[p)

Marietta E. Bernot
Global Trade and Customs Advisor
Mars Incorporated

Direct: line:
::z:::;e‘-@c@



Dohegz, Jane H. 2
From: Subera-Wiggin, Debbie [Debbie.subera-
Sl

Wiggin C

Sent: Friday, January 15, 2010 10:22 AM

To: Doherty, Jane H.

Subject: RE: EU Color Warning Labels - Release of EFSA review
of 6 colors

Will see what Dennis has available? What times can we work with for you?

Debbie Subera-Wiggin, Consumer Safety Officer
International Policy Manager

International A ffairs Staff

Office of the Center Director/CFSAN/FDA

TEL:
FAX: = CE(;;D
E-MAIL: debbie.subera-wiggin-

From: Doherty, Jane H.~
Sent: Fﬁdayrt.)],ansgry 15, 2010 10:18 AM CB) Ca)

To: Subera-Wiggin, Debbie
Subject: RE: EU Color Warning Labels - Release of EFSA review of 6 colors

No worries. I'm so swamped, it’s pathetic. | appreciate youhelping me with this.
What's next Friday look like?

Can we do a phone call with Dennis?

Jane Doherty

Director, Sanitary and Phytosanitary A ffairs
Office of the United States Trade Representative
Executive Office of the President

Washington, DC ,
— (5)C2)

From: Subera-Wiggin, Debbie‘ ( B)
Sent: Friday, January 15, 2010 10:15 AM Cg)

To: Doherty, Jane H.
Subject: RE: EU Color Warning Labels - Release of EFSA review of 6 colors

When do you want to talk? Sorry did not get back to you sooner.



marietta.berno
Sent: Thursday, June 17, 2010 1:45 pp B(e)
To: Doherty, Jane H.; Clarkson Agustin, Melissa R.

-

steve.rizk*
Draft Listing of Color udies

6-15-10.xIs

Subject: EU Color Warning Label| -
Attachments: List of Studies for 6 colors

repro/developmental tox studies, genotoxicity/mutagenicity studies, intake/exposure/use, detection/detenninaﬁon ,
methods, and ‘other studies’. We also have a category for endocrine disruption studies but did not find relevant studies in
our literature search,

Please note that we have taken a com rehensive a a 0 prejudi i ion i
direction or another. We also did not make editorial decisions about the quality of the studies, or the quality of the journal
in which they were published. In some cases, there are studies included in the Jist that report adverse effects from intake
of one or more colors which were not considered valid by EFSA, the US F DA, and JECFA for various reasons.
Nevertheless we included them in the list for purposes of comprehensiveness. Yoy may find that such
comprehensiveness does not serve your purposes in discussions with the European Commission. |f that is the case then
we ask for the opportunity to further background you on the various studies before you go forward with the Commission.
Once that conversation occurs the list can be culied to provide only studies most relevant to your needs,

Thanks for all that you are doing. Best regards.

Marietta E. Bernot
Global Trade and Customs Advisor

Mars | ted
Direct. e CB) Cb)
Main:

Mobile: Y
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Doherty, Jane H. 5/

From: marietta.bernot CB)C(D)

Sent: Monday, April 12, 2010 4:21 PM

To: Doherty, Jane H.

Cc: Rochette, Peggy

Subject: EU Color Warning label - Kirk meeting and next steps

Hi Jane. Is it likely that the U.S. will request consultations with the EU on the color wamning label requirement? if S0,
would that message be given to Commissioner De Guchte during the meeting with Amb. Kirk?

We will continue to look for allies. Defintely going back to Canada and Australia and ask for stronger support. Also
looking at Argentina who has a manufacturer that will care about this, I We go to consultations maybe Switzerland and

others would be more vocal,
Thanks and regards.
Marietta E. Bernot

Global Trade and Customs Advisor
Mars incorporated

R (5)Co)
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( . D'oheEx, Jane H. | S
(B)(&)

From: marietta.bernot

Sent: Tuesday, October 13, 2009 12:38 PM

To: Doherty, Jane H.

Cc: PRochette

Subject: EU Color Warning Labe]

Attachments: EU Color Warning Label Requirement Information
Brief.pdf

Hi Jane. Here is the Paper we are using with industry on the EU color warning Iabel scheme. We did adopt the
suggestions of U.S. FDA. Thanks for your continuing help. Regards.

Marietta E. Bernot
Global Trade and Customs Advisor
Mars Incorporated

Direct: line:
| ()




The European Union Requirement for Warning Labels on Food Products
Containing Certain Synthetic Colors

Background

In December 2008 the European Parliament and the Council of Ministers approved the Regulation on
Food Additives (EC No. 1333/2008) which included as Article 24 the requirement that food containing any
of 6 designated colors must be labeled with the statement “/name or E number of the color] may have an
adverse effsct on activity and attention in children.” The inclusion of Article 24 was the result of a
compromise reached between Parliament and the European Commission to secure Parliament's support
for approval of the Regulation.

The implementation date for Article 24 is 20 July 2010. The EU notified the pending Regulation on Food
Additives to the WTO in 2006 but Article 24 in its present form was not included.

The colors designated as requiring waming labels are shown in the table below along with their approval
status in the European Union, United States, FAOMHO Joint Expert Committee on Food Additives
(JECFA), and Codex Alimentarius.

Color name/E # EU U.S. Approval Status JECFA ADI Codex General Standard
Approval (1) Mg/kg body weight for Food Additives
Status & Date Set {GSFA) (2)
Allura Red/E1298 Yes Yes. FD&C Red #40. GMP 7 (1881) Adopted in many food
categories’
Camoisine/E122 Yes Not approved for use in food | 4 (1983) Step 7
Ponceau 4R/E124 Yes Not approved for use infood | 4 (1983) Adopted in many food
categories’
Quinoline yellow/E 104 Yes Not approved for use in food 10 (1984) Step 7
Sunset Yellow/E110 Yes Yes. FD&C Yellow #8. GMP 2.5(1982) Adopted in many food
categories®
Tartrazine/E102 Yes Yes. FD&C Yellow #5. GMP_| 7.5 (164) Step 7

(1) U.S. FDA certifies each batch of food calor prior to use. GMP means use limited only by Good Manufacturing Practice.

' See hnp:le.eodexaHmmnu&neVgsfaonlhe/addlﬂvwdetails.html?d-3586470-o=2&ld=1 10&0-3586470-8=2
? See http://www.oodexalimentarius.neugsfaonline/additiveudetaus.htrnmd=1 30
’ See http:/lwww.codexaﬁmemarius.neﬂgsfaonlhe/addiﬁveudetails.html?m1 24
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All the colors are approved for use in the European Union and by many Governments around the world.
Three of the colors are not approved by the U.S. Food and Drug Administration (FDA) for use in food
because industry has not pursued approval.

The debate on food colors in the EU is driven in large part by strong Scandinavian opposition to their use.
The immediate catalyst for the European Parliament’s wamning label scheme was a study conducted at
Southampton University in the United Kingdom in 2007. Results were published in September 2007.4
The study concluded that the mixtures of a preservative, sodium benzoate, and the colors studied caused
hyperactivity in some children. As a consequence of the study, European food companies and retailers
were attacked in the media if their products included these colors. The media gave little attention to the

In March 2008 The European Food Safety Authority (EFSA) convened a Panel of experts in behavior,
child psychiatry, allergy and statistics to consider the study. EFSA concluded that the study provided
limited evidence that the mixtures of colors and sodium benzoate had an effect on the activity and
attention of children in the general population and that there was not enough evidence to change the
current limits or use of these additives. The Panel concluded:

“... the McCann et al. study provides limited evidence that the two different mixtures of synthetic colours and sodium

Since mixtures and not individual additives were tested in the study by McCann et al., it is not possible to ascribe the
observed effects to any of the individual compounds, The clinical significance of the observed effects also remains
unclear.

in the context of the overall weight of evidence and in view of the considerable uncertainties, such as the lack of
consistency and relative weakness of the effect and the absence of information on the clinical significance of the
behavioural changes observed, the Panel concludes that the findings of the study cannot be used as a basis for
altering the AD! of the respective food colours or sodium benzoate. *

Other food safety authorities concurred with the EFSA evaluation. These included the U.S. Food and
Drug Administration and the Australia-New Zealand Food Safety Authority.

* McCamn et al. Food additives and hyperactive behaviour in 3-year-old and 8/9-year-oid children in the community: a
randomised, double-blinded, placebo-controled trial. Lancet. (2007) 370(9598):1560-1567.

5 Scientific Opinion of the Panel on Food Additives, Flavourings, Processing Aids and Food Contact Materiais (AFC) on a request
frommeCommissiononﬂleresunsofﬂ'aesmdybyMt:Cannetal. (zoonmmeeﬂeammecobumandsodmbenzoateon
children’s behaviour. The EFSA Joumal (2008) 860, 1-5
(See http:/Mw.efsa.europa.eu/E FSA/efsa_locale-1 178620753812_1 173694848392,htm)
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Consequences for the Global Food Industry and Global Trade

The consequences for the food industry and food trade are very serious. Despite the exact wording, the
EU warning label scheme sends the ominous message that the designated colors could harm children’s
physical and mental well-being. No parent is likely to purchase food products for their household when
they are presented as posing a threat to their children.

Regardiess of individual company use of colors or presence in the European market, the EU waming
label scheme is recognized as a profound departure from science-based regulation. Manufacturers are
being told to wamn consumers of the negative effects of their products on children when in fact the alleged
negative effects are not proven. In fact, the preponderance of evidence shows no relationship between
food colors and hyperactivity in children.

The undermining of science- based regulation is a threat to the entire global trading system and puts
virtually all products at risk of accusations being rapidly translated into restrictive measures without prior
objective evaluation. Other nations have already begun to mimic the EU which presages a trend toward
deterioration of the science-based regulatory fabric that holds the global trading system together:

The European food industry assaciation, CIAA, the largest manufacturing sector, major employer and
exporter in the EU, expressed its concern to the European Government over the labeling requirement
stating that it set a “worrying precedent for future risk assessment decisions b y disregarding important
principles. Those are:

The need to underpin legislation with sound evidence;
The need for policy decisions to take into account recognised scientific evidencs, in this case the
opinion of EFSA;

» The need to undertake an appropriate regulatory impact assessment, which is actually stipulated
within the better regulation principles advocated by the EU institutions.”

The World Trade Organization’s Application of Sanitary and Phytosanitary Measures (SPS Agreement)
recognizes the right of member countries to determine their own level of sanitary or phytosanitary
protection and to apply that standard to domestic and imported products. At the same time, member
countries agree to base their SPS measures on scientific principles and a risk assessment. Both the SPS
and the Agreement on Technical Barriers to Trade encourage countries to base their regulatory measures
on international standards such as Codex and JECFA, and requires them to provide adequate justification
should they choose to impose a stricter standard. In this case, the European Union has ignored its own
food safety authority as well as internationally recognized standards and scientific evidence and has
chosen instead to implement this labeling scheme.

The Implications for Food Safety

Of potentially greater concem is the limited availability of safe aiternatives when manufacturers are
denied the use of safe synthetic color additives. From a food technology perspective, natural colors
derived from vegetables, fruits, plants, and insects may provide alternatives to the synthetic colors.
However, many of these alternatives lack a thorough safety evaluation performed by a competent
national authority or by JECFA. Reputable food companies are not willing to use a food additive whether
natural or synthetic in advance of fully developed safety dossiers.

Both natural and synthetic color additives also present technological challenges inciuding stability,
solubility, durability, and effect on nutrients in foods. All colors do not work in ali foods where color is
desirable. With respect to natural colors which are typically derived from fruits, vegetables, and plants
attention must also be given to sustainable supply, that i, the impact on food crops if large quantities of
source material are diverted from the food chain for use in food coloring.
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There is a genuine interest amang some consumers in “natural® food. Food manufacturers are
responding to this preference with new or modified products. As the industry works through the technical
and food safety challenges involved, consumers' right to make a choice can best be preserved by

October 2009
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