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| Boher_tx, Jane H. 6
o @ ®@w©

From: marietta.bernot

Sent: Monday, April 19, 2010 9:37 AM

To: Doherty, Jane H.; Rochette, Peggy

Cc: steve.risz &2

Subject: EU Color arning Label - Curre t Investigative Activity

Hello Jane and Peggy, In anticipation of Ambassador Kirk's meeting with Commissioner DeGuchte | want to advise you
of 3 initiatives underway that would justifiy a delay in implementation of Article 24 - the requirement that foods containing
certain synthetic colors carry waming labels. The 3 initiatives are:

Psychiatry/Psychology, Biostatistics, etc. is being assembled to evaluate the quality of the studies and strength
of the science in this area and answer the question "Do artificial colors alone or in combination cause or
exaggerate ADHD or its' symptoms ?". The goal is to complete this work and have it published in a peer
reviewed journal.

3. The U.S. Food and Drug Administration (FDA) has completed its own literature review on colors and
ADHD. FDA has reportedly identified an external expert panel to review these studies and provide their
opinion on the strength of the science. We are told that FDA is aiming to complete this review by the end of
2010. This review is expected to be an Evidence Based Review. An Evidence-Based Review (EBR) system is
an objective systematic science-based evaluation of the strength of the evidence to support or refute a statement.
It evaluates the strength of the scientific evidence to support a proposed relationship between a substance (e.g.,
color) and an outcome (e.g., ADHD). An EBR panel would first define and agree upon the question being
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. .Marienta E. Bernot
Global Trade and Customs Advisor
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Doheﬂ‘ Jane H. Z
@)

From: marietta.bernot

Sent: ~ Monday, March 08, 2010 3:39 PM

To: Doherty, Jane H.

Subject: Re: EU color warning labels - EU Trade Commissioner's
visit

Just thought it might be useful for Amb Kirk to. Flag as a fast emerging problem.

From: "Doherty, Jane H." [Jane__Doheﬂy— CB) CQ)

Sent: 03/08/2010 03:04 PM EST
To: Marietta Bernot
Subject: RE: EU color warning labels - EU Trade Commissioner’s visit

I’'m not sure what’s on the agenda. | can check, though | think we need to raise this at the technical level right now.

Jane Doherty

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

Washington, DC
B

Erom: marta oo a——— (3)( ()
Sent: Monday, March 08, 2010 1:31 PM

To: Doherty, Jane H.
Subject: EU color warning labels - EU Trade Commissioner’s visit

Hi Jane. | see the EU Trade Commissioner is here this week and will see Amb. Kirk on Friday | believe. Any chance the
color waming iabel might make it onto their agenda? Regards.

Marietta E. Bernot
Global Trade and Customs Advisor
Mars Incorporated
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Doherty, Jane H. f
From: marietta.berno B

Sent: Wednesday, June 09, 2010 2:48 PM
To: Doherty, Jane H.
Subject: Re: EU Color Warning label

I will immediately ask our science teams. Regards.

Marietta E. Bernot
Global Trade and Customs Advisor

Mars Incorporated
Bl

Direct: line:
Main:
Mobile: SNy

“Doherty, Jane H.” <J—a"_°_Q2b£__ CR)C%) To: “fharietta.berno! S — d.)) Cé)

cc:
06/09/2010 02:40 PM

Subject: Re: EU Color Warning label

Thank you for that! You must be reading my calendar again ... | had a meeting with the EU thig morning and am working
very hard to get this delayed. I think it's a good sign that they asked to meet with me. We're trying to find how we could
possibly get this deferred even if it is a regulation because we acknowledge the science is weak.

If we were to ask you to put together évery study available on the six colors. Can you tell me how much time you would
need?

Thank you,

Jane

Jane Doherty

Director, Sanitary and Phytosanitary Affairs
Office of the United States Trade Representative

From: marietta.bernot

To: Doherty, Jane H. * Cmc(p)

Sent: Wed Jun 09 14:04:52 2010
Subject: EU Color Warning label




Marietta E. Bernot
Global Trade and Customs Advisor
Mars Incorporated

Direct: line: SEGzGY |
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From: marietta. berno g —— CB(E)

Sent: Wednesday, May 26, 2010 12:44 PM
To: Doherty, Jane H.
Subject: EU color warning label

Marietta E. Bernot
Global Trade and Customs Advisor
Mars Incorporated

Direct: line: YN C B)C.b)

Main:

S
Mobile: SEE—~



Doher_tx, Jane H. Q
From: Sahagian, Margaret T.

Sent: Monday, June 07,2010 12:32 PM
To: Doherty, Jane H.
Subject: RE: EU color warning label

I'm assuming we still need to get this downstairg----| know you're swamped but when you can make the changes I'll be
sure to get it signed!

From: Doherty, Jane H.

Sent: Thursday, June 03, 2010 2:41 PM
To: Sahagian, Margaret T.

Subject: Re: EU color warning label

Darn, | can't do this on aBB.

I'll do it tonight and we'li get this done tomorrow. Ok?
Gracias!

Jane

Jane Doherty

Director, Sanitary and Phytosanitary Affairs

Office of the United States Trade Representative

From: Sahagian, Margaret T.

To: Doherty, Jane H.

Sent: Thu Jun 03 14:37:35 2010
Subject: RE: EU color warning label

Tartrazine , Quinoline Yellow, and Carmoisine) are widely used by the global food industry, including in

requirement does not appear to have scientific basis and thus will require some manufacturers to adapt their
manufacturing practices without cause.

From: Doherty, Jane H.

Sent: Wednesday, June 02, 2010 12:25 PM
To: Sahagian, Margaret T.

Subject: Fw: EU color warning label



Meg,

Could | ask you to prepare the clean document for ARK's signature and send it downstairs asap? Do you think we need to
do a cover memo explaining why he needs to sign this asap? CB) Cs)

Thank you!

Jane

Jane Doherty

Director, Sanitary and Phytosanitary Affairs
Office of the United States Trade Representative

From: Strickler, J. Sloane

To: Doherty, Jane H.

Sent: Thu May 27 12:29:19 2010
Subject: RE: EU color warning label

From: Doherty, Jane H.

Sent: Thursday, May 27,2010 11:09 AM
To: Strickler, J. Sloane

Subject: Re: EU color warning label

Gracias. | realize you're swamped.

Jane Doherty

Director, Sanitary and Phytosanitary Affairs
Office of the United States Trade Representative

From: Strickler, J. Sloane

To: Doherty, Jane H.

Sent: Thu May 27 11:08:00 2010
Subject: RE: EU color warning label

Looking at it now.

From: Doherty, Jane H.

Sent: Wednesday, May 26, 2010 5:26 PM
To: Strickler, J. Sloane

Subject: Fw: EU color warning label

Hey Sloane,
Have you cleared on the Kirk colors letter? | need to pass that on asap.

Thanks,

Jane

Jane Doherty

Director, Sanitary and Phytosanitary Affairs
Office of the United States Trade Representative




_From: ‘marietta.bemotﬂ C (D)
To: Doherty, Jane H.

Sent: Wed May 26 12:43:35 2010
Subject: EU color warning label

Just to let you know that one of our industry advisors in the EU is meeting with Dalli's Deputy Chief of Staff Dr. Nils
Behrndt on Tuesday 15 June to give further background from the EU perspective on the color warning label requirement.
Can you tell me whether the formal request for delay has been sent? Many thanks.

Marietta E. Bernot
Global Trade and Customs Advisor
Mars Incorporated

Direct: line: <Y

ity — R



Doheﬂ, Jane H. /4
marietta.bernot B)L&)

From:

Sent: , Friday, April 30, 2010 11:14 AM
To: Doherty, Jane H.

Cc: Rochette, Peggy

Subject: EU color warning label

Good morning Jane. Can you give us a read out on Amb. Kirk's discussion with the Commissioners on this issue? Also, |
would like to know if the U.S. has formally asked the EU for a delay of implementation of the regulation?

Marietta E. Bernot
Global Trade and Customs Advisor
Mars Incorporated

X e ?



Doheﬂ, Jane H. Q
CB()

From: marietta.bernot

Sent: Tuesday, May 11, 2010 4:16 PM
To: Doherty, Jane H.

Subject: EU color warning label

Hi Jane. | think you mentioned to me that Amb. Kirk did not have the chance to talk with de Gucht about the color issue
because the meeting was cut short. Can you tell me whether Amb. Kirk will send a letter to de Gucht saying that lack of
time prevented him from raising this issue but that he has requested through Commissioner Dalli a delay in
implementation in order to have a thorough review of the scientific material? Appreciate anything you can tell me as we
are trying to work on the other end as well. Also, is "delay" an open ended request with period of time yet to be
determined or more specific. Thanks and regards.

Marietta E. Bernot
Global Trade and Customs Advisor
Mars Incorporated

g (B)(6)



| Doheﬂ, Jane H. ‘Z

From: marietta.berno CBJCQ;)
Sent: Tuesday, May 11, 2010 6:25 PM

To: Doherty, Jane H.

Subject: Re: EU color warning label

Thanks as always. | think a letter to deGucht would be good as it shares within the Commission the concern and dare we
hope "responsibility." Regards.

Marietta E. Bernot
Global Trade and Customs Advisor
Mars Incorporated

Dirgcit ine:
o, ™ (D)

“Doherty, Jane H.” <Jane Doherty SEENEG— chg) To: <marietta.bermo N @C@)

[+ -H
05/11/2010 04:40 PM

Subject: Re: EU color waming label

Marietta,

We are sending a letter to Dalli asking for an indefinite delay (until they have the scientific evidence), but that draft is
currently in the internal clearance here at USTR. | had not prepared one for de Gucht, but am happy to ask senior
management if we can prepare that letter as well. You know we will do whatever we can to help.

Warm regards,

Jane

Jane Doherty

Director, Sanitary and Phytosanitary Affairs
Office of the United States Trade Representative

From: marietta. bernot (N CB)C@)

To: Doherty, Jane H.
Sent: Tue May 11 16:16:16 2010
Subject: EU color warning label

implementation in order to have a thorough review of the scientific material? Appreciate anything you can tell me as we
are trying to work on the other end as well. Also, is "delay" an open ended request with period of time yet to be

1



.~ determined or more specific. Thanks and regards.

Marietta E. Bernot
Global Trade and Customs Advisor
Mars Incorporated

. Direct: line: 4NN
Main:
Mig;le: C&)C@)



Doherty, Jane H.

From: marietta.bernotP

Sent: Thursday, September 24, ZOOQCQ?CSC:BGI)DM

To: Doherty, Jane H.

Cc: Rochette, Peggy

Subject: ' EU color warning label issue - EFSA review of the
Southhampton Study

Attachments: EFSA Review of Southhampton Study March 2008.doc;

Do Foods or Additives Cause Behavior Disorders Pro.pdf

shows definite improvement, g challenge ,
in a double-blind, placebo-controlled fashion under the Supervision of an expenenced physician would be necessary to

verify the relationship.

Marietta E. Bernot
Global Trade and Customs Advisor
Mars Incorporated

o
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Assessment of the results of the study by McCann et al. (2007) on the effect of some

colours and sodium benzoate on children’s behaviour [1] - Scientific Opinion of the Panel
on Food Additives, Flavourings, Processing Aids and Food Contact Materials (AFC)

Question number: EFSA-Q-2007-171

Adopted: 7 March 2008
Summary '@ (0.1Mb)

Opinion m {0.4Mb)
Summary

Following a request from the European Commission, the Panel on Food Additives, Flavourings,
Processing Aids and Food Contact Materials (AFC) was asked to assess the resuits of a recent study on
the effect of mixtures of additives on children’s behaviour and provide an opinion on the findings, taking
into account, if possible, other available scientific literature in the related area.

old children on the isle of Wight (Bateman et af,. 2004).
In this recent study the effects of two combinations of Tartrazine (E102), Quinoline Yellow (E104), Sunset

global hyperactivity aggregate (GHA) score was the main outcome of the study, and this parameter was
based on aggregated z-scores of observed behaviours and ratings by teachers, class room observers and
parents, plus, for 8- to 9- year old children, a computerised test of attention.

Mix A containing Tartrazine (E102), Ponceau 4R (E124), Sunset Yellow FCF (E110), Carmoisine (E122) and
sodium benzoate significantly increased GHA scores for all 3-year olid children compared to the placebo
control GHA scores (effect size 0.20 [C10.01 to 0.39), p<0.05).

Mix B containing Sunset Yellow FCF (E110), Carmoisine (E122), Quinoline Yellow (E104), Allura Red AC
(E129) and sodium benzoate had no effect on GHA scores in 3-year old children as compared to the
placebo control GHA scores (effect size 0.17 [CI -0.03 to 0.36)).

This resuit persisted when analysis was restricted to 3-year old children who consumed more than 85% of
juice and had no missing data (complete case group); in this analysis the effect of Mix A in the 3-year old
children was still significantly increased compared to placebo control (effect size 0.32 [C1 0.05 to 0.60,
p<0.05) but for Mix B no significant effect on GHA scores was observed (effect size 0.21 [CI -0.06 to 0.48)).
For the 8- to 9- year old children a significant effect of Mix A (effect size 0.12 [C1 0.02 to 0.23), p<0.05) or
Mix B (effect size 0.17 [C10.07 to 0.28], p<0.01) was seen when analysis was restricted to those children



consuming at least 85% of drinks with no missing data (complete case group). When all 8- to 9- year old
children that completed the study were taken into account, Mix A had no effect on the GHA scores
Compared to the placebo control (effect size 0.08 [CI -0.02 to 0.17)) and Mix B had a significant effect on
GHA scores (effect size 0.12 (C10.031t00.22) p<0.05).

those children who consume brightly coloured soft drinks. The level of éxposure to sodium benzoate is aiso
likely to occur.

more justifiable and conventional statistical model, and this was supplemented by a set of additional
analyses with the aim of aiding the interpretation of the resuits.

The Panel considers the re-analysis undertaken by EFSA, in which all single variables (minus the individual
baseline value for that variable) were considered without normalisation, so that each subject served as its-
own reference, as the most adequate. This re-analysis was undertaken both at the level of the individual
parameters as well as on the aggregated scores.

Based on the resuits obtained it was concluded that the analysis with the recalculated GHA score led to
broadly similar conclusions to that in the original paper by McCann et al, except for the following:

was increased slightly;

(2) For the 8- to 9- year age group, the Mix A versus placebo comparison was no longer statistically significant in
any of the three consumption groups.
In addition the data were analysed on the basis of a modified GHA score in which the parental scores were

parental scores, teacher scores and observer scores, and, in the case of 8- to 9-year old children, computer-
based scores. There is a suggestion from these analyses that the statistically significant effects seen in the

The Panel concludes that the McCann et al. study provides limited evidence that the two different mixtures
of synthetic colours and sodium benzoate tested had a small and statistically significant effect on activity and

colours in particular.

However, it is not possible to assess the overall prevalence of such sensitivity in the general population and
refiable data on sensitivity to individual additives are not available.

The clinical significance of the observed effects aiso remains unclear, since it is not known whether these

were to be included in such a study.
There are thus a number of uncertainties that are apparent from this new research, some of which are
echoed in earlier research. These include:



e the limited consistency of the results with respect to age and gender of the children, the effects of
the two mixtures of additives tested and the type of observer (parent, teacher or independent
observer);

® the unknown clinical relevance of the novel metric, i.e. the GHA score;

¢ the unknown relevance of the small effect size (as was also seen in the meta analysis of earlier
studies by Schab and Trinh, (2004));

® the fact that the study has not been designed to identify the effects of individual additives;

® alack of information on dose-response;

e the lack of a biologically plausible mechanism for induction of behavioural effects from consumption
of food additives.

The Panel concludes that the McCann ef al. study provides limited evidence that the two different mixtures
of synthetic colours and sodium benzoate tested had a small and statistically significant effect on activity and
attention in children selected from the general population excluding children medicated for ADHD, although
the effects were not statistically significant for the two mixtures in both 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.

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 ADI of the respective food colours or sodium benzoate.

[1] For citation purposas: Scientific Opinion of the Panel on Food Additives, Flavourings, Processing Aids and Food Contact
Materials (AFC) on a request from the Commission on the results of the study by McCann et al. (2007) on the effact of some
colours and sodium benzoate on children’s behaviour. The EFSA Journal (2008) 680, 1-5

Two members of the Panel did not participate in the discussion on the subject referred to above because of possible conflict with
declared interasts.

Statistical report ‘@ (1.8Mb)
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Do Foods or Additives
Cause Behavior Disorders?

744

£ " Narlita V. Cruz, Mo?

ttention-deficit/hyperactiv-
ity disorder (ADHD) is the
most commonly diagnosed be-

havioral disorder in childhood, with a
prevalence of 4% to 12% of elementary
school population, affecting three boys
to every girl.! Children with ADHD of-
ten have poor scholastic performance,
impaired family and peer relationships,
and other co-existing developmental and
psychiatric disorders. With the shortage
of mental healthcare providers, pediatri-
cians and other primary care physicians
provide the majority of care for such
children. In a recent study of pediatric
practices in North Carolina, 15% of
children were found to have behavioral
disorders, with ADHD the most frequent

Dr. Cruz is senior fellow and Dr. Bahna is
professor and chief, Section of Allergy and Im-
munology, Louisiana State University Health
Sciences Center, Shreveport, LA,

Address reprint requests to: Sami L. Bahna,
MD, DrPH, Allergy and Immunology Section,
Louisiana State University Health Sciences
Center, 1501 Kings Highway, Shreveport, A
71130-3932; or e-mail sbahna@lsuhsc.edy,

and Sami E. Bafina, MD, Brp'.‘.ﬁ EE

diagnosis.2 Another recent survey re-
ported that about half of pediatricians
conduct three or more new evaluations
for ADHD per month.?

ADHD has gained much popularity
among parents and schoolteachers and
periodically is highly publicized by the
media. In fact, many children are labeled
“hyperactive” based merely on the per-
sonal impression of a parent or a teacher.
The diagnosis should be based on spe-
cific standardized criteria published in
the Diagnostic and Statistical Manual of
Mental Disorders (DSM) by the Ameri-
can Psychiatric Association (Sidebar,
see page 748).4

Multiple etiologies have been pro-
posed for childhood behavioral prob-
lems, including ADHD. It is generaily
accepted that ADHD is a complex, mul-
tifactorial disorder. Underlying factors
include any or combination of genetics,
perinatal events, environmental causes,
neurobiological mediators, and psycho-
social influences. An association between
food additives and behavior disorders in
children was suggested many years ago
and continued to gain momentum, par-
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ticularly in the 1970s, after a publication
by Benjamin Feingold.’ The introduction
of this hypothesis generated conflicting
reactions from health care professionals
and the public. The purpose of this article
is to provide a balanced review of the lit-
erature, both in support and against the
possibility of such a relationship (Table,
see pages 750-751).

HYPERACTIVITY AND DIET

Feingold® postulated that some chil-
dren have a genetic predisposition to
hyperactivity, triggered by certain food
components. He proposed that such chil-
dren improve on a diet free of artificial
flavors and colors and natural salicylates,
which he used in his pediatric practice.
He reported dramatic improvement in
about 50% of children with hyperactivi-
ty who followed his proposed diet. Even
though Feingold’s hypothesis was based
on anecdotal evidence, his proposed diet
received wide publicity. Supported by
certain groups of parents of hyperactive
children, “Feingold Associations” were
formed throughout the United States. A
positive corollary was the generation of
interest by several inves-
tigators to study the
relationship  be-
tween diet and
childhood
behavior.

PEDIATRIC ANNALS 35:10 | OCTOBER 2006

REPORTS THAT MAY SUPPORT THE
RELATIONSHIP

A few studies reported that food dyes,
preservatives or other additives could ad-
versely influence behavior in children. In
such studies, the children’s behavior was
assessed primarily by parents, school
teachers, or other professionals,

In a double-blind study, Conners et
al’7 studied 15 hyperactive boys (ages 6
to 12) who met DSM-/I criteria and were
given either the Feingold diet or a control
diet for 4 weeks. The teachers reported
significant reduction in hyperkinetic

Symptoms on the Feingold diet. Such
an apparent improvement was neither
observed by the parents nor reproduced
when the order of giving the two diets
was reversed. The authors concluded that
further studies were required before defi-
nite recommendations were made,

In further testing the Feingold hy-
pothesis, 36 school-age boys (ages 6 to
12) and 10 of preschool age (ages 3 to
5) were randomly assigned in a double-
blind, crossover study to either the Fe-
ingold diet or a control diet for 3 to 4
weeks.® The participants were selected
on the basis of a physician's diagnosis
of hyperkinetic behavior or according to
a Conners Parent-Teacher Score of 150r
greater, indicative of moderate to severe
behavioral disruption. Only four of the
36 school-age children showed improve-
ment on the Feingold diet by both parent

and teacher behavior ratings. No chang-

o
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level of the child:
Inattentive

Hyperactive-impuisive
Often squirms and fidgets
Often can't stay seated

Often talks excessively

functioning,

or personality disorder),

es were noted by neuropsychological
testing or in observer ratings. In the 10
preschool boys, however, all 10 mothers
and four of the seven fathers reported
improvement in behavior in response to
the Feingold diet.

In another study of 13 hyperkinetic
children ages 3 to 10, parent ratings were
recorded within 3 hours after the children
ate cookies containing artiticial colors or
cookies without colorings.® The parents

748

Often runs/climbs excessively

Often has difficulty remaining quiet during play or leisure activities
Often blurts out answers before questions are finished

Often “on the go,” acts as if "driven by a motor*

stic Criteria for
Hygeractivity Disordeyr

* Six of the following sympto of inattention and/or hyperactivity—-
im:him:'qpaﬂmmalmﬁmgmdlnmdmmﬂnm

Often fails to give close attention to details, makes careless mistakes
Often has trouble sustaining attention in tasks/activities

Often does not seem to listen

Often does not follow through on instructions

Often has trouble organizing tasks

Often avoids/dislikes tasks requiring sustained mental effort

Often loses important things

Often easily distracted by extraneous stimuli

Often forgetful In routine activities

Often has difficulty awaiting tum in play/activity

Often interrupts/intrudes on others
-&mdmnmmuamimpaimnmbmmz
-Prmmofsymptonuintwwmsetmg(q,husdnd,wl}.
-Emmmmm&mmmmmumm
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reported that the children’s behavior was
worse following eating cookies with the
colorings compared with the placebo.

A study from Australia investigated
the possible role of tartrazine in 34 chil-
dren (ages 2 to 14) referred for hyper-
activity (23 strongly suspected reactors
and 11 uncertain reactors) and 20 con-
trols.'” The children were maintained on
a dye-free diet and then each morming
for 21 days were given a placebo or tar-

trazine in a capsule or added to orange
Juice. After a 3-day placebo administra-
tion, tartrazine was given in one of six
doses (1, 2, 5, 10, 20, or 50 mg), with at
least 2 days between doses. Each child
was his or her own control regarding
change in behavior. The investigators
identified consistent behayioral changes
in 24 of the 54 participants: 82.6% of
the suspected reactors, compared with
27.3% of the uncertain reactors and 10%
of controls. The changes observed in
younger children (ages 2 to 6) were con-
stant crying, irritability, restlessness, and
disruptiveness. The changes in the older
children (ages 7 to 14) were irritability,
aimless activity, whining, and unhappi-
ness. Interestingly, all 24 reactors were
atopic, with a history of asthma, eczema,
or allergic rhinitis. Therefore, the change
in behavior cannot be directly attributed
to the change in diet,

Some investigators used a mixture
of multiple food colorings for challenge
rather than single agents. Swanson and
Kinsbourne!! investigated 40 children;
20 were considered as hyperactive, with
an average score of 16.2 on the Conners
Rating Scale (CRS) and a favorable re-
sponse to stimulant medications, and
the other 20 had a lower average CRS
score of 12.3 and were considered not
hyperactive. After 3 days of a diet free
of dyes and other additives, oral chal-
lenges with either a blend of nine food
dyes (total 100 or 150 mg) or placebo
were administered to 10 children of each
group on days 4 and 5. The findings sug-
gested that food dyes (in this large dose)
decrease attention span in hyperactive
children. However, CRS showed no dif-
ference between the dye and placebo
intake periods. The performance of the
nonhyperactive group was not affected
by the food dye challenge.

Pollock and Warner'? evaluated 39
children (ages 2 to 15) whose behavior
was reported by parents to improve on
an additive-free diet. The children were
challenged with a capsule containing a

PEDIATRIC ANNALS 35:10 | OCTOBER 2006



12.5 mg dye mixture (tartrazine, sunset
yellow, carmoisine, and amaranth) given
daily for a week on two occasions, sepa-
rated by 3-week daily intake of placebo
capsules. In the 19 children who com-
pleted the trial, the intake of food dyes
was associated with an adverse
effect on daily CRS scores
in 17 (89.5%) children.

A recent double-
blind, placebo-con-
trolled  crossover
challenge was con-
ducted on 277 chil-
dren (ages 3.2 to
4.1) in England.?
The children were
divided into four
groups based on as-
sessment of hyperactivity
and presence or absence of
atopy, then randomly assigned to fruit
Jjuice with 20 mg of artificial colorings
(sunset yellow, tartrazine, ponceau, and
carmoisine) plus 45 mg of sodium ben-
zoate or to placebo fruit juice for 1 week
each. Behavior was assessed weekly by
research psychologists using validated
tests, as well as daily by the parents using
the Weiss-Werry-Peters Activity Scale. !¢
There was significant reduction in hy-
peractivity during the initial elimination
of dyes and benzoates. In addition, the
parents reported greater increases in hy-
peractivity during the active challenge
than the placebo. These effects were not
related to the initial presence or absence
of hyperactivity or atopy. The investiga-
tors concluded that there seems to be a
general adverse effect noticed by parents
of artificial food dyes and benzoate on
the behavior of preschool children.

A widespread belief is that sweeteners
(natural or artificial) cause hyperactivity
in some children. Our literature search
revealed very few studies that might sup-
port this belief. In a retrospective study,
dietary records of 28 hyperactive children
(ages 4 to 7) were reviewed and compared
with the child’s behavior as observed by

PEDIATRIC ANNALS 35:10 | OCTOBER 2006

an independent professional.'s It was
noted that the amount of sugar consumed
correlated significantly with increased
aggressive—destructive and restless be-
haviors. The literature contains a few ad-
ditional anecdotes about such a relation-
ship but without any systematic
studies.'s-1?

Bradstock et al.'® analyzed 231
consumer complaints of adverse ef-
fects of aspartame, 69% of which were
neurobehavioral in nature. However,
the authors found no definite symptom
complex that suggests a health hazard to
aspartame.

DATA THAT REFUTE THE
RELATIONSHIP

Several double-blind, placebo-con-
trolled studies do not support the rela-
tionship between food additives and
behavior disorders. In 1978, Harley et
al." studied nine hyperactive boys who
were the most responsive to the Fein-
gold diet in a previous study.® The food
of the entire family was limited to the
Feingold diet for 11 weeks. Following
a 4-week baseline period, the children
were subjected to multiple double-blind,
placebo-controlled crossover challenges
with cookies or candy bars that contain a
mixture of artificial food colors or place-
bo. No adverse effects on behavior were
observed according to parent or teacher
ratings, classroom observation, or psy-
chological testing. One child exhibited
extreme behavior disruption but was

discovered to be receiving the placebo
cookie during that period.

Levy et al?® conducted a double-
blind, placebo-controlled, crossover
study on 22 hyperactive children, ages 4
to 8, using a tartrazine challenge (5 mg
in biscuits). They found no significant
differences in the children’s behavior

A few studies reported that food dyes,
preservatives, or other additives could
adversely influence behavior in children.
In such studies, the children’s behavior
was assessed primarily by parents, school

teachers, or other professionals.

by Conners parent-teacher ratings or by
standard neuropsychological testing.

In 1980, Weiss et al2! reported a
study on 22 children, ages 2.5 to 7,
with behavior problems and histories of
marked improvement on the Feingold
diet. The children were challenged in a
double-blind, placebo-controlled fash-
ion with 35.6 mg/day of a mixture of
seven artificial food dyes in a soft drink
on 8 separate days. There was no overall
effect of the challenge in 21 of the 22
children, based on parental observation.
One 34-month-old child seemed to react
consistently to food coloring but not to
the placebo.

In another series, 11 hyperactive chil-
dren (ages 4 to 13) with histories of re-
markable response to the Feingold diet
underwent double-blind, placebo-con-
trolled crossover challenge with cook-
ies containing food coloring mixture
(13 mg/cookie) or placebo cookies for |
week each. The children received one
cookie the first day with an additional
cookie each day to a maximum of six
cookies on days 6 and 7. No change in
behavior was noted by parents, teachers,
or psychiatrists,
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David® studied 24 children (ages
1.6 to 12.4) whose parents reported
that tartrazine caused severe, immedi-
ate behavioral change, with six having
a similar reaction to benzoic acid. The
children underwent a double-blind, pla-
cebo-controlled challenge in the hospital
with tartrazine or benzoic acid in pure
orange juice or a blackcurrant drink. The
tirst challenge dose was 50 mg, followed
by 250 mg 2 hours later. No change in
behavior was noted by parents or the
nursing staff to any of the
challenges. Twenty-two
patients returned to a
normal diet without
any food related
problems. The par-
ents of one patient,
who was only tak-
ing three foods at
the time of investi-
gation, refused to ac-
cept the negative result
of their child’s challenge
test. One family declined fol-
low-up and also insisted on continu-
ing with the diet.

A meta-analysis by Kavale and For-
ness of 23 published studies indicated
that diet modification had negligible ef-
fects on hyperactivity.* They concluded
that the existing research at that time had
not validated the Feingold hypothesis and
that diet modification be questioned as an
efficacious treatment for hyperactivity.

The claimed association of sugar and
hyperkinesis has been refuted by sev-
eral studies. Fifty hyperkinetic children
(ages 5 to 17) described by their mothers
as having behavioral reactions to natural
sugar were challenged blindly to lemon-
ade containing sugar (sucrose) or sac-
charin as a placebo sweetener.”> None
showed consistent response to sugar and
the parents could not differentiate be-
tween the two challenges. Subsequently,
49 of the participants were given phar-
macotherapy for hyperkinesis, with
good response.
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Wolraich et al.” studied 32 hyperac-
tive boys in a double-blind, placebo-con-
trolled crossover challenge in a clinical
research center. While on a sucrose-free
diet, the children were challenged with
a drink containing either sucrose or pla-
cebo (aspartame). In 16 of the group, the
challenge drink was given 1 hour after
lunch and in the other 16 in the morming
after an overnight fast. Behavioral and
cognitive evaluation were done at base-
line, 0.5 hour after the challenge and
continued every 0.5 hour

for approximately 2.5
hours. Neither group
showed a difference between
sucrose and aspartame effects on
behavior. The conclusion remained the
same when the analysis was limited to
20 children whose parents claimed that
sugar adversely affected their behavior.
Wender and Solanto?” evaluated the
response of 17 children with ADHD and
nine age-matched normal controls to the
ingestion of orange drink of the same
taste using either 35 gm of sucrose, 175
mg of saccharin, or 175 mg of aspartame
on three separate days. Stimulant medica-
tions were discontinued for at least 2 days
prior to testing. Cognitive attention and
aggressive behavior were assessed for 4
hours: hourly in the playroom for behav-
ior, and every 2 hours on performance
task. No significant effect of sugar, sac-
charin or aspartame on the aggressive be-
havior of either group was observed.
Another study examined the effects
of a diet high in sucrose or aspartame on
the behavior of two groups: 23 children
(ages 6 to 10) who were described by

their parents as adversely affected by sug-
ar and 25 children (ages 3 to 5) without
such a history.” The children and their
families followed three different diets
for 3 weeks each in a blinded, three-way
crossover fashion. One diet was high in
sucrose with no artificial sweeteners; a
second diet was low in sucrose and con-
tained aspartame; and the third was low
in sucrose and contained saccharin as a
placebo. The children were assessed bya
standard set of behavioral and cognitive
variables, 39 for school-age children and

A meta-analysis by Kavale and Forness
of 23 published studies indicated that diet
modification had negligible effects
on hyperactivity.

31 for preschool children. The alleged
sugar-sensitive school children showed
no significant differences regarding the
three diets. In the preschool group, four
of the 31 behavioral variables differed
significantly among the three diets, but
there was no consistent pattern.

Aspartame has been implicated to
cause behavioral changes in anecdotal
reports.’ Shaywitz et al.? studied 15
children (ages 5 to 13) with attention-
deficit disorder who were challenged
in a double-blind, placebo-controlled
crossover design to aspartame (at greater
than 10 times the usual intake) or pla-
cebo (microcrystalline cellulose) for
2-week periods. Parents and teachers
assessed the children’s behavior. The
children were also admitted for 2 days in
a study center for cognitive tests, com-
plete blood count, and several biochemi-
cal tests. No significant differences were
noted in behavior and cognitive evalua-
tion or in any biochemical test.

PARENT BELIEFS
Despite the very limited scientific ev-
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idence to support a relationship between
food additives and behavioral changes,
many parents continue to believe the
relationship exists. With the increasing
acceptance of natural and homeopathic
therapies, some parents may seek dietary
management instead of pharmacologic
agents. Foods devoid of food additives
appeal to parents who may be averse
to commercial food processing. Media
sources, especially the wide use of the
Internet, unfortunately tend to perpetu-
ate information that may appeal to the
public without scientific evidence.

It also may be easier for the parents to
accept the idea that their child’s behay-
ioral problem is due to a dietary factor
rather than to psychosocial issues that
are olten dilticult to evaluate and tackle.
The perceived favorable effect of certain
elimination diets might be attributed to
the fact that it gives the family a sense
of solving the problem and provides the
child with substantial attention.

CASE REPORTS

We evaluated one 8.5-year-old girl
with a history of allergic rhinitis who,
according to the mother, had behavioral
disorder since age 6. The family repeat-
edly noticed that, within minutes to less
than an hour after eating chocolate, the
child becomes “aggressive, nasty, talks
back, refuses to follow directions, bully
both physically and verbally.” Skin prick
testing, primarily for allergic rhinitis,
was done to aeroallergens, as well as to
cocoa, at the mother’s request. The child
showed positive tests to several aeroaller-
gens, but not to cocoa. To further assure
the mother, cocoa-specific IgE antibody
was obtained and was also negative. Two
double-blind, placebo-controlled chal-
lenges to cocoa caused no abnormal be-
havior during observation for 3 hours in
the clinic or later at home. After the child
was assured of the absence of chocolate
“allergy,” she was openly challenged
with three types of chocolate, without
any adverse effects. The result was rein-
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forced to the mother and the child, who
subsequently continued to eat chocolate
without any problems.

We also evaluated an 1 1-year-old boy
with behavior problems for several years
that the mother believed to be food-re-
lated. He was diagnosed with ADHD
at age 9, but his mother refused giving
him specific medications. The child had
cochlear implants and attends a special
program in school for the hearing-im-
paired. The mother reported that, within
30 minutes to an hour of ingesting red
dye or artificial sweeteners in soft drinks,
he becomes “hyperactive, defiant, angry,
wild, beats the dog and on three occa-
sions pulled a steak knife at his mother
and older sister.” The school was not of-
fering him foods or drinks with red dye
or artificial sweeteners, yet the teachers
reported that he “ignores requests, refus-
es directions, pushing, hitting, tripping,
cries or gets angry when being correct-
ed.” Double-blind, placebo-controlled
challenges® were done with red dye #3
(erythrosine), red dye #40 (allura red),
yellow dye #5 (tartrazine), aspartame,
saccharin, and placebo (glucose). Dur-
ing each of these visits, no misbehavior
was noted during a 3-hour observation
in the clinic, or later at home.

ROLE OF HEALTHCARE
PROFESSIONALS

When parents seek professional help
regarding a child’s behavioral disorder
for possible relationship to foods, addi-
tives or sugar, it would be prudent first to
establish the diagnosis of ADHD based
on specific criteria (Sidebar). Also, rel-
evant practice guidelines have been
published by the American Academy
of Pediatrics.’' Therefore, such parents
should be counseled with empathy about
the limited evidence of such a relation-
ship. The family often expects “allergy
testing” to reveal the specific agent.
However, routine allergy skin testing or
blood tests are primarily for immuno-
globulin E-mediated reactions, and there

is no evidence for such mechanism in
behavioral disorder,

Out of heightened concemn by the
National Institutes of Health about the
widespread belief of diet as a cause of
childhood hyperactivity, a Consensus
Development Conference was held.2 A
scientific panel listened to presentations
by researchers, clinicians, and parents.
The panel concluded that there is “a lim-
ited positive association between ‘the
defined diet’ and a decrease in hyperac-
tivity. Some hyperactive children dem-
onstrated less evidence of hyperactivity
on defined diets, or modifications there-
of, than on an appropriate control diet.
Such decreases involved only a small
proportion of patients; furthermore, the
decreases in hyperactivity were not ob-
served consistently.” The panel recom-
mended that elimination diets generally
should not be instituted in the manage-
ment of childhood hyperactivity, but that
a trial of dietary intervention or continu-
ation of such a diet in children whose
parents observe benefits may be reason-
able. Nevertheless, consideration of all
other traditional therapies should be inj-
tiated before any diet is considered.

With continued good relationships
among the physician, parents, and pa-
tient, the family is likely to be more open
to scientific approaches to evaluation and
therapy. Although we strive for evidence.-
based practice, in certain instances, the
practitioner may yield to a harmless
management claimed by parents as ben-
eficial. It may be reasonable to agree on
the avoidance of a specific food or ad-
ditive that the family strongly believes
to be causing behavioral problem in the
child, even if it is a placebo effect.

SUMMARY

The possible role of foods or additives
in causing behavioral disorders in chil-
dren, particularly ADHD, has been a con-
troversial subject both among health care
providers and the public. However, a criti-
cal review of the literature provides very
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limited support for such a relationship. On
encountering such cases, the healthcare
professional should first establish an ac-
curate diagnosis of the suspected “abnor-
mal” behavior based on specific standard
criteria. It is important to counsel the fam-
ily regarding the standard of care practice
and about the limited evidence of a role
of foods and additives in causing behav-
ior problems. If parents strongly suspect a
specific dietary item, a trial of elimination
may be warranted. If the child’s behavior
shows detinite improvement, a challenge
in a double-blind, placebo-controlled
fashion under the supervision of an expe-
rienced physician would be necessary to
verify the relationship,
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'Doher_tx, Jane H. Ci

From: Sahagian, Margaret T.

Sent: Monday, June 07, 2010 3:53 PM

To: Doherty, Jane H.

Subject: FW: EU color warning label

Attachments: ARK to Dalli on colors ijss CLEAN.doc: ARK to Dalli on

colors jss.doc

Dear John,
It was my pleasure to meet with you during your recent visit to Washington. Once again, our discussions

support implementation of the measure,

As [we/our staffs] have discussed previously, the United States remains concerned about the apparent lack of
scientific basis for a warning statement requirement and the potential negative impact on trade that may result
from such a requirement. Many of the specified color additives (Sunset Yellow, Allura Red, and Ponceau 4R,
Tartrazine/, Quinoline Yellow, and Carmoisine) are widely used by the global food industry, including in
confectionary products and beverages.

In 2007, the University of Southampton released a much criticized study regarding the potential link between

the use of these color additives in children’s food and hyperactivity. In November 2009, the European Food

request that the Directorate-General for Health and Consumers (SANCO) delay the J uly 2010 implementation
date until scientific evidence exists to support the measure.

Best regards,

Ron Kirk



From: Doherty, Jane H.

Sent: Wednesday, June 02, 2010 12:25 PM
To: Sahagian, Margaret T.

Subject: Fw: EU color warning label

Meg,

Could I ask you to prepare the clean document for ARK's signature and send it downstairs asap? Do you think we need to
do a cover memo explaining why he needs to sign this asap? Mars is pressuring me to get this out.

Thank you!

Jane

Jane Doherty

Director, Sanitary and Phytosanitary Affairs
Office of the United States Trade Representative

From: Strickler, J. Sloane

To: Doherty, Jane H.

Sent: Thu May 27 12:29:19 2010
Subject: RE: EU color warning label

alone. Cheers.

From: Doherty, Jane H.

Sent: Thursday, May 27, 2010 11:09 AM
To: Strickler, J. Sloane

Subject: Re: EU color warning label

Gracias. | realize you're swamped.

Jane Doherty

Director, Sanitary and Phytosanitary Affairs
Office of the United States Trade Representative

From: Strickler, J. Sloane

To: Doherty, Jane H.

Sent: Thu May 27 11:08:00 2010
Subject: RE: EU color warning label

Looking at it now.

From: Doherty, Jane H.

Sent: Wednesday, May 26, 2010 5:26 PM
To: Strickler, J. Sloane

Subject: Fw: EU color warning label



Hey Sloane,

Have you cleared on the Kirk colors letter? | need to pass that on asap.

Thanks,

Jane

Jane Doherty

Director, Sanitary and Phytosanitary Affairs
Office of the United States Trade Representative

trom: s D
o T i (BCe)

Sent: Wed May 26 12:43:35 2010
Subject: EU color warning label

Just to let you know that one of our industry advisors in the EU is meeting with Dalli's Deputy Chief of Staff Dr. Nils
Behrndt on Tuesday 15 June to give further background from the EU perspective on the color wamning label requirement.
Can you tell me whether the formal request for delay has been sent? Many thanks.

Marietta E. Bernot
Global Trade and Customs Advisor
Mars Incorporated

Direct: line: N, CB)C@

Main:
Mobile:



Sahagian, Margaret T.

Sent: Monday, June 07, 2010 4:58 pPMm
To: Doherty, Jane H.
Subject: RE: EU color warning label

What's John's last name and where is he from and do you have an address | can attach to the letter?

From: Doherty, Jane H.

Sent: Monday, June 07, 2010 4:07 PM
To: Sahagian, Margaret T.

Subject: Re: EU color warning labe|

Thanks Meg for sending this downstairs|

Jane

for Health and Consumers (SANCO) delay the July 2010 implementation date until scientific evidence exists to support
the measure. Best regards, Ron Kirk

Jane Doherty

Director, Sanitary and Phytosanitary Affairs

Office of the United States Trade Representative

From: Sahagian, Margaret T.

To: Doherty, Jane H,

Sent: Mon Jun 07 15:52:32 2010
Subject: FW: EU color warning label



Dear John,

It was my pleasure to meet with you during your recent visit to Washington. Once again, our discussions
focused on the need to ensure that our respective food safety measures are based on scientific evidence. It is
with that intention in mind that | write to ask you to delay implementation of Atrticle 24 of the European
Union’s Regulation (EC) No 1333/2008 on food additives, which requires warning statements on food products
that contain one or more of six specified color additives, until sufficient scientific evidence is available to
support implementation of the measure.

As [we/our staffs | have discussed previously, the United States remains concerned about the apparent lack of

requirement does not appear to have scientific basis and thus wil] require some manufacturers to adapt their
manufacturing practices without cause.

The potential trade effects of such a requirement are significant. Depending on the number of colors included
in the product, the proposed regulation will impose costs on manufacturers that may range from a few million to
$34 million per manufacturer. In addition, a number of U S, firms are reporting that some retailers in the EU
will not allow candy with warning labels to be sold in their outlets, further burdem'ng trade.

Given our mutual interest and obligation to apply only science-based sanitary and phytosanitary measures, |
would propose that our regulatory authorities meet to exchange relevant scientific data to resolve this serious
trade concern in the spirit of ongoing cooperation as soon as possible. While that work continues, [ respectfully
request that the Directorate-General for Health and Consumers (SANCO) delay the J uly 2010 implementation
date until scientific evidence exists to support the measure.

Best regards,

Ron Kirk

From: Doherty, Jane H.

Sent: Wednesday, June 02, 2010 12:25 PM
To: Sahagian, Margaret T.

Subject: Fw: EU color warning label

Meg,

Could I ask you to prepare the clean document for ARK's signature and send it downstairs asap? Do you think we need to
do a cover memo explaining why he needs to sign this asap? ‘ CB)

2



Thank you!

Jane

Jane Doherty

Director, Sanitary and Phytosanitary Affairs
Office of the United States Trade Representative

From: Strickler, J. Sloane

To: Doherty, Jane H.

Sent: Thu May 27 12:29:19 2010
Subject: RE: EU color warning label

From: Doherty, Jane H.

Sent: Thursday, May 27, 2010 11:09 AM
To: Strickler, J. Sloane

Subject: Re: EU color warning label

Gracias. | realize you're swamped.

Jane Doherty

Director, Sanitary and Phytosanitary Affairs
Office of the United States Trade Representative

From: Strickler, J. Sloane

To: Doherty, Jane H.

Sent: Thu May 27 11:08:00 2010
Subject: RE: EU color warning label

Looking at it now.

From: Doherty, Jane H.

Sent: Wednesday, May 26, 2010 5:26 PM
To: Strickler, J. Sloane

Subject: Fw: EU color waming label

Hey Sloane,
Have you cleared on the Kirk colors letter? | need to pass that on asap.

Thanks,

Jane

Jane Doherty

Director, Sanitary and Phytosanitary Affairs
Office of the United States Trade Representative

roorm: marietta.bermo o
To: Doherty, Jane H. CB) C(">



Sent: Wed May 26 12:43:35 2010
Subject: EU color warning label

Just to let you know that one of our industry advisors in the EU is meeting with Dalli's Deputy Chief of Staff Dr. Nils
Behrndt on Tuesday 15 June to give further background from the EU perspective on the color warning label requirement.
Can you tell me whether the formal request for delay has been sent? Many thanks.

Marietta E. Bernot

Global Trade and Customs Advisor
Mars Incorporated
Direct: line:

Main: D (3)(;@
Mobile: NN




Dohegx, Jane H. / Z
From: marietta.bernot (EE——  (B)(()

- Sent: Monday, April 12, 2010 12:28 PM
To: Doherty, Jane H.
Cc: Rochette, Peggy
Subject: EU color warning label - WTO SpPS Committee
Attachments: CAOBISCO report on WTO SPS Committee meeting.doc

Marietta E. Bernot
Global Trade and Customs Advisor .
Mars Incorporated

Dirt.ec't: line:
o (BW)



CAOBISCO

Association des industries de la Chocolaterie, Biscuiterie et Confiserie de I'UE *  Association of the Chocolate, Biscuits and Confectionery Industries of the EU

Tel : +32/2/539.18.00 Fax: +32/2/539.15.75 E-mail cavbisco@caobisco.be Website : www.caobisco.com
Ref : 711-2010-364 Pour/For : RSC
Date : 12.04.2010 De la part de/From : Pénélope Alexandre

Dear members,

FYI, US has raised the EU warning labeling requirement concerning the Southampton
colors at the WTO SpS Committee meeting in March and also has urged the EU to delay
the implementation of the labeling requirement. Here is an excerpt of the US report on
the SPS related trade barriers,

2010 REPORT ON SANITARY AND PHYTOSANITARY MEASURES (USTR)
htto://www.ustr.qov/sites/default/ﬁies/SPS%2OReoort%ZOFinai%282%29.Ddf

Food Safety
Food Additives

use in drugs, Cosmetics, and medical devices.) The inclusion of such a statement on a
wamning label is neither required in the United States nor Suggested in the applicable
international standards (either adopted or currently proposed).

The EU’s list of colors and the subject of hyperactivity was addressed in a much criticized
research piece known as the Southampton Study. This study concluded that these six
color additives pPresented a risk of hyperactivity. In November 2009, EFSA released
scientific opinions on the color additives evajuated in the Southampton Study. EFSA’s
opinions contradicted the results of the Southampton Study, concluding that the
currently available data did not substantiate a link between the individual color additives
and possible behavioral effects.

The United States disagrees that these color additives, if FDA certified, have negative
health impacts for children when these colors are included in food products in amounts
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Doh'el;tx, Jane H. éZ
From: Strickler, J. Sloane

Sent: Thursday, May 27, 2010 12:29 pPMm

To: Doherty, Jane H.

Subject: RE: EU color warning label

Attachments: ARK to Dalli on colors jss CLEAN.doc: ARK to Dalli on

colors jss.doc

additives not approved in the US. But that objection remains when we go back to complaining to them as burdens
alone. Cheers.

From: Doherty, Jane H.

Sent: Thursday, May 27, 2010 11:09 AM
To: Strickler, J. Sloane

Subject: Re: EU color warning label

Gracias. | realize you're swamped.

Jane Doherty

Director, Sanitary and Phytosanitary Affairs
Office of the United States Trade Representative

From: Strickler, J. Sloane

To: Doherty, Jane H.

Sent: Thu May 27 11:08:00 2010
Subject: RE: EU color warning label

Looking at it now.

From: Doherty, Jane H.

Sent: Wednesday, May 26, 2010 5:26 PM
To: Strickler, J. Sloane

Subject: Fw: EU color warning label

Hey Sloane,
Have you cleared on the Kirk colors letter? | need to pass that on asap.

Thanks,

Jane

Jane Doherty

Director, Sanitary and Phytosanitary Affairs
Office of the United States Trade Representative

F : ietta.be
Tor Dohery, Jane 1. ——— B

1



Sent: Wed May 26 12:43:35 2010
Subject: EU color warning label

Just to let you know that one of our industry advisors in the EU is meeting with Dalii's Deputy Chief of Staff Dr. Nils
Behrndt on Tuesday 15 June to give further background from the EU perspective on the color waming label requirement.
Can you tell me whether the formal request for delay has been sent? Many thanks.

Marietta E. Bernot
Global Trade and Customs Advisor
Mars Incorporated



Dear John,

It was my pleasure to meet with you during your recent visit to Washington. Once again, our discussions
focused on the need to ensure that our respective food safety measures are based on scientific
evidence. Itis with that intention in mind that | write to ask you to delay implementation of Article 24 of
the European Union’s Regulation (EC) No 1333/2008 on food additives, which requires warning
statements on food products that contain one or more of six specified color additives, until sufficient
scientific evidence is available to support implementation of the measure.

As [we/our staffs] have discussed previously, the United States remains concerned about the apparent
lack of scientific basis for a warning statement requirement and the potential negative impact on trade
that may resuit from such a requirement. Many of the specified color additives (Sunset Yellow, Allura
Red, and Ponceau 4R, Tartrazine, Quinoline Yellow, and Carmoisine) are widely used by the global food
industry, including in confectionary products and beverages.

In 2007, the University of Southampton released a much criticized study regarding the potential link
between the use of these color additives in children’s food and hyperactivity. In November 2009, the
European Food Safety Authority (EFSA) released scientific opinions on its re-evaluation of the color
additives used in the Southampton Study. EFSA’s scientific panel on food additives concluded that
currently available data - including the Southampton Study - did not substantiate a link between the
individual colors and possible behavioral effects.

While the United States supports a Member’s right to impose measures to protect public health, a
Member may only apply such measures to the extent necessary to protect public health and that are
based on scientific evidence. Given the conclusions of the EFSA panel, we remain concerned that the
warning statement requirement does not appear to have scientific basis and thus will require some
manufacturers to adapt their manufacturing practices without cause.,

The potential trade effects of such a requirement are significant. Depending on the number of colors
included in the product, the proposed regulation will impose costs on manufacturers that may range
from a few million to $34 million per manufacturer. In addition, a number of U.S, firms are reporting
that some retailers in the EU will not allow candy with warning labels to be sold in their outlets, further

burdening trade.

Given our mutual interest and obligation to apply only science-based sanitary and phytosanitary
measures, | would propose that our regulatory authorities meet to exchange relevant scientific data to
resolve this serious trade concern in the spirit of ongoing cooperation as soon as possible. While that
work continues, | respectfully request that the Directorate-General for Health and Consumers (SANCO)
delay the July 2010 implementation date untit scientific evidence exists to support the measure.

Best regards,

Ron Kirk

g’éom-npssn:maxdmmm
| particular issue with the EU before?

| Comman [ISS2]: Please chack spelig. s

“tartrazina” in the SPS Report, aithough it rmay be
,kwthat the 5PS Report is wrong.

I'/}:ommnnt [ISS3]: Can we point to any other

| science? Has fda ever done its own evaiuation?

|






Doher_tx, Jane H. ‘Z
From: | marietta.bernot

Sent: Friday, November 20, 2009 2:38 pm~ (B)(G)

To: Doherty, Jane H.: PRochette

Cc: ‘ Drozen, Mel; Mathewsr
steve. rizk D |

Subject: RE: EU color warning labels - EFSA statement

Attachments: K&H Evaluation of EFSA Reports.docx

Dear Jane and Peggy, accompanying is a memo prepared by toxicologist Dr. Bob Mathews at law firm Keller and
Heckman. He studied the EFSA reviews for each color and evaluated them from a toxicological perspective as well as
conformance with accepted scientific protocols.

Thank you again for all your efforts.

Marietta E. Bernot
Global Trade and Customs Advisor
Mars Incorporated

irect: line:
=l @
Mobile:



(G *M‘“M“MM“;”{“M"‘“‘MTMN
[Ponerty. Jane H." <Jane_Ooherty q—g (Bl.?) 1 Toi <maretta bemorg g (B)C@)

P! ¢c:  “Rochette, Peggy"

i J11I12/200909:52AM

) . Subject: RE: EU color warning labeis - EFSA statement

s

Marietta,

Thank you. This must be hot off the press because | just received the same thing from SANCO. Thank you so much for your offer to
review these carefully. We can’t thank you enough.

Peggy ~ I've got a call into Michael now on the status of the labels, but he’s on travel. Ill probably hear from him next week
Best wishes,
lane

Jane Doherty

Director. Sanitary and Phytosanitary Affairs
Office of the United States Trade Representative
Executive Office of the President

Washington, DC
— (3)()

From: marietta.be

Sent: Ty vt sy — ( 5) ()

To: PRochette-Doherty, Jane H. @C@
Subject: EU color waming labels - EFSA statement

Below is EFSA's statement. Please note highlighted paragraph. | will have an informational memo for you evaluating the
EFSA studies later this morning. Regards.

EFSA updates safety advice on six food colours

After reviewing all the available evidence, the European Food Safety Authority’s scientific panel on
additives, the ANS Panel, has lowered the Acceptable Daily Intakes (ADis) for the artificial food
colours Quinoline Yellow (E104), Sunset Yellow FCF (E110) and Ponceau 4R (E124).[1] As a result,
the Panel concluded that exposure to these colours could exceed the new ADIs for both adults and
children.



EFSA is currently assessing the safety of all individual food additives which are approved for use in
the EU, starting with food colours. The European Commission asked EFSA to consider these six
colours as a priority after a study was published by Southampton University (McCann et al) in 2007 -
the so-called “Southampton study” - linking certain mixtures of these colours and the preservative
sodium benzoate with hyperactivity in children.

John Larsen added: “We have now reduced the ADls for three of the six colours we assessed, but for
different reasons in each Case as different data were available on each individuaj 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.”

EFSA's scientific advice will help to inform any follow-up action to be taken by the European
Commission and the EU Member States. .

Scientific Opini
Scientific Opinion on the re-evaluation of Azorubme/Cannonsme (E 122) as a food additive
Topics A-Z: Food additives

FAQ: Food Colours

Marietta E. Bernot
Global Trade and Customs Advisor
Mars Incorporated

3.::: line: CHEENENEGP CR(C (D)
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KELLER AND HECKMAN LLp

MEMORANDUM

TO:
FROM: Robert A. Mathews, Ph.D., D.AB.T.
Toxicologist
DATE: November 11, 2009
RE: Re-evaluation of Certain F ood Colorants by EFSA

The reports provide Teassessments of the safety of four widely used food colors:

Azorubine/Carmoisine,
Ponceau 4R,

Quinoline Yellow, and
Sunset Yellow FCF,

Sunset Yellow is also known as FD&C Yellow No. 6, which is cleared for use in
food in the United States. Quinoline Yellow is also known as D&C Yellow No. 10 and
is approved in the U.S. for use in certain cosmetics and medical devices. Each of the

! EFSA Journal, Volume 7(11), pages [unknown at this time],
Food Colors: Call for data to support re-evaluation. http://www.efsa.europa.eu/
EFSA/efsa_locale-11 78620753812 11 78620787676.htm.



KELLER AND HECKMAN LLP

FDA and the full group by a panel convened by several Nordic countries (See footnote
3, below). SCF has been replaced by the EFSA Panel on Food Additives and Nutrient
Substances added to Food (the EFSA Panel).

General Comments on the Reports

reviewing the original data, Thus, the Working Group's inferred conclusion in this case
is inconsistent with several other expert groups.

The reports do not always make clear the extent to which original toxicological
reports or data were available and reviewed. Throughout the reports, the panel repeats
that its evaluation was based on "previous evaluations," additiona] literature "when
available," and information submitted after a "public call” for data. I some specific
cases the Working Groups indicate that origj reports that apparently were reviewed
by JECFA and SCF were not available to the Working Groups,

The reports site other secondary reviews for the bases of conclusions, For
example, the report of EFSA's cosmetic panel (SCCNF P) for Quinoline Yellow



KELLER AND HECKMAN LLp

A re-evaluation is not warranted, however, the apparent discrepancy
between the NOAEL ’s and the safety factors used by SCF and JECFA
should be clarified. [See below for a more complete explanation. ]

Comments on Specific Reports

1. Azorubine/Carmoisine
The ADI adopted by JECFA and SCF of 0-4 mg/kg bw/day was not changed.
The Panel was provified with only two new studies, tl{e Southampton

altering the ADI. The Pane] concluded that the present database does not Justify
revision of the ADI of 4 mg/kg bw/day. The Pane] also concluded that at the maximum
reported levels of use, refined intake estimates are below the ADI, although in 1 to 10
year old children the high percentile of exposure (95th) can be slightly higher than the
ADI at the upper end of the range.

2. Ponceau 4R:

The current ADI adopted by JECFA in 1983 and by SCF in 1984 was reduced
from 4 mg/kg bw/day to 0.7 mg/kg bw/day. The reduction was based on the adoption
of a NOAEL in an unpublished study that wag not available to the Working Group, but
was submitted to BIBRA by WHO. There is evidently an ambiguity in the conclusion

TemaNord (2000). Food additives in Europe 2000 - Status of safety assessments of
{ood additives presently permitted in the EU.



KELLER AND HECKMAN LLP

3. Quinoline Yellow
adopted by JECFA in 1984 and by SCF in 1984 was reduced

The current ADJ
from 10 mg/kg bw/day to 0.5 mg/kg bw/day. The reduction was based on the adoption
of a NOAEL in an unpublished study that apparently was not reviewed by the Working
Group, but was submitted to BIBRA by Biodynamics, Inc. and/or ILSI.

The Panel based its review on essentially the same information (but without
reviewing the original data) available to JECFA, SCF, and other panels that have
reviewed Sunset Yellow FCF. New studies included studies by Mathur ez g/ reporting
significant effects on the testes in rats exposed for 90 days to 250 and 1500 mg Sunset

See: http://www. inchem.org/documents/jecfa/jecmono/v 18je12.htm.
8 Mathur, N.R.A, etal. (2005). Effect of Sunset Yellow on testis in rats. J. Ecophysiol.
Occup. Health, Vol. 5, pages 1-3.



KELLER AND HECKMAN LLP

in the Mathur, et al. study was obtained at the local market and that its specifications or
purity were not defined. The Panel also noted that the 90 day rat study used by JECFA

The Mathur, et al. study appears to be incompatible with a multigenerational
reproductive study (reviewed by other groups and cited by the Working Group) that

study (Tanaka, 1996). Furthermore, the Indian group that reported the effects is based
in a zoology department, so the credentials of the scientists involved should be

examined.

Comments on Estimates of Exposure to Colors Made by the Panel

The EFSA Panel estimated €xposures to colors by three methods, all of which

7 Tanaka, T., ( 1996). Reproductive and neurobehavioral effects of Sunset Yellow FCF
administered to mice in the diet. Toxicol. Ind. Health, Vol. 12, pages 69-79.



KELLER AND HECKMAN LLp

accepted standards of safety assessments,

of a substance in food or drinking water, expressed on a body-weight basis, that can be ingested
daily over a lifetime without appreciable risk (standard human = 6( kg). The ADI is listed in
units of mg per kg of body weight. At http://www.who.int/ipcs/food/jecfa/glossaxy.pdf.



Doher_tx, Jane H. é’é

From: marietta.bernot (BX.@)

Sent: Thursday, April 22, 2010 2:56 PM

To: Doherty, Jane H.

Cc: marietta.berno Rochette, Peggy ( B.) C@)
Subject: RE: EU Color Warning Label with EU Law

Working on it.

Marietta E. Bernot
Global Trade and Customs Advisor

Mars Incorporated
(B(G)

Direct: line:
Main:
Mobile:

'!' ' (ﬁ )£ a ) | ‘ (B(@)

j Doherty, Jane H.” <Jane Do :;: <marietta. bemo SN . "Rochette, Peody” R =)
|
l

0412212010 01:17 PM
|
f

f
! Subject: RE: EU Color Waming Labe! with EU Law

We're preparing Ambassador Kirk for next week’s meeting with Dalli and I've been asked if we could put a dollar figure on what the
regutation will cost our industry. Would you have any ideas on an estimate that we could pass along?

I’'m purchasing some products to pass along to make the point at the meeting, but | really hope Jim Murphy won’t each them
beforehand!

Thank you,
lane

Jane Doherty

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

Washington, DC CB)C 3)

From: ma 'ggg,mmgj—
Sent: Trse;:lay, November 24, 2009 3:03 PM (B (_@)

To: Doherty, Jane H.; PR
Subject: Compliance of EU Color Warning Label with EU Law




any individual compound. It also concluded that there was an absence of information on the clinical significance of the
observed effects.

o Further, as part of the Community re-evaluation of the safety of all approved food colors in the EU, the EFSA
deait as a priority with the six colors in the Southampton study (Sunset Yellow (E110), Quinoline Yellow (E104),
Carmoisine (E122), Allura red (E129), Tartrazine (E102) and Ponceau 4R (E124)) and published its opinions on those
colors on 12 November 2009.

o While the EFSA reduced the Acceptable Daily Intake (ADI) for three of them for alleged reasons about
toxicological safety having nothing to do with the alleged effect on behavior, it did reiterate its previous conclusions that
the data in the Southampton study did not substantiate a causal link between the individual colors and possible behavioral
effects (the basis for the labeling warning)

o Such consistently repeated conclusions by EFSA provide sufficient basis to determine that the labeling
requirement set-up by Article 24 of Regulation 1333/2008 is not based on sound scientific evidence therefore constituting
an unjustified barrier to trade, and does not justify application of the precautionary principle.

used in the Southampton study. Actions have already been voluntarily taken by major retailers in the UK. As a result, we
are not only talking of an unjustified labeling requirement but of a de-facto product ban, without any scientific basis clearly
contrary to the principle of legal Certainty as a general principle of EU law.

Marietta E. Bernot
Global Trade and Customs Advisor
Mars Incorporated



Doher_tx, Jane H. | _Q‘
From: marietta. bernot g—— B)(&)
M

Sent: Friday, April 09, 2010 11:57 A

To: Peggy Rochette: Doherty, Jane H.
Cc: Joe Dages

Subject: Re: EU Color Warning labels

OK for me.

From: "Rochette, Peggy" [PRochette_ CB) CQ

Sent: 04/09/2010 11:36 AM AST

To: Marietta Bemnot; "Doherty, Jane H." <Jane_Doherty CBJCQ >
Ce: "Dages, Joe M."_ ( B)%

Subject: RE: EU Color Warning labels

Shall | set it up at 2:007 | CANT DO 12

Peggy S. Rochette
Sr. Director of Interational Affairs
Grocery Manufacturers Association (GMA )

1350 1 Street NW
Washington, DC 20005

BCe)

This message is for the use of the intended recipient only. It may contain information that is privileged and confidential. If you are not the intended recipient any
disclosure, copying. future distnbution, or use of this communication is prohibited. If you have received this communication in error, please advise ys by return e-
mail and delete/destroy the document.

prochette

From: marietta.bemot (B G )
Sent: Friday, April 09, 2010 11:08 AM

To: Doherty, Jane H. + Rochette, Peggy

Cc: Dages, Joe M.

Subject: RE: EU Color Warning labels

Marietta E. Bernot

Global Trade and Customs Advisor
Mars Incorporated

Direct: line:

Main: CB)C@

Mobile;



["Dohony. Jane H." QOM.DOMM [ To: "Rochette, Peggy Cé??rnammbem_

cc: "Dages, Joe M.
04/08/2010 09:50 AM

Subject: RE: EU Color Warming labels

lhave a 10 and an 11 o’clock, but should be done by 11:45. Do you still have time for a call?
Jane

Jane Doherty

Director. Sanitary and Phytosanitary Aftfairs
Office of the United States Trade Representative
Executive Office of the President

Washington, DC

——— B)

Crom: Rochette, Pecoy Q=SS (5)( ()
Sent: Tuesday, April 06, 2010 2:04 PM
To: Doherty, Jane H.; marietta.bemo_ C B)C@)

Cc: Dages, Joe M.
Subject: RE: EU Color Warning labels

Friday morning?

Peggy S. Rochette
Sr. Director of International Affairs
Grocery Manufacturers Association (GMA)

1350 | Street NW
Washington, DC 20005

This message is for the use of the intended recipient only. It ma y contain information that is privileged and confidential. I You are not the intended recipient an y

disclosure, copying, future distribution, or use of this communication is prohibited. If you have received this communication in error, please advise us by retumn e-
mail and delete/destroy the document.

From: Doherty, Jane H.* ‘
Sent: Tuesday, April 06, 2010 1:58 PM CB)CQ)

To: Rochette, Peggy; marietta.bernot QD (w)

Cc: Dages, Joe M.
Subject: RE: EU Color Warning labels

I'm afraid | can’t do a call before 6 p.m. | have a series of meetings here,
Sorry!

lane



J »

Jane Doherty

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

Washington, DC
_-_— (B

Sont. Tocnet, Peocy SuM— (R )
Sent: Tuesday, April 06, 20 :57 PM

To: Doherty, Jane H.; marietta. bernot (NG C&)C@)

Cc: Dages, Joe M.
Subject: RE: EU Color Warning labels

| could do a Thursday call after 2:00 - Do you want me to set it up?

Peggy S. Rochette
Sr. Director of intemationaj Affairs
Grocery Manufacturers Association (GMA)

1350 | Street NW
Washington, DC 20005

This message is for the use of the intended recipient only. It ma Y contain information that is privileged and confidential. if you are not the intended recipient any
disclosure, cop ying, future distribution, or use of this communication is prohibited. if you have received this communication in error, please advise us by return e-
mail and delste/destroy the document,

£rom: Doherty, Jane . ———  (B)CR)
Sent: Tuesday, April 06, 2010 12:16 PM

To: marietta. bernot QI Rochette, Peggy wc @')
Subject: RE: EU Color Warning labels

That works for me. | also need to ask Amb Kirk to teil us how his discussions went in Brussels,

Safe travels, Marietta.

Jane Doherty

Director. Sanitary and Phytosanitary A ffairs
Office of the United States T rade Representative
Executive Office of the President

Washington, DC

- (R)(2)

Sents Toame e ——————— (3 ()
Sent: Tuesday, April 06, 2010 12:14 PM

To: Doherty, Jane H. + Rochette, Peggy
Subject: EU Color Warning labels

Hi Jane and Peggy. | wonder whether there is a chance for us to talk this week about the outcome of discussions at the

3



WTO SPS Committee last month on the EU color warning
Thursday afternoon call if that might be possible. Regards

Marietta E. Bernot
Global Trade and Customs Advisor
Mars Incorporated

Dirgc?t line:
e (B

label. | am in Peru but home on Thursday and could do a



5 3
From: Wu, Chih-Yung h CBXS)

’ Sent: Friday, October 02, 2009 3:05 PM
To: Doherty, Jane H.
Subject: ' RE: EU Color Warning Labels - Clarifications

Everyday is fine except Friday Oct 9t

Would this be an evening or morning conference?

***************************************

Chih-Yung wu
International Trade Specialist

Processed Products & Technical Regulations Div.
USDA Foreign Agriculture Service/OSTA

1400 Independence Ave. S.w. _
Washinrrton D.C. 20250-1027 Cg)

Phone:
***************************************

Fax:

FAS Website: www.fas.usda.qgov
PPTRD page: http://www.fas.usda.gov/itp/OSTA PPTRD/PPTRD.asp

Fi : Doh , J H.
st oy e . S — () ()

To: Wy, Chih-Yung; Bernot, Marietta

Cc: PRochettcqi—— steve-ﬁi'- CB) C@J

Subject: RE: EU Color Warning Labels - Clarifications

Chih ~ thank you. Anything you learn from Post would be greatly appreciated. 1| press further with Brussels as well.

Our EC colleagues are suggesting a government — government videoconference on this issue and I’d like to get that set
up asap. What is your availability for the next two weeks?

Regards,
Jane

Jane Doherty

Director. Sanitary and Phytosanitary Affairs
Office of the United States Trade Representative
Executive Office of the President

Washington, DC

- (D)

From: Wu, Chih-Y “ :
S::tn Fﬁ;ay, (')Ctozg? 02, 2009 2:57 PM Cw Ca)

To: Doherty, Jane H.; Bernot, Marietta
. 1



Cc: PRochette steve. rizk QU CB)CG)

Subject: RE: EU Color Warning Labels - Clarifications
Jane-

I heard the same as Marietta from my research. Basically, industry was given two “pick your own poison” for
choices — either facing a complete ban or warning labels. I guess publically, you can call it an agreement per
say, but it looks more like industry reluctantly compromising with the Commission and not given the
opportunity to challenge this decision.

I’ll check in with Post Brussels to see if they can dig up who and which industry was exactly involved in this
‘agreement.’

Cheers,

***************************************

Chih-Yung Wu
International Trade Specialist.

Processed Products & Technical Regulations Div.
USDA Foreign Agriculture Service/OSTA

1400 Irfependence Ave. S.W. G,
Washington D.C. 20250-1027
T — B

Fax:
***************************************

FAS Website: www.fas.usda.qov
PPTRD page: http://www.fas.usda,qov/itp/OSTA PPTRD/PPTRD.asp

From: Doherty, Jane H. —
Sent: Fridgsl,tycctober 02, 2009 2:28 PM 4, &4))

’

To: Bemot, Marietta; Wu, Chih-Yung
Cc: PRoche_ steve.rizk QU
Subject: RE: EU Color Warning Labels - Clarifications . CBYC &)

Marietta,

I'll keep you posted as we continue to discuss this with the Commission,
Chih- have you heard about this?

Jane

Jane Doherty
Director, Sanitary and Phytosanitary Atfairs



Office of the United States Trade Representative
Executive Office of the President
Washington, DC

— ()2

£rom: marietta. bernot QGGG )/
Sent: Friday, October 02, 2009 1:55 PM B)(w)

o: ane H.; Chih-Yung.Wu (B)Ca)
e — i )

Subject: EU Color Warning Labels - Clarifications

During recent discussions we leamed that the U.S. Mission in Brussels had been told by the Commission that industry
had agreed to the color warning label rather than have the colors banned. Other U.S. officials reported that they were told
industry did not really care as they would be going to natural colors. We realize this is second and third hand information
but nevertheless feel some investigation and clarification is needed.

With respect to banning the colors, that is a highly unlikely scenario as there would be basis on which to ban them. So,
this is a very curious situation and we will do our best to bring some clarity.

I might add that companies indicating that they will use natural colors, especially given the media onslaught that was
occurring in the UK at the time, is not the same thing as agreeing to color warning labels.

Please be assured of our grave concern over the EU wamning label scheme, its global consequences, and the precedent it
will set for regulatory action on food additives in the future.

Regards.
Marietta E. Bernot

Global Trade and Customs Advisor
Mars Incorporated



b'
marietta.bernot— (B)CéD

From:

Sent: Tuesday, November 03, 2009 3:22 PM

To: Doherty, Jane H. A

Cc: marietta.bernot PRochett

Subject: RE: EU color warning labels - debrief on discussions with
the EU

This all sounds very helpful. We are beginning to see the resuits come out of the EFSA review on some of the colors.
Need to get clarification on this "new” Southhampton study as none of our contacts in the EU were aware that another
one was being done. Will keep you advised. Thanks as always.

Marietta E. Bernot
Global Trade and Customs Advisor
Mars Incorporated

e gl ()

B [ | )
“Doherty, Jane H.” <J—a'wl—(- ) To: <man‘etta.bemot- CB)C@
cc: <m~
11/03/2009 02:37 PM

Subject: RE: EU color waming labels - debrief on discussions with the EU

Marietta,

Sure. The bilateral discussion with the EC was very helpful. They explained that a new EFSA review of a new Southampton study
was underway and that they would be sharing data with the USG d5s00n as it is available. They also agreed that if the USG has
questions after reviewing the data, we could conduct a technical discussion. They were very receptive to working with us and they
wanted us to identify our concerns with the second review. They admitted that the labels were a political resolution.

Hope that helps.
Jane

PS: Did you know that Korea is only intending to ban Green #3 and that the ban is on hold indefinitely?

Jane Doherty

Director. Sanitary and Phytosanitary Affairs
Office of the United States Trade Representative
Executive Office of the President

Washington. DC



’f -— (5D

From: man’etta.berno‘
Sent: Tuesday, November 03, 2009 2:29 PM
Doherty,

To: Jane H.
Ce: PRochee A Be)
Subject: EU color warning labels - debrief on Scussions with the EY

Marietta E. Bernot
Global Trade and Customs Advisor
Mars Incorporated

Direct: line:

Main:

Mobile: o CBX&’)

)



Dohe

From: McPherson, Nefeterius A.

Sent: Tuesday, April 13, 2010 3:10 PM
To: Doherty, Jane H.

Subject: Re: EU Color questions

Sure

From: Doherty, Jane H.

To: McPherson, Nefeterius A.
Sent: Tue Apr 13 15:09:08 2010
Subject: RE: EU Color questions

Can | have a few hours and if we don’t hear by 5 from FDA, then You can send this as is?
Thank you!

Jane Doherty

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

Washington, DC

— () )

From: McPherson, Nefeterius A.

Sent: Tuesday, April 13, 2010 2:34 PM
To: Doherty, Jane H.

Subject: Re: EU Color questions

Thanks Jane. | haven't made it in yet. Is it okay for me to send these responses to the reporter or do we need to wait to
hear from FDA?

From: Doherty, Jane H.

To: McPherson, Nefeterius A.
Sent: Tue Apr 13 14:32:23 2010
Subject: EU Color questions

Here are the responses cleared by Sloane,

Unfortunately, | never heard back from FDA.

Hope this helps,
lane



. *hne Doherty

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

Washington, DC
@D




: Davies, Paul
Sent: Tuesday, May 18, 2010 5:43 PM
To: Doherty, Jane H
Subject: RE: EU color labelling

S —— )
From: Doherty, Jane H. W (5) (2D
Sent: Tuesday, May 18, 2010 5:30 PM

To: Davies, Paul;~ CB) C(a)
Subject: Re: FU color labelling

Dear Paul,

Thank you for your note. The letter is being reviewed internally here and should be out shortly. I'l try to send you a copy.

Regards,

Jane

Jane Doherty

Director, Sanitary and Phytosanitary Affairs
Office of the United States Trade Representative

ro e oI -,
To: jane_dohe
Sent: Tue May 18 17:25: CB)CQ)

Subject: EU color labelling

Jane

Paul Davies

Director

C & M International

1001 Pennsylvania Ave NW

WASHINGTON DC 2
QOO



boheg‘ , Jane H. £ é
R 5 ()

From: Davies, Paul

Sent: Tuesday, June 15, 2010 4:16 PM
To: Doherty, Jane H.

Subject: | | RE: EU color labeling - Mars

- (0)(4)
Sent: oesay e 150000 s Y (B) ()

To: Davies, Paul; ¢ ¢ B)(@

Subject: RE: EU color labeling - Mars

Letter was sent ob Friday. Here’s your copy. Sorry, | had to leave for TPP negotiations before | sent jt.

From: Davies, Paul— (B) Cé)
Sent: Tuesday, June 15, 2010 4:13 PM

To: j doh
S:b%:r::::—E% golor labeling - Mars CB) a)

Jane | (6) C Ll)

L S a——
ar

Paul Davies

Director

C & M International

1001 Pennsylvania Ave NW
WASHINGTON DC 20004

- (BY(15)



