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DR. FALCI:

all.

we’'re all glad you arrived safely.

special welcome to our

you’re here today.

EEDINGS

I want to say welcome to you

I know some of you have come a long way and

Let me give a

panelists. We're very glad

They've given me a few things to say as

far as announcements ald

of things. Today is t

Labeling of Food Allergens,

some of the administrat

sort of housekeeping kind
e FDA’s Public Meeting on
and I’'d like to go over

ive details.

Everyone should have picked up a packet, a

registration packet, af
your padket, you’ll see
There is

regstaurants.

a lot of restaurants ns

cafeteria in this building downstairs.

go down one flight.

the registration desk. In
‘:there ig a list of
also a cafeteria. There are
rarby here. There is also a

You have to

At the registration desk or a little bit

off to the side, you'll

consumer and industry handouts.

up a few of those. The

be able to see wvarious
We hope you pick
are

guards, I believe,

requesting those of you that came through the I

think this is the Third Street entrance, if you

have your visitor’'s pass on you, that vou keep that
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INC.

735 8th Street, S.E.

Washington,

D.¢. 20003-2802

(202) 546-6666




il

vsm

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

with you when you entér and leave the building.
Use that pass to come back in.

If you have any cell phones or beepers,
would you just kindly take a look at them now and
shut them off.

The bathrooms are located in the main hall
of this building. When you leave this room, go to
the right and you go to the main hallway and
they're»either on the right or the left-hand side,
and 1f you think about, if you’ll think about it,
too, on the second flbor, it’s the same kind of
configuration just in case they get a little
crowded here on the first floor.

We have a sign language interpreter
available today. If you know of anyone who needs
sign language interpretation, please see the staff

people. They’1ll be walking up and down the aisles.

Let’s see. One more message for our
panelists. The silver microphones are not to be
moved. Those are the ones used for recording, and

the black microphones are the ones you can move

| towards you to make any statements you wish.

The press has some area here in the front
seats; 1f the press would like to come down and
come up front, you certainly may.
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And let’s‘see,‘éh, yes, telephones. There
are telephonesg in this building. You can walk out

of this auditorium again and go to your right and

kyou'll go past‘the guard station, and you’'ll see

them right there by the guard station.
And I’d like to just do a little summary

of where we’ve come as far as food allergens are

I concerned. It wasn’'t very long ago, actually in

1999, that FDA first thought about being and
becoming more active with food allergens, and we
did have discussions and we did formulate a plan of
éction as far as food allergens were concerned.

We formed an internal steering committee
within the Center for Food Safety and Applied
ﬁutrition, which is a center in FDA. And we also
had a general committee on food allergens made up
of a number of people within different offices that
are in the Center for Food Safety. And at that
time, one of the reasons for our action was because
recallSVOf foods placed in the market, foods that

contained undeclared food allergens were at high

levels in the nation.

And in 2000, we followed that up. We went
out with industry, we went out to industry and to
congumers. We gathered data at that time. We were

MILLER REPORTING COMPANY, INC.
735 8th Street, S.E.

Washington, D.C. 20003-2802
(202) 546-6666




vsm

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

seeking advice. We were trying to raise awareness

of people in the industry as well as consumers as

‘far as food allergens were concerned.

At that time, too,  we were trying to
decide on accomplishable tasks, those tasks that
would make a difference as far as food allergens
were concerned in the nation.

And in 2001, you see that we have our
website established. You can turn to our website
and see a variety of différeﬁt actiQns that the
agency has taken, examples of training as far as
our inspectors are concerned, as far as food
allergen control measures that afe used in
processing plants, how the inspector should go into
processing plants and look for food allergin
précessing.

There is also a Compliance Policy Guide on
our website as well, and we’re actively training
our inspectors over the next six months or so.

Today, we seek further information, and
the kinds of things we’ll talk about today, you
will see eventually in our action plan for fiscal
year 2002. So that’s what we’re trying to
accomplish here today as well.

On our agenda, there are three subjects.

MILLER REPORTING COMPANY, INC.
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Dr. Christine Lewis, who is the Director of the
Office of Nutritioﬁal Products and Labeling and
Dietary Supplements, will be our‘moderator today at
today’s meeting. Dr. Lewis will give you an
overview on the issues that we will be discussing
here today and mention the agency’s regulatory

framework. And as your moderator, I*1ll turn this

wmeeting over then to Dr. Lewis.

DR. LEWIS: Thank you, Dr. Falci. And I’'d
like to add my welcome'to‘his welcome. We are
looking forward very much to this meeting, and in
our listening mode hope to be gathering a great
deél of information today. I will be taking a few
minutes to drient us by highlighting the challenges
of labeling foods relative to allergens, but as Dr.
Falci Had some housekeeping rules to say, I have
some ground rules to share with you.

The purpose of this meeting is to put

forward and discuss information to help FDA

determine what additibnal activities we should
undertake vis-a-vis the iSsues surrounding the food
label and allergens.

So our focﬁs today is labeling. We’re not
addressing the technical aspects of food
processing. More specifically our meeting will

MILLER REPORTING COMPANY, INC.
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(202) 546-6666




e

e

:

vsm

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

address only the tppiéé 6ﬁEiined in the Federal
Register Notice, adgain plain English source
labeling, advisory labeling,'and labeliﬁg of
ingredients exempted from declaratidn.

While we recognize there are other igsuesg
such as restaurant labeling and even latex glove
allergies, theée issues are beyond the scope of our
discussions today.

In terms of ground rulesg for members of
the press here, FDA staff will not be giving any
interviews because we are in a listening mode.
There are three FDA press officers here today, and
they will stand right now. One 1s Ruth Welch, one
is Kathleen Kolar, and Sebastian Cianci. Please
seefthem if you have any questions or need
assistance.

There will be some brief opportunities to
ask written gquestions to panelis;s at the end of
each panel sgession. VA'remindér: these are
gquestions, not comments. And as we move through
the presentations, please write your questions on
the cards ahd give them to the ushers as soon as
poSsibie;

We will get to as many questions as time

allows from you folks in the audience. I do need

MILLER REPORTING COMPANY, INC.
735 8th.Street, S.E.
Washington, D.C. 20003-2802
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to emphasize the guestions from the public should

be addressed to the panelists, not to FDA, as again

we're in a listening modé.

We request that the questions only be on
the specific subject that the panel has just
discussed. |

The last part of the meeting will be

devoted to public comment. For those of you who

wish to make a public comment and have not
preregistered, there are sign-up sheets at the
registration desk, first come/first served, and
these statements Should be no longer than three
minutes.

There will be a timer set up for the
public presentations. We’ll let you know 1f you’re
going beypnd your three minutes and need to stop;
In addition to the oral public statements at the
end of the day, you and anyone else‘may also submit
written comments. They should be sent to Dockets,
and again that infbrmation is in the Federal

Register notice, and if you picked up your package,

| there is a copy of the Federal Register in your

package.
There will be a transcript of the meeting
available approximately one month after the
MILLER REPORTING COMPANY, INC.
735 8th Street, S.E.

Washington, D.C. 20003-2802
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meeting. The tr&nécript will be available at FDA’'s
webgite, again invyour package, www.cfsan.fda.gov.

Before I turn to highlighting our
challenges today, I’'d like to introduce our
panelists. In no particulai order, we have sitting
with us today Regina Hildwine, who is Senior
Director, Food Labeling and Standards, Regulatory
Affairs at the National Food Processors
Association.

We have Dr. Michael Jacobson, Co-Founder
and Executive Director of the Center for Science in
the Public Interest.

With us also is Lisa Katic, Registered
Dietician, and Director, Sciehtific and Nutrition
Policy at the Grocery Manufacturers of America.

And also Anne Munoz-Furlong, President and

Founder of the Food Allergy and Anaphylaxis

Network.

We also will have with us John Hallagan,
who is General Counsel of the Flavor and Extract
Manufacturers Association, American Spice Trade
Association, and alsgo with the Inteérnational
Aésociation'of Color Manufacturers, who will
participate on Panel III this afternoon.

We also will have with us Kate Winkler,

MILLER REPORTING COMPANY, INC.
735 8th Street, S.E.
Washington, D.C. 20003-2802
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Legislative Assistdnt E¥si the office of the
Honorable Nita M. Lowey, who will give an update on
congressional activities related to thé labeling of
food allergens. Ms. Lowey’s office was invited
today because she’s initiéted draft legislation on
the labeling of food allergens.

I appropriaﬁély need to inform you at this
point that the current'administration has not‘taken
a position on such labeling.

And finallvy, i’d like to introduce the FDA
listening panel, which is directly\on my left.
First there is Dr. Keﬁ Fal¢i, from whom vyou’ve
already heard.

We also have Felicia Satchell, who is
Director of the Division of Standards and Labeling
Regulations in the Office of Nutritional Products,
Labeling and Dietary Sup?léments.

We have Kathy Gombaé, who is Deputy
Director of the Division of HACCP in the Office of
Field Programs!

And Thomaé Wilcox, who is a Medical
Officer Withinbthe Office of Scientific Analysis
and Support.

"And finaliy; Theresa Dziuk, Consumer
Safety Officer,‘FDA’s Minnéapolis District Office,
MILLER REPORTING COMPANY, INC.
735 8th Street, S.E.

Washington, D.C. 20003-2802
(202) 546-6666
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13
who will discuss the summary of inspectional
findings from the FDA/Minnesota and Wisconsin Food
Allergen Partnership.

So, at this point, I will take just a few
minutes with the slides to highiight the challenges
that‘we’re faéing relative to labeling of food‘
allergens.

I believe I cén do this; correct? There
we go. Keep going. Technblogy will help us somé
day. We’'re just not there yet.

As I've‘already mentioned, the focus of
the meeting today is threefold: source or plain
English labeling; advisory labeling; and labeling
of ingredients exempted from declaration.

And more specifically, our meeting will
focus'on the eight most‘commonxailergens listed
here: peanuts, soy, milk, eggs, fish, crustacea,
tree nuts and wheat.

Next. As a bit of background, our current
regulatory framework is such that the labels of
food made from two or mpre«ingredients list each
ingredient by its common or usual name in
descendiné order of predominance by weight in the
ingredient statement.

Thus, consumers c¢an obtain information

MILLER REPORTING COMPANY, INC.
735 8th Street, S.E.
Washington, D.C. 20003-2802
(202) 546-6666
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about the‘foeds théi ;V‘eat by reading.the
ingredient list. There are, however, two
exceptions.

The first is that the act provides that
spices, flavorings and celorings‘may be declared
collectively without naming each.

Second, FDA regulations exempt from

ingredient declaration incidental additives such as

processing aids that are present in a food at

insignificant levels and that do not have a
technical or functional effect on the finished
food.

However,’I need to point out that FDA’s
policy is that an allergenic ingredient is not
insignificant and therefore is not exempt from
iabeling. |

In terms of the current state of play, FDA
hes two petitions in-house regarding food
allergens. One is from the Attorneys Generai from
nine states and requests FDA require e variety of
activities including allergen information on the
label, an insignia, toll free telephone numbers,
good manufacturing practices, and labeling of
flavors and incidental additives.

The second is a petition from a consumer

MILLER REPORTING COMPANY, INC.
735 8th Street, S.E.
Washington, D.C. 20003-2802
(202) 546-6666
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1 [addressing very similar igsues.

2 Next. We also are aware of NFPA’s Code of

3 Pfactice on Managiﬁg Food Allergens. This code of
4 |lpractice is a voluntary program adopted by NFPA’s
5 ||members. |
6 Most recéntly, we've received and are
7 aware of guidelines from the Food Allergy Issues
8 [|Alliance. The Food Allergy Issues Alliance is a
9 ||private group qomprised of industry and trade group
10 representatives and a consumer group as well as a
11 |scientific advisor representing academia. In May,
12 they submitted to ué a consensug document on
™ 13 guidelines for food allergen labeling.
‘ 14 The questions on which FDA is seeking
15 information are spelled out in detail in the
16 Federal Registér. So just very briefly, they are,
17 first, questions on source labeling. We're asking
18 ||what plain English termsgs would be understandable.
19 || That is’terms such as "milk" instead of "whey."
20 And we’re asking about what . formats would be most
21 informative, The issues are‘things such as formats
22 in the ingredient statement itself versﬁs below the
23 ingredient statement as one example.

24 - Also, in terms of source labeling--next

Ny
5

25 gslide--we’'re askiﬁg about. whether or not multiple

MILLER REPORTING COMPANY, INC.
735 8th Street, S.E.
Washington, D.C. 20003-2802
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16
formats would be confusing and should source
labeling be voluntary or mandatory?

Second, wé have ‘a set of guestions on

so-called advisory labeling, advisory labeling

‘falling into the categOry of such things about "may

contain" and its impact on consumers.

And, in the next slide, questions about
the appropriateness of advisory labeling including
questions should the recommendations in the State
Attorneys General.petition be adopted and what
about the criteria in the Food Allergy Issues
Alliance?

Next glide. In terms of adviéory
labeling, we’re also asking are there better
alternatives to advisory label statements and do

advisory statemente adequately inform consumers? I

'should add that examples of current advisory labels

in practice include, for instance, "may contain

peanuts" or "manufactured in a facility that also

processes peanuts,’

Next slide. We are also asking should
these advisory statements be prescriptivé and what
should be the location and prominence of these
statements?

The third set of guestions focuses on

MILLER REPORTING COMPANY, INC.
735 8th Street, S.E.

Washington, D.C. 20003-2802
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17
flavorings,.SPicés and ééidfs. We’re asking if FDA
should continue to addfess the labeling of
individual allergenic flavors, spices and colors on
a case by case basis. We also raise the question
of label location and the issue of mandatory versus
voluntary labeling.

And‘in the next slide, we’ve also asked
for comments on the‘labeling of incidental
additives. What minor ingredieﬁts or processes
would manufacturers be unlikely to recognize? And
also when products aré to be further processed or
repacked, is better labeling on intermediate.
products necessary?

The questions on the labeling of
incidental additives in terms of lastly, we’re
asking whether FDA should codify its policy that
allergens cannot qualify as incidental additives
that are exempt from labeling?

That basically highlights the purpose and

‘issues we’'d like addressed today during our

meeting, and at this point, I think we will

>actually begin our program.

More or less without further ado, we’d
like to turn to some remarks from Ms. Kate Winkler,
who as we’ve mentioned before is from the Office of

MILLER REPORTING COMPANY, INC.
735 8th Street, S.E.

Washington, D.C. 20003-2802
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1 | congressman Lowey. Ms. Winkler.
2 MS. WINKLER: Good morning. I’m delighted.
3 to be here today. It’s also a pleasure to see so

4 |many people here that the Lowey office has worked
5 so closely with. I too have to do a little good

6 housekeeping before we start and say that I am Mrs.

7 Lowey's legislative assistant. I handle her food
8 safety and agricultural work. However, I’'m not an
9 official spokesperson for the congresswoman. If

10 the press has any questions for the Lowey office,
11 Jlyou can feel free to give us a call afterwards and
12 speakbwith our press person. I'm just not at

13 liberty to do so.

14 I'm here in my legislative capacity to

15 ||talk about the‘WOrk that my boss has been doing

16 Jover the last year and a half on the food allergin
17 issue and let you know where our piece of

18 legislation‘stands at this point. Mrs. Lowey has a
19 long record of achievement on food safety issues.
20 She wishes she could be here today. She’s actually
21 ||up in New York catching up on a little district

22 time, but Mrs. Lowey was formerly on the

23 Agriculture Appropriations Subcommittee.

24 On that subcommittee,‘she took a strong

25 interest in food safety issues. She’s introduced

MILLER REPORTING COMPANY, INC.
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legislation thatVWOuia fé§ﬁire manufacturers to put
a "best 1f used by" date on all perishable foods.
She’s also authored legislation that would reguire
all fresh meat and poultry products to come with a
nutrition label just as prepackaged food does, but
her interest in the food allergy issue has taken
her pro-consumer work to a new level.

I'd say ébout two yedars ago, we sgtarted to
recelive a number of mail and, you know, when she’d
be in the grocery store making shopping visits--you
know she’s been a member of Congress now for more
than ten years--people would come up to her and let
her know their frustration with reading labels, and
that’s when she turned to me and said what can we
do about those that have a food allergy and can’t
get the information that they need off of a food

label?

So, you know, unfortunately, misleading

and insufficient labels are not only a burden for

some of us who look for expiration dates, but it'’s
a serious health hazard for the millions of
Americans with a food allergy. Food allergic
consumers and the parents of food allergic children
do not have a choice."Their health and lives
depend on reading labels‘v

MILLER REPORTING COMPANY, INC.
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That’s why Mrs. LéWey‘moved to introduce
the Food Allergen Consumer Protection Act. An
estimated 30,000vAmericans suffer seve?e and even
life-threatening reaction to foods each year and
about 150 of them die. While we can’'t prevent
allergic reactions, we can enact common sense food
labeling requirements that will help consumers
avolid allergen laced foods.

Currently, even those with a food allexrgy,
even 1f they read labels for every food'product
they purchase every time they shop, they still
cannot be assured that a product ié safe.

 For example, under current regulations,
food manufacturers do not have to identify the
products used in certain flavorings or additives.
This exemption leaves critical health and safety
information off our food‘labels. Although
flavorings and additives are present in small
quantities, for the millions with a food allergy no
amount is irrelevant.

Furthermore, ingredient statements are
written for scientists, not consumers. For
example, how many people know that surimi is
another term for egg.‘ Food allergic children

should not be expected to decipher terms like

MILLER REPORTING COMPANY, INC.
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Washington, D.C. 20003-2802
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"cagein, albumin, or musé}"

The bill that my boss has sponsored would
reqgquire that food statements list in plain language
what 1f any of the eight food allergens are
contained in a product.

Beyond improving the readability of
labels, it’s time for manufacturers to clean up
their acts. Too many manufacturers are preparing
multiple products with the same cooking utensils orxr
on the same production lines without properly
cleaning the equipment. These practices must stop.
A recent FDA study found that one—quarter of all
manufacturers did not list ingredients that can
cause poteutially fatal aliergic reactions and 47
percent of manufacturers did not check their
products to ensure that all ingredients were
accurately portrayed on the‘label.

There is no excuse when it comes to health
and well-being of our children. Manufacturers
should be taking every step possible to ensure
their product safety. And as mentioned, the
industry did recently propose voluntary guidelines,
and my boss has worked very, very well with
organizations like Grocery Manufaeturers and

National Food Processors Association, and she was

MILLER REPORTING COMPANY, INC.
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incredibly pléaséa‘that‘tﬁéée‘guidelines Were
issued a couple months ago, and she has applauded
the industry for taking‘to‘heart the seriousness of
this health hazard.

But the fact is these are voluntary
guidelines. The legislation will give some of the
suggestions the weight of statutory law and ensure
that every manufacturer abide by some of the
suggestions made in the guidelines. Furthermore,
it will provide the Food and Drug Administration
with the resources to:enforce the law.

As I said earlier, before we introduced
the bill in the last Congress, and I should say

that the bill introduced in the 106th Congress is

very, very different than the one we’ll be

introducing in the 107th Congress. But before we
introduced that bill, companies like Kraft and
General Mills were already imposing stricter
labeling standards, and wé did use their labels as
a model to work off of.

In addition, we enlisted the help of NFPA
and GMA to help us raise‘awareness of the problem
in the industry, and I think their guidelines show
that they réally have téken to heart some of the

work that my boss has done and others.
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To go point for poinﬁ exactly what our
bill does is again it requires thaﬁ food ingredient
statements identify in common language what 1if any
of.the eight main allergens are in a product. It
closes the food additive loophole which requires
that on the ingredient statements if an aliergen is
used in any of the spices or natural or artificial
flavorings that it be labeled ae such.

It preserves the Foodvand»Drug
Administration’s authority to regulate the safety
of certain bio-engineered products. It requires
food manufacturers to include a working telephone
number, including ene for deaf persons in case a
family has an emefgency and they’d like to ¢ontact

the actual manufacturer themselves to have

questions answered.

It requires food manufacturers to better
prevent cross-contact between food products that
are produced in the same facility or on the same
production line. It also would disallow the use Qf
"may'contain" language except for those that the
Food and Drug Administration would allow. So that
would put the FDA in charge of deciding in what
inStances‘a "may\contain" language label is
appropriete.
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Tt would allow th& Food and Drug
Administration to assess civil penalties against
processes and planté that are in violation of the
labeling manufacturing requirements for food
allergens. Furthermore, i1t would require the
Center for Disease Contrel to attract food allergic
related deaths. Fortunately, we don’t have
reliable and accurate statistics right now.

An& lastly, i1t would direct the NIH,
National Institutes of Health,bto convene a panel
of experts to develop a plan for research
activities concerning food allergens. So that’'s
the bill in sum.

In closing, I‘d like to say that the'bill
will probably be introduced just after August
recess. The bill will be introduéed in both
chambers. Part of the hold-up has been we’ve been
working with Senator Kennedy on‘creating a bill
that is suitable fof both chambers so that we can
have the same bill introduced on both sides of the
Hill.

We’'ve alsq\been trying to.educate other
offices about the bill, let them know what we’'re
looking to achieve, and in doing so, we’ve held a

briefing where we had Dr. Sampson, one of the
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leading doctors on fébé”éiiérgens, from Mount Sinai
come aown to the Hill and brief staff.

.We’ve also béenvworking very closely with
some organizatiéns like Food Allergy Inifiative,
FAAN and CSPI, and let them‘activate their base so
that like the constituents who reached out to my

boss to say that this is something that is needed,

‘'we need to have accurate, reliable, readable

labels, that they can let their members of Congress
know that this is impértant to them, and that they
should get én board with Mrs. Lowey, ‘Senator
Kennedy, and cosponsor our legislation.

The only way this legislation is going to
move is if we show.fhat we have bicameral,
bipartisan support, and I believe we do. But the
only way that message is going to be made clear is
if people contact their members and let them know.
So it’'s very important thét some of the groups here

today, some of the families and children that are

here today, get in touch with their members of

Congress and let them know what’s important to them
and how a labeling law like this could make their
daily lives easier.

I'd also like you to know that earlier

|

this year the House passed the agriculture
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appropriations bill and in that bill was report
language that asked the Food and Drug
Administration to act on‘the Attorney General
petition that put forward to them suggestions on
how to make labels more readable and how to address
some of the concerns for food allergic families and
their children.

‘In closiﬁg, I'd like to say I'm so pleased
that FDA isg héving‘this public forum, as 1s Mrs.
Lowey. I thihk thié is a step in the right
direction. I also,think we need, to get moving now.
The voluntary guidelines were a huge, huge first
step, but we need to ensure that every product on
our shelves is readable, accurate and reliable S0
that families can feel confident about the food on
their tables.

Thank you;

[Applause.]

DR. LEWIS: Thank you, Msg. Winkler. We’ll
how turn to our fifst panel today which addresses
the source or plain English labeling. We have with
us four panelists who will each make brief five
minute comments on this topie, which will be
followed by a discussion among the‘pahelists

themselves with input from our own FDA listening

MILLER REPORTING COMPANY, INC.
735 8th Street, S.E.
Washington, D.C. 20003-2802
(202) 546-6666




Vam

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

25

27
panel.

We’1ll begin with Dr. Michael Jacobson,
followed by Ms. Anhe‘Munoz—Furlong, Ms. Regina
Hildwine, and then Ms. Lisa Katic. Dr. Jacobson.

DR. JACOBSON: Thank you very much, Dr.
Lewis, and I must say that I really appreciate the

FDA holding this important meeting, the first one I

lcan recall on food allergies. I think it indicates

that the FDA is’taking‘this issue very seriously.
Ingredient statements on food labels

should be printed in a readéble typeface and should

clarify which ingredients might cause allergic

reactions. Unfortunately, all too many ingredient

lists are unireadable due to the small size and

style of typeface used. Consumers shouldn’t have

to play the game of "Where’s Waldo" when they’re

shopping to find the ingredients they’re concerned
about. |

I have two examples here of some basically
unreadable ingredient lists. The first one is a
Stovetop Oven élassic paéta——I guess it’s pasta; I
don’t know what it is--for your inspection. And
another one is a Hormel Kid’s Kitchen‘product—~the
néxt slide, please--that really challenges people
to read ingredients.
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Labelsfsuch as thege make a mockery of the
FDA’'s requirement that ingredient lists shall
appear‘prominéntly and conspicuodsly. Also,
ingredient labels typically‘give the chemical names
of additives such as sodium caseinate, lactose,
albumen or gluten. ThatVS enough of that slide,
please. |

This Quaker product, for instanée,
includes whey and sodium caseinate without
disclosing that they are milk deriwvatives.

It can be tough for the average person to
memoriZé all thebpossible derivatives of foods to

which they’re allergic. To help people who are

sensitive to the eight major allergens and the raft

of less common but sometimes no less severe
allergens as well as for consumers who use
ingredient lists for other purposes, the FDA should
require all products to bear an entirely redesigned
ingredients level which is on the poster in‘front
of you. |

Last month, CSPI formally petitiohed the
FDA to provide an ingredient facts label thét is
consistent with the nutrition facté‘label. The
ingredients label should be printed in élearer

larger type using upper and lower case letters,
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major and minor ingréaiénts should be separated
out, and a clear allergy information section should
alert sensitive consumers.

That section would include such statements
as contains milk, soy and wheat or may contain
peanuts. This pérticular label was designed by the
same firm, Greenfield-Belsger, that designed the
nutrition facts label for the FDA about ten years
ago. The wordiﬁg and location of such information
should be as standardized as stsible on all
packages. .
It has been suggested tﬁat‘the sources of
various food additives such as whey and albumen be
declared after the némes of the additives in the
ingredient lists. So labels would state "whey (a
milk derivative). "

If a clear iﬁgredient facts label with an
allergy information section is'adopted, I'm not
sure whether that redundancy is needed, whether the
sources of the major éllergené need to be stated in
the ingredient list.

Focus groups could explore that matter and
the request by ﬁhe attorneys general that an "A" in
a circle be printed on the front label to alert

consumers about the presence of allergens.
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While the FDA has fdcused on the eight
most common allergens, I urge you to at least add
sulfites to that list. Sulfites are not allergens
but still éause life threatening anaphylactic
reactions and must be listed on labéls when present
at 10 ppm, ten parts per million, or moré.

Finally, the FDA should prevent consumer

| confusion about products that claim to be non-dairy

or wheat-free or vegetarian when they actually
contain additives from deriﬁed from milk, wheat or
animalsg.

The frént label of this product, for
instance, says "vegetarian and soy cheese," but the

manufacturer told us that the natural flavoring is

actually skim milk, and the ingredient listed

discloses calcium caseinate, both of which

ingredients people with milk allergies and strict
vegetarians would avoid. That kind of misleading
labeling should simply not be allowed.

In sum; péopie with ailergies and the rest
of consumers need a clear‘legible ingredient fact
statement with an allergy ianrmation section.
That would do wonders to help people avoid the
major allergens as well as otheriingredients about
which they’re concérned; Thank ybu very much.
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[Applausé.]

DR. LEWIS: Thank you, Dr. Jacobson.
Before we turn to Ms. Anne Munoz-Furlong, I'd like
to remind the audience that you do have the
cpportunity to write guestions on cards. We have
several ushefs who will be walking among vyou to
pick these up. So as guestions arise, please feel
free to write them on the cards.

Go ahead, please.

MS. MUNOZ—FURLONG: Thank you. I have
some glides. Shall T askfydukto change them or do
I--okay--fine. As we bring up these glides, I want
to make‘the point that FAAN is a nonprofit
organization. Our mission is to increase
awareness, provide education and advance research
into the conditions under which reactions and
fatalities ocdur.‘ We have 23,000 members. Most of
thesé are parernts of children with food allergies.
Can we flip the slide and gé on to the next one?

My objectives this morning--you can flip
to the next one--thank you--are to give you
information about the size of this problem, who is
affected, and what the éoﬁfusion‘is with the
current labels. Next slide, please.

Currently, food allergies affect about
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seven million Amefiééhé. About three million
Americans are allergic to peanuts and tree nuts,
and study after study continues to show that
peanuts and tree nuts are the leading éause of
severe or fatal reactions in this country.

Childreniére the largest group affected by
food allergy.b Up to six percent of children have a
food allergy and eight foods account for 90 percent
of the allergic reactions.

Next slide,‘please. Now, we know this
list. The point I want to make here isg that almost
all of these foods have caused a fatal reaction to
a child or an adult in this country.

Next slide. There is no cure for food
allergies. Strict avoidance is the only way to
avoid a reaction. That means the individuals mﬁst
read the label for every produét‘every time they go
to the store. |

Next slide. Food allergy is the leading
cause. of anaphylaxis. This is a larger problem
than insect sting and médication allergy combined.
There are about 30,000 emergency room vigits a year
and tens of thousands of reactions that are taken
care of at home. ‘Additioﬁally, about 150 to 200
people die from these reactions.
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Next slide. Okay. This is it. The
symptoms can occur withii minutes, and 1n every
cage the individual,is.eating stething they
believe is safe. So we’re not talking about risk
takers.

Next slide. Now let’s talk about the
confusion with thé current labéls. The first stop
is when we go to the doctor éﬁd get a diagnosis,
the doctor makes avdiagnosiskand tells the patient
go home and avoid milk or eggs or wheat. They
don’t know that they’re not gding to see those
names on very many products until they get to the
grocery store.

If I could have the‘next‘slide, please.
Now, this is juSt a sampling of what we call milk
words. When sbmeone has a milk allergy, they need
to learn casein, caseinates, lactalbumin. These
are the types Qf terms that they need to become
familiar with, yet they’re looking for the word
"milk." |

Then there is a whole host of situations
under_which the product may contain milk depending
on the product, and that will‘change. They need to
learn this as well. |

Next slide. When we look at eggs, you can
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see that some of thesé tefms are very scientific
and they certainly aren’t consumer friendly.

Next slide.: When we look at wheat, again
the individual is going to the store expecting to
see "wheat," but they’re going to have.to learn
that semolina and durum and some of these other

ferms are what they need to avoid.

Next slide. Now, we have conferences
across the country. Last year, there were 760
attendees. We conducted a survey looking at

labeling and had 550 respondents.
Next glide. We asked them when they see a

label, do they consider that the food labels

'currently on the market are easy to understand? 88

percent disagreed. 98 percent told us that the

‘information on the label is not enough regarding

allergens. 99 percent disagreed with the statement
that the current labels can be understood by a

seven year old. A seven year old would be about

the first age that you can expect a child to start

to 1earh to look for milk or €ggs or some of the
words that they’re allergic to.

And 98 percent told us that the current
labels are nét easy to'bebunderstood by a new

babysitter, a teacher, scout leader, anyone else
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who is giving information or food to a child.

Now, the topithree concerns--this was a
write-in section to the survey--were "may contain,"
natural or artificial flavoring, and non-dairy. I
know we have other panels to discuss "may contain"
and non-dairy so I'm not going to stop here. The
"non-dairy" bears mentioning for,énother discussion
at a future meeting. This is certainly a big issue
for our families.

Next slide. So when we'’re talking about

labels, there is no cure for food allergy. Strict

‘avoidance - is the only way these people can avoid a

reaction. Therefore, the labels must be clear and

easy to understand. They must be consistent and

reliable.

And the next slide. We recommend that
thése labels state in simple English terms adjacent
to the ingredient panel what that product contains;
ﬁhat the allergens be identified when they’re in
these products at all times; and that'there be a
phone number so that the individual can contact the
manufacturer whenever they have a question and
We’ll talk more‘aﬁout that as we go forward.

I want to sum up with one of the comments

from our members is that we are not food
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scientists, we’'re just mom and dad. Thank you.

[Applause.]

DR. LEWIS: Thank you. Regina Hildwine.

MS. HILDWiNE: NFPA thanks FDA for the
opportunity to participate in these panels today(
and we will also be filing written comments. The
National Food Processors Association is the voice
of the $460 billion food processing industry on
scientific and public policy issues involving food
safety, nutrition, technical and regulatory matters
and consumer affairs.

My remarks today are all based dn the Food
Allergen Labeling Guidelines issued by the food

allergy issues alliance. NFPA is a member of the

Food Allergy Issues Alliance, and NFPA members

support the Food Allergen Labeling Guidelines.
NFPA believes that it i1s important to present
information on the mafor food allergens in terms
commonly understood by consumers. NFPA believes
that plain language presentation options should‘not
replace but should rather augment current
ingredient labeling requirements.

NFPA also believes that the approaches
outlined in the Food Allergin Labeling Guidelines

are sufficiently flexible to suit various
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gsituations and serve as a:uééfui start for this
discussion.

NFPA believes that plain language labeling

options should be voluntary. To require such

declaration would necessitate rulemaking on several

standards of identify and other existing rules, and
this is an unnecessary complication.

Food allergen information presented in
plain language terms will help food allergic
consumers including children and other challenged

readers to recognize the foods they must avoid.

Plain language labeling also makes 1t easier for

the caregivers of food allergic children to
recognize the food allergens to which their charges

are sensitive.

The major food allergens as defined by FDA -

are not all single-foods. Crustaceans, fish and
tree nuts represent classes of foods. Within these
classes of foods, food allergen information must be

presented as the common or usual name of the

individual food in the ingredient declaration.

For example, for crﬁstaceans, crab,
crayfish, lobster and shrimp'are the terms that
wouid be used. For fish, the common or usual name
of the fish speéies must be declared in the
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ingredient list. Likewlée, for tree nuts, the
individﬁal types. of allefgenic nuts must be
declared.

Other foods that contain allergenic
proteins should include the plain lenguage name of
the allergen. In many cases, the plain language
name of the allergen is used within the ingredient
declaration as the common or usual name.of the food
ingredlent or its standardized name.

Fof examﬁle, hydrolyzed soy protein,
cracked wheat and milk

buttermilk, peanut butter,

chocolate all include tﬁe plain language names of

major food allergens as part of their common or

usual names or standardized names. In these
instances,’food processors declare the plain
language names of food allergens through ingredient
declaratlon.

When the plain language name of the
allergen is not declared in the ingredient list,
food processors should ensure that plain language
terminology igs present in association with the
ingredient liet.

Now, stendards ofyidentlty can complicate
the issue of declaring plain langﬁage names for

food allergens, but these complications can be
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résolved.

For exémple, the standardized food egg
albumin specifies egg, and that’s required in the
standarde Dried yvolks, a name permitted by that
standard, éhould be supplemented with the term
"egg." The ingredient would be dried egg yolks, a
name permitted by the standard, which could be
declared on the ingredient list as egg yolks.

Now, despite what you heard earlier, vyou
would not see the 'word "surimi" to represent egg.
Surimi is derived from fish and on the ingrediént
list of a surimi product, you are likely to see the
term "fish protein.™ |

With respect to wheat, semolina, farina,

durum flour, graham flour, and white flour, all

standardized names, should include the term "wheat?"

and the dozens of standardized cheesges all declare

"milk" as a sub-listed ingredient.

Plain language terms for the major food
allergens should a?pear within, at the end of, or
in immediate proximity to the ingredient
declaration. One option is to p1ace at the end of.
the'ingredient declaration a statement such as
"contains peanuts." It could be prefixed by a

phrase that highlights attention of the food
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allergic consumers such‘"allergy information:
preceding contains peanuts."

The same effect could be accomplished with
the use of a réference mark, such as an asterisk
next to the name of the ingredient whose common or
uSuél name does not includé the plain name of the
allergen; such as farina or casein, each followed
with a reference mark. That would then refer to a
corresponding notation at the end of the ingredient
list that would say "wheat" or "milk ingredient."
This option takes up very little space and could be
useful for long ingredient declarations.

Another altéfnative'is to use within the
ingredient declaration a parenthetical statement
that follows the.ingfedient name such as "farina
(wheat)."™ Any of these options, "contains,™"
reference mark, parentheses, could use bold in
their other highlighting to feature the information
about food allergens. |

NFPA does not believe that multiple format
options should be confusing to consumers provided
the food allergen informatipn is always presented
in association with the ingredient declaration.
This is where food allergic consumers are

instructed to look for information about the
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allergens in food.

Finally, plain language labeling for food
allergens should be permitted on a’voluntary basis.
A mandatory approach would necessitate FDA revising
a number of rules fbr standards of identity and
other 1abeling rules. This would complieate a

labeling approach that can be done, and it is now

being done on a voluntary basis. Thank you very

much .

:[Applause.]

MS. KATIC: Good morning. My name is Lisa
Katic and I am the DireCtor of Scientific and
Nutrition Policy for the Grocery Manufacturers of
America. GMA is the world’s largest association of
food, beverage and consumer products and works at
the federal, state and local level on reguletory
and scientific issues.

GMA member companies are committed to
meeting the needs of the food allergic community.
And I'd like to commend FDA for holding this public
meeting to collect information on this very
important issue.

GMA along‘with numerous trade associations
formed the Allergy Issuestlliance several years

ago because the food industry wanted to be
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proactively out front of and address this allergy

igsue.

The Food Allergy and Anaphylaxis Network
is an integral paft of the‘Allergy Iséues Alliance
and as the association that represents food
allergic consumers, FAAN is best positiomned to

provide insight into the labeling practices that

‘would be of most use to the subset of the

lpopulation. We really appreciated their input and

work in developing our guidelines.

As Regina has already mentioned, the
voluntary program has been developed by the
Alliance and was released this spring. It’'s a
culmination of several months of work by the
Alliancé including FAAN and‘sqme other, as was
mentioned earlier, food allergy scientific experts.

Unlike a regulatory process that will take several

vears to develop and implement, the Alliance’s

voluntary program ‘i's now in the implementation
stage.

GMA’s Board of Directors has adopted the
Alllance’s labeling programs and the CﬁOs‘of each
of our member compénies have asked their companies
to implement the program. We fully expect
widespread adoption and implementation of our
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labeling programs‘by our Compahies in the wvery near
future and as was already mentioned, some companies
have been actively making chénges gince the
adoption of this program.

With regard to the plain Ehglish labeling,

the Alliance’s labeling program specifically

addresses this issue and requires the use of plain

English names on the label of foods that contain an

allergenic protein that is derived from one of the

major allergens.

We recognize that 1t can be daunting for
the food allergic consumer to learn the names of
all of the ingredients that may be derived from an
allergin. Milk is a classic example. ‘As Anne

showed earlier, there are numerous ingredients

‘derived from milk.

In accoraance with FDA’'s regulations, each
of these milk—deri#ed‘ingredients must be declared
in the ingredient statement by a different name.
Casein, sodium caseinate and whey are just a few
examplesg of the milk-derived ingredients that must
be avoided by a consumer with a milk allergy.

| The Alliance’s labeling program makes it
easier for the milk allergic consume? to identify

products that he or she needs to avoid by requiring
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the use of the commén tér¥m "milk" in addition to
the name of the ingredient on the label of foods
that contain an allergenic protein from milk.

As the agency is well aware, we have a
tremendously diverse food supply that uses a wide
variety of ingredients. Packaging maﬁerials are
different ag well aé packaging sizes. Given this

variety, there must be flexibility in presenting

‘the common names of the allergens. The Alliance’s

labeling program provides this flexibility by
offering options for presenting the major
allergen’s éommon name .

For example, a manufacturer could use
parenthetidal statements that identify the plain
English name of the allergen in the ingredient
statement after the ingredient. Aﬁ allergen
information statement could‘also be highlighted or
used in the‘ingredient declaration panel and then
it would list the common name of each zf the major

allergens in the food.

The Alliance’s program provides other

means of presenting the name of the common allergen

as I think Regina has already laid out. The plain
English name would appear either in the ingredient
statement or in immediate proximity -to the
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ingredient statement.

In sumﬁary, we support the use of common
and plain English names on labels of foods that
contain major allergens, and we believe that the
Alliance’s labeling pr;gram sufficiently addresses
how this information,should be presented.

Because we anticipate widespread adoption
of this program by the food industry, wé believe
that the allergen—labeliﬁg regulations are
unrnecessary. Thank you. o

[Applause.]

DR. LEWIS: Thank you very much to meﬁbers
of our panel, and as scheduled on the agenda, we
will now begin a 15 minute discussion amoﬁg members
of the panel‘as well as with the FDA listening
panel. Let me remind you that that will be
followed by the opportunity for us to address the
gquestions you may be Writing down on your cards,
and adgain there are people walking the aisles so
please do take advantage of that.

Relative to source or plain English
lébeling, are there particular issues anyone among
our panelists wogldglike to address? Dr. Jacocbson..

DR. JACOBSON: ‘I’d just like to ask Lisa

how you could rely upon that voluntary flexible
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labeling when there afé'%ﬁéusands of food producers
that are not members of NFPA and GMA? Many
companies have never heard of these trade
associations and things can change from one
management to another menagement. I think the
consumer needs to be assured that the clear
English, the labeling will always be there.

MS. KATIC: Well, no doubt I appreciate
that as a definite ehallenge. I would say that
NFPA and GMA members represent a majority of food
products con the shelves. So certainly we have the
bulk of what we’'re talking about covered within our
membership.

We’'ve talked about--through Alliance
outreach we certainly plan on doing a lot of
education amongst our own industry, our own
industry reachiﬁg out to other smaller
manufacﬁurers that potentially are not amongst our
membership. We’ve got some discussions already
underway on how to do that as well as educating.
You know we have lots of iarge and small and
medium-sized compaﬁies within our own memberships
and we think that it’s imperative that some of the
larger manufacturers thaﬁ have long-term experience

with how to'make'changes on labels would be best
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served by educaﬁih@ s6meé of our,medium and smaller
sized companies. So it’s really all about
educafion and outreach‘and we have plans underway
to do‘that.

DR. LEWIS: Other gquestions?  Kathy
Gombas.

MS. GOMBAS: Yes. This is Kathy Gombas
with FDA. I'd 1ikekto‘ask‘a question of NFPA,

Regina. You had indicated that source or plain

English labeling should be voluntary versus

mandatory because there are a lot of manufacturers
currently using voluntary labeling. Do you have a
prospective on how many manufacturers are doing
this‘today?

MS. HILDWINE: I can tell you that at the
present time, the‘Food Allergy IssuesAAlliance, and
NFPA, of course, is a member of the‘Food Allergy
Issues Alliance, 1is developing‘a survey so that we
can collect some baseline data from the food
industry regarding theif awafeness of the Food
Allergen Labeling Guidelineé and their use of
various presentation téchniques. We expect to
field this survey, you know, the individual
associations in the Alliance to our various members

probably in the next month or s0O.
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Now, there are many more food trade
associations besides NFPA and GMA and the'Food
Allergy Issues Alliance, and many of these are
spécialized food trade associations that are
focused on various sectors of the food industry,
and we are going to be going out to our members
collecting information from food companies both
large and small to get a sense of how many have now
begun to use the plain language labeling that was
advocated along with other things that were
advocated in the Food Allergen Labeling Guidelines.

DR. LEWIS: Felicia Satchell.

MS. SATCHELL: My name is Felicia Satchell
and I'm with FDA. My first question is to Ms.
Katic. fou had indicated that the voluntary
program is currently being implemented, and I
understand from Regina’s last response that you are
beginning to work with the industry. Is there any
plan for follow-up, say, six, eight, ten months
down the road to see if all of your members are
implementing this, if‘they are complying with the
program?‘ How do you plan to track follow-up?

MS. KATIC: Well, as Regina just
mentioned, we afé developing, in the process of

developing a survey that will give us a baseline of
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awareness and use of tﬁé prééram now, and we plén |
on reinstituting that sufvey in the spring and then
obviougly probably next fall to track the changes
in usage and awareness.

MS. SATCHELL: What type of incentive, if

any, for voluntary compliance? I mean I can

appreciate your doing a survey, but let’s say that
you have manufacturers that for financial reasons
find it too costly to relabel, what are your plans
for addressing members that may not be following
the guidance?

MS. KATIC: Well, I think, first of all,

the incentive is that no manufacturer wanteg to harm

any consumer, first and foremost. They take this

'very seriously. Secondarily, there are legal

issues that certainly no company wants to, you
know, have an issue‘with again harming a consumer.
So this is something that the industry has been
working on for decades, for a long, long time.
This is nothing new. This is something that the
industry continues to look at and refine and
redevelop.

So, you know, as I said in my comment,
this is something that has gotten to the highest

levels within our member companies. It’s been
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lpresented to our board 8f CEO&. Our CEOs are on

board and have given their support obviously and
encouragement for use of the pfogram.

And I think through the survey, you know,
we’'re really going to have some understanding of--
the trade associations within the Alliance will
have some understanding of how it’s being used and
obviously if it’s not, then that wiil modify or
adjust our education and outreach efforts.

MS. SATCHELL; Thank you.

DR. LEWIS: "Other gquestions? Dr. Falci.

DR. FALCI: This is Dr. Falci of the Food
and Drug Administration. I think there is a lot of
agreement that we have here and I'm pleased with
that. xI’m trying to turn my head around so I can
see your forméf of ingredients thét you have there,
Dr. Jacobson. And I think that’s a Very
interesting idea about having different kind of
formats for ingredients in the ingredient
statement,

But my dquestion has to do a little bit

‘'with consumer education. Maybe vyvou could think
about that as I continue on here. That is consumer
education as far as the formats are concerned. One

of the things that I’'ve seen is that there’s a
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large percentage of thé population that are

unfortunately not interested in food allergens

beéause they don’t have that problem, they don’t
have to deal with it.

So when you sit down and you think about
trying to educate the consumer, it’s hard to try to
think of maybe the appropriate way of”approaching
people that might not be interested in it and to
try to get_them more interested in that. So my
question again is how would you really begin to try
to educate the consumer?

I know that Lisa Katic had mentioned that
you're discussing that now. I'd be interested just
maybevif you could elaborate more on it, but some
of the things that came. to my mind, of course, were
TV advertigements, of coUrée, which- are very
expensive, but maybe.once you get into the school
programs about potential new formats as well. So
would anybody like to field that?

DR. JACOBSON: Well, I don’t think we
could expect any kind,of well-funded government
educational program that lasts for any significant
period of time. Meésures should be self-actuating
and that’s what a clear ingredient label is. It

makes it possible for consumers to actually read
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1 [the label as the law suggests.

iML : 2 | " Look at some of those products in front of
k 3 you. Tom, could you pass that thing over there?
4 |These labels are designed not to be read. You’'ll

5 definitely need your glasses and a magnifying

6 glass, too;

7 [Applause.]

8 ’\ DR. JACOBSON: It’'s all upper caée, skinny
9 little print, very small writing that may be

10 ‘inev%table, but it goes--there are textbooks on how
11 to print things legibly. This Violates every
12 ||precept in those textbooks, and if the information
13 is clear, it would make it a lot easier for

14 consumers to read the label whether it’s for food

15 allergens or sugars or heart disease or
16 ||hydrogenated fat or whatever people are concerned
fﬁ 17 | about.

18 DR. FALCI: Just as a follow-up to that, I

19 think one of the reasons why such‘a package is
20 created like that is unfdrtﬁnately there is not a
21 lot of‘fon in the particular containers, not
il 22 enough space on the container to have a large

23 letters, but I don’t know how you’d overcome that.

24 DR. JACOBSON: Well, I think there’'s

25 ‘certainly a variety of products. We found very
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small print on very largé Packages also. But even

an example like that one\befbre you, upper and
lower case printing would be a lot easier to read.
You know designers can make labels»that are easier
to read or harder to read. Unfortunately, many
companies are choosing the latter.

'DR. LEWIS: One more brief comment before
we move‘on.

MS. MUNOZ - FURLONG: In response to Dr.
Falci’s question about how to educaﬁe the
consumers, if we’re talking strictly about the
simple language labeling, they are already reading
labels, those that are affected, the food allergic
population. The problem is they can’t understand
what they’re reading. What we need to do is

simplify the labels so that when .the children and

lthe adults and the teachers and so forth read them,

they’il understand what they’re reading, and also
when that doctor makes a diagnosis and tells that
patient to read the label, they will then be able
to read it.

So in this issue I don’t think it’s such a
concern for education as it will be in some of the
other panels.

DR. LEWIS: We’ll take one more brief
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queétion from Felicia %at%ﬁ§11'aha then we’ll move
to the cards. |

MS. SATCHELL: The question is directed to
Dr. Jacobson and Ms. Munoz-Furlong. Both Ms.
Hildwine and Katic mentioned three or four options
in their presentation for presenting plain English
labeling in cbnjunctiOn with the ingredient
statement. Allowing the flexibilities of these
options, do you see that as being a stumbling block
or confusing for allergic consumers?

MS. MUNOZ-FURLONG: On this issue, I don't
thiﬁk that it will be. The fact is that they
reading the label.. They need to have a place or a
statement that they cén understand. ITf we're
lookiﬁg at what they like, and I’ll cover some of
that in the next panel, they would prefer that we
have a statement of "contains milk and eggs"”
immediately after that ingredient statement because
then it saves them time. They don’t have to read
that entire paragraph in very small print. They
can zoom in on that and put the package back on the
shelf if it’s not safe for them or put it in their
shopping cart.

DR. LEWIS: fhank you very much.

DR. JACOBSON.: I think there should be a
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standardized label so &onétiiers dbn’t have to hunt
around and say, oh, is there an asterisk here or is
it boldfaced. It should always be in the same
place and as Ms. Munoz-Furlong suggested, something
at the end where itvwould say allergy information,
and then milk, soy, Whatever, is the best option.

DR. LEWIS: Thank you to the panelists.
We’ll now move to the questions from the aﬁdience,
and I have seVeral here that I think will probably
eaglily take up our remaining time.

This question is about placement and it’'s
directed to either Ms. Katic and/or Ms. Hildwine.
Doesg the Alliance Allergy Labeling Program address
labeling ingredients above and below the package
seam?

For example, a Trail Energy Bar sent our
son to the hospital because we were unaware that
almonds were listed under the foil seam.

MS; HILbWINE: Well, that’s a very
difficult situation, and a consumer shouldn’t be in
that situation. Certaiﬁly, there are situations
with respect to the design of packaging that are a
challenge for the food industry.

The food companies do try to make that

information as clear as they pdssibly can given the

MILLER REPORTING COMPANY, INC.
735 8th Street, S.E.
Washington, D.C. 20003-2802
(202) 546-6666




vsm

10

11

12

13

14

15

16

"1

18

19

20

21

22

23
24

25

constraints of thé packags gize. In fact, food

what we would continue to support.

56

companies know that FDA has regulations regarding
the sufficient prominence of food label information
and, you know, NFPA does encourage its members to
follow those regulations all the time.

I think you’ll see in some cases, though,
particular types of food are in particular types of
packages that make, you know, using all the label
space to present the required_information very much
of a challenge and we are working with our members\
to try and improve those situatiens.

MS. KATIC: The only thing I would add is
that the program that was developed by the Allergy
Issues Alliance does emphasize the prominende

within the ingredient panel declaration, and that’s

DR. LEWIS: Our second question from our
attendees seems to be addressed for anyone who
would like to deal with the topic. I suspect it’'s
more oriented towards industry.

The question 1s what about "contains milk,
wheat and egg ingredients," the way General Mills
and Kellogg’'s are labeling? Is this accepted to
the food allergic coneumer? Is there data to

support the way the industry should go for consumer
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clarity?
MS. HILDWINE: Well, I'11 start with this
one as well. Certainly, those statements such as
"contains milk, wheat or égg ingredients," this is

one of the options that, in fact, the Food Allergy

‘Issues Alliance included in our Food

Allergen Labeling Guidelines. It is the'top ranked
option, as a matter of fact, in our presentation of
the wvarious options for preseﬁtation. And‘you know
we think that a lot of food companies are starting
to move in that direction to include this typebof-
information that specifically says at the end of

the ingredient statement that the product contains

these ingredients. It reinforces the information

in the ingredient statement.
MS. MUNOZ-FURLONG: Well, from the
consumer’'s perspective, General Mills and Kellogg’s

are one of the companies that everybody talks

‘about. They like their labels. They’'re in simple

English and "that contains," and then the allergens
in simple language is perceived as a shortcut and a

very handy way to teach someone else how to read

that label.

DR. LEWIS: Anything else from our

panelist on this topic? We have a question to
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three of the panali&ts ¥&¢arding Dr. Jacobsoh’s
@resentation, and it has to do with his small board
that he presented. Do you folks support CSPI's
ingredient facts proposal? Can you discuss it?

Why and why not?

MS. MUNOZ-FURLONG: I can tell you that
the allergy information statement, we have
conducted some focusvgroups and people do like
allergy information. It could also be substituted
with "contain" statement and that would be
acceptable as well.

MS. HILDWINE: Just focusing on the
allergy information poftion of the format for the
moment , cerﬁainly that does present one of the
optionsg outlined in the food allergen labeling
guidelines. I think there are things, though, in
the format overall that need to be taken into
careful consideration.

A cduple weekS‘ago when Dr. Jacobson
anriounced this new format, there wasg a side‘by gside
comparison of a current ingredient list and the
proposed new fofmat, and I, you know, just‘a minute
ago talked about the challenges of fitting required
label ihformatioﬁ on small packages, and if you do

that side by side comparison, you will see that the
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propoéed new forméﬁ‘tékéé»ﬁﬁ a great deal of label
space. So that’s a real practical problem that
ceftainly needs to be explored further.

DR. LEWIS: My remaining cards focus
largely on the issue of voluntary versus mandatory
labeling. In our remaining five minutes, I’'1ll try
to summarize some of those. They are quite
overlapping.

| There is a question for Mg. Hildwine. Is
your reason for supporting voluntary labels instead
éf mandatory bnes that it’s too confusing for
therefore it wouidvdelay implementation? And if
so, why not implément‘voluntary rules now and work
on standard régulatibns for all companies?

MS. HILDWINE: Well, first of all,

voluntary rules is an oxymoron. There is really no

such thing. And cértainly‘the work that the Food -
Allergy Issues Ailiance hés been doing is a
voluntary approach ana we announced this this
spring, and food compaﬁies, some had already been
following the preceﬁts out1ined in those
guidelines. Other companies are starting to do

that now.

We’'ve been encouraging members to adopt
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these pfesehtatich optiochis and these guidelines.
Our concern is is thet some food companies may say,
well, if FDA 1is going to develop regulations to
require this to adopt a mandatory approach, well, I
think maybe I’11 just wait to see what the agency
does now.

In plain fact, going the mandatory route
will delay the adoption by the industry ef those
presentation options‘that have been outlined in the
Food Allergen Labeling Guidelines. So we would,
you know, not just to mention thexoverwhelming
complexity of this--you may not realize it, but
when FDA, well, when the law changed to reguire
declaration of ingredients of standardized foods as
part of the Nutrition Labeling and Education Act,
FDA had to open up ﬁhe regulations on every one of
the sﬁandards of identity.

I believe there are about 72 regulations
governing cheese;'and-this is only one category of
standardized food. FDA would have to make
amendments to an overwhelming nuﬁber of
regulatiens. It’s not just a simple matter of
requiring this in a particular section of
regulations.

So it would be very complicated. It would
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take quite a long time. There is no reason to
wait. The voluntary program that’s been
established by the Food Allergen Labeling
Guidélines is in implementation now. So we don't
think that anybody should wait for ruies and that
it should continﬁe to be on a voluntary basis.

DR. LEWIS: Thank you. Lisa.

MS. KATIC: Well, just building one
comment on top of that, I think Regina pretty weli
laid out the complexity, which then leads to the
next poiﬁt, why we think voluntary versus mandatory
is the way to go ié that down the foad the industry
seesvthis program asg evolving.

If there is research, gnough regsearch that
is done on a particular ingredient that it doés
prove that it becomes an allergen or 1is a problém
for the public, that would be incorporated into the
program and can be done right away, whereas waiting
for regulations to, you know, move through the
prbcess could take oné to two years, where as the
industry can act very quickly and institute or
implement something pretty quickly.

DR. LEWIS: My remaining cards really do
play dn thisg, and you may have already made your

points, but I will offer these guestions to you.
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To Regina Hildwine; bééause recalls are so high, on
what basis do you think voluntary guidelines will
be enough, and is it‘enforceable?
To Anne Munoz, Furlong, does FAAN support
mandatory labeling and legislation in this area?
And then finally, 1f a number of NFPA and

GMA members already are labeling voluntarily or

plan to, why is the industry opposed to FDA

regulations which would reach all industry members
since those already doing this voluntarily will
just be ahead?

Again, those are issues you’'ve been
addressing so I'1l1 allow you to answer those or
build on‘other comments you’'ve already made if you
wigh.

MS. HILDWINE:  Just with respect to the
issue of recalls, these, as I’ve observed them over
the past severai years, are very much related to
undeclared allergens, outright undeclared
allergeﬁs. The issue of plain language labeling is
not question.

Also, oftentimes the presence, the
notation of a recall is an indication that
enforcement typevactivity may have begun with
respect to FDA. .We believé that FDA has plenty of
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authority to enforece ¥ gulations relative to
undeclared, any undeclared ingredient including

food allergens. That’s all I have to say for that

one.

DR. LEWIS: Anne; did you want to make a
comment? |

MS. MUNOZ-FURLONG: Yes. Regarding
whether FAAN is for or against or whatever the term
was for mandatory vérsus voluntary. FAAN' s |
position is that we know we need label‘improvements
immediately. We are going to support any and all
initiatives that are gding to get us there be theyl
voluntary, regulatory, legislative, because
ultimately they’re going to benefit the consumer.

[Applause.] |

DR. LEWIS: In the last few minutes[ does
anyone else on the panel have one more comment or
question before we take a break? Thank you. We
will take a 15 minute break, which means we’ll be
back here just a little before 9:40.

[Whereupon, a short break was taken.]

DR. LEWIS: All right. Let’s get started.
We do have a special presentation. I have been
asked to remind the audience to please make note of

the fact that there is no eating in the auditorium.
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That’s a very importatt igsue here. Pleage do not
consume vitals here in thig particular auditorium.

our second panel addresses advisory
labeling, and before we actually get to the‘panel
presentations, we have with us today Ms . Theresa
Dziuk. She is with our Minnesota District at the
Food and Drug Administration, and she will be
presenting a summéry of inspectional findings.

If you would please welcome, Ms. Dziuk.
Thank you.

| [Applause.]

MS. DZIUK: 1I°'d like to thank the center

for inviting me. I feel very fortunate to be here
today. When this started, I was a‘compliance
officer with the state of Minnesota. In 2000, I
joined the FDA as é consumer safety officer. In

October of 1998, the Food and Drug Administration
formed a partﬁership with both the Minnesota and
Wisconsin Departments of Agriculture.

This partngrship»was in response to
reports of consumers who experienced adverse
reactions following exposure to allergic substances

in foods which were not declared on the food label.

I In addition, there was an increase in the number of

allergen related recalls, and we had concerns over
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manufacturihg controls &f undeclared allergen
residues.

The goal of our partnership was to
eliminate dupiicate inspections and sample

collections, to ensure uniform enforcement and to

lobtain current information on allergy awareness and

provide feedback to industry.

While it is generally believed that nearly
every food can cause an adverse reaction, eight
foods-are known to cause 90 percent. FDA
recognizes these as peanuts, soybean, milk and milk
products; eggs, wheat, tree nuts, fish and
crustaéea.

Althougﬁ this partnership looked at the
control of féod‘allergens, we focused on industries
that used peanuts and eggs. Ice cream, bakery and
candy manufacturers were selected for covierage. 86
inspectidns were planned and 85 inspections were
conducted. Establishments inspected were 45

bakeriesg, 13 ice cream manufacturers, and 18 candy

manufacturers.

Inspections performed were routine GMP

inspéctions. That’s good manufacturing practice
inspections. State inspectors and FDA
investigators were trained in August of 1999. To
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ensure uniform applieation of current good
manufacturing practices, inepectors and
investigators were etandardized during initial
joint inspections.

Inspections were conducted in September
99 through March 2000. This was a small study.
Establishment selection was not intended to be
SCientifically gsignificant, but‘to peride an
overview of current industry practices. Selection
was made randomly of small, medium and large
establishments that were licensed and inspected by
the state departments of agricultures, that

conducted interstate commerce, and that were

jointly scheduled on the agency’s workplans.

One measurement of establishment size used
by FDA is annual gross sales. What you’ll see here
on the left side, there are nine categories of
annual gross sales. We broke those down into three

groupings and considered them small, medium and

large. I've broken out on the slides both
Minnesota and Wisconsin. We inspected 85 total
establishments. 17 were‘small, 51 medium, and 17‘
large.

During our inspections, our investigators

utilized a specialized gquestionnaire to aid in
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assessing industry @%égﬁi%ééf ‘Example of the areas
investigators observedlduring the inspections were
the use of shéred equipment, production practices
such as handling of rework, labeling and product
changeover, and any other mechanism that related to
the control of allergens. Samples were obtained
based on observation.

This following series of slides has a lot

of information that I will not be covering. I'm

'going to be presenting totals, and it’s important

to recognize that‘there weren’'t differences between
Minnesota and Wisconsin.

Each of these graphs is broken down on the
léft side by total, and then they’re also broken
down by commodity. There are bakeries, ice cream
and chocolate. And again, I'm only going to'be
focusing on the total, and‘I present this otherx

information so that you can see from your own

interest.

The product label is the primary means to
inform a consumer of potential produqt aliergens.
Our questionnaire contained a section on the use of
allergenic ingredients. Ingredients used in the
formulation of the prodﬁct were comparedito the
corresponding finished product labeling.
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45 of the’ég fiv#g inspected, and that’s
the blue bar right here, felt that they had
adeqﬁate‘procedurés in place to verify label
accuracy. Of the 45 firms that felt that they had
adequate procedures to verify label accuracy,'our
investigators found that 15 percent had incorrect
finished product labels.

Of the firms that didn’t have procedures
to verify their labels, 51 percent had incorrect
finished product labels. Only one of the 85 firms
inspected had a policy against the use of advisory
labeling.

One bakery inspected reportgd that they
had received a consumer complaint. The consumer

stated that they had -an allergic reaction after

l consuming a product that normally would not contain

peanuts. The consumer called the bakery and said

~they were allergic to peanuts and had the reaction

when they'consumed this product. The bakery
reported to inform the consumer that the labels
states it may contain peanuts. The customer
appeared to be satisfied and had no additional
contact with the firm.

"This istgn example where advisory labeling

may not always be effective. An advisory labeling
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statement such as’"may contain" are not a
substitute for good manufacturing practices.

37 of the 85 firms inspected utilized
rework. Procedures for handling rework varied by
industry. Of the firms that utilizéd rework, 48
percent had product that tested positive for

undeclared allergen residues. When using shared

equipment, product changeover presents an

unintentional opportunity for product that contains
an allergen to»contaminate a product that does not
contain an allergen.

Equipment cleaning 1is critical to the
control of allergens. While only three
establishments inspected utilized analytical test
methods to verify their cleaning ang sanitization
procedures, 41 of the 85 had standard operating
procedures in place to cqntrol cross contact.

During our'inspections, we observed that
production was frequently not scheduled.
Scheduling was conducted first in/first out where
the first order received would be the first order
manufactured, and allergen considerations were not
addressed.

Scheduling was based on the color of

production. ' For example} a sugar cookie would be
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the first product manufactureéd, followed by various
flavored chips, then peanut butter cookies and then
finally ending the production runm with gingersnaps.

Many firms did not have dedicated
equipment for allergen and non-allergen product
lines. Non-dedicated product lines were observed
to be inadequately cleaned between production.
Many timesg equipment was rinsed with only water or
the‘equipment was cleaned at the end of the day.
Only three of the 85 firms inspected utilized
persénnel that were trained and dedicated to
allergen control.

At this time, a tolerance for undeclared
allergen residues has not been defined. A standard
method has not been approved by the AOAC. For the
partnership, we utilized an ELISA test kit that was
developed by the University of Nebraska and
manufactured by the Neogen Corporation. This was
used stfictly as a screening tool.

Each sample was a composite of ten
eight-ounce subs and a ten part per million*test
kit standard and a reagent blank were used as our
controls. We determined a sample positive 1if it

was reported positive at or above ten parts per

million.
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Samples weré Hét @btaiﬁed af eVery
manufacturer inspected.‘ Sample gelection was based
on manufacﬁuring practices observed during the
inspection. our samples were used to confirm our
observational findings. A sample was obtained if
equipment was shared and arnon—allergen containing
product was produced after an allergen chtaining
product without the eqﬁipment first being cleaned.

We identified areas where there was a
potential for cross contact and then took a sample.
Our goal was to assist industry in defining
critical control points in their process.

We collected 118 partnership samples for
analysis which was performed by the state
1aboratorieé. 73 samples were obtained for
undeclarea peanuts and 45 samples were obtained for
undeclared eggs. 73 of the 85 firms used peanuts
in their production. 18 of the 73 samples obtained
were found positive for undeclared peanut residues.
It’s important to remember that we chose these
samples based:on our observational findings. So we
expected to find residues in these samples, and

these 18 samples is equivalent to 25 percent of the

samples obtained.

When we look at the total picture
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comparing our observations with the sample
analysisg, it was observed that 49 percent of the
firms had a potential fbr cross-contact of
allergens into non-allergen containing products.

Of these firms, 50 percent had positive samples for
undeclared allergens. Of the firms that utilized
rework, 48 percenﬁ had samples that tested positive
for undeclared allergens. 0Of the firms that didn’'t
have procedures for label verification, 51 percent
had incorrect_finished product labéls.

Allergen awafeness was very high in some
firms and extremely low in others. We held
industry workshops‘to‘prOVide feedback on our
partnership. ‘Three workshops were held in May of
2000. We prepared an information pack with
allergen education materials_andvfor the firms that
were unable to attend, we mailed this‘pack to them.

We éonducted follow-up. All
establishments that were inspected received a copy
of their establishment inséectioh report. They
also réceived a copy of théir analytical results.
We either met or sent a letter to the firms that
had samples which tested positive for undeclared
allergens and explained‘the significance of these

findings. We conducted follow-up inspections at
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these firms during Augnst_of 2000.
| We conducted 21 follow-up inspections and
collected 18 samples. We found that industry made
every effort to address and modify their good
manufacturing practices. The greatest change noted
was inraddressing crogs-contact in the form of
scheduling and sequencing. Firms dedicated
eguipment to non-allergen and ailérgen—containing
products. They reconsidered their use of rework.
Many firms corrected their labels.
Sanitation practices were improved and verification
testing of equipment and finished product was
implemented. Many firms trained their employees on
the significance of allergen control.
Through this partnership, we felt that the
FDA and states gained credibility with industry.
We found that the industry was very open and
willing to share their manufacturing practices;
Adharence to good manufacturing practices are
essential‘in the reduction of undeclared allergen,
and advisory labeling is not a‘replacement for good
manufacturing ?ractices; |
We are ali in‘this together‘as consumers

and labeling should be addressed as a food safety

concern. Thank you.
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[Applause.]

DR. LEWIS: We’ll now begin Panel II which

addressee the topie of advisory labeling. We have
four presenters. First, Ms. Lisa Katic. Second,

Regina Hildwine. Third, Anne Munoz-Furlong. And

last, Dr. Michael Jacobson. Lisa.

MS. KATIC: Thenk you.

M3S. KATIC: GMA supports the use of
supplemental statements such as "may contain
peanuts" consistent with the criteria established
in the Food Allergen Labeling Guidelines prepared
by the Allefgy:Issues Alliance.‘ These guidelines
clearly state that consistent with the FDA policy
on this issue, supplemental allergen statements
should not and cannot be used in lieu of good
manufacturing practices.

In addition, the guidelineg restrict the
instanees in which a manufacturer can use these
kinds of statements. Under the guidelines,
supplemental statements only can be used when:

(1) The presence of a major food allergen
is documented through visual examination or
analytical testing of the processing line,
quipment, ingredient of product or other means;

(2) The risk of a presence of a major food
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allergen is unavoidable even when current good

manufacturing practices are followed; .

(3) A major food allergen is present in
some but not all of the product; and

Last, the presence of a major food
allergen is potentially hazard.

If some but not all of these four criteria
are met, the guidelines do not allow the
manufadturer to use a suppleméntal allexgen
statement. In such inStances,vthe méhufacturer
must either consider an additional food allergen
control measure and/or some other labeling
strategy.

With regard to the placement of the

'supplemental allergen statement, the guidelines

require the statement to appear at the end of or in

immediate proximity to the ingredient statement.

The guidelines require that the statement be as
accurate and as conspicuous as possible. Examples
of the type of supplémental statements that are
being used include "may contain peanuts" and
"processed on the same equipment as milk.™

The guidelines‘prdvide the manufacturer
with the flexibility to determine the type of

supplemental statement that will best describe the
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product.

Supplemental allergenistatements are an
integral componentwof'the Alliance’s labeiing
document. Although the food industry 1is diligent
in its efforts to prevent major food allergens from
inadvertently ending up in food products, the
nature of the food supply and our manufacturing
processes 1in some instancesg make it impossible'to
avoid. |

Farmers generally grow numerous crops and
use the same\equipment>to,harvest, store and
transport corn, soybeans, wheat) peanuts and other
crops. This can lead, for example, to the presence
of soy in corn or wheat in peanuts.

Inadvertent contact can also occur in the
manufacturing facility where the same processing
equipment is used to manufecture a wide variety of
products. In an attempt.to prevent the inadvertent
presence of allergens in products, many in the food
industty have adopted a three-tiered approach to
minimize this inadvertent centact with allergens.

This approach involves dedication when
possible, separetion, and ag a laSt resort
labeling. First, when possible, the induetry will

use a dedicated system. This may be possible for
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some lafge volume prdddcts where continual
production on the same or multiple 1ines is needed
to meet consumer demand. It is not financially
possible, however, to have a dedicated system for
each product that is manufactured’by a company.

When a dedicated system is not a
possibility, the company‘will use separation as a
means to minimize inadvertent contact. This can be
accomplished by physical barriers, the use of
dedicated containers for raw materials that contain
allergens, and other means to prevent the
inadvertent contact of a major allergen wifh
non-allergenic iﬁgredients.'

‘Companies will also schedule production so
that when possible, a»non-allergen containing
product will be manufactured on a line before a
product that contains an allergen.

Companies will also thoroughly clean a
line that has been used toAmanufactﬁre a product
containing a major food allergen before
manufacturing a product that does not contain that
allq;gen. |

Cleaning, however, will not always succeed
in removing the allergens from all services of the’

equipment. It has been proven time and time again
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that water is the most efficient method for
removing allergenic proteins from processing

eguipment. There are numerous foods and food

systems, however, where water cannot be used as

part of the cleaning process due to the nature of
the food or due to micrdbiological safety concerns.

Chocolate and peanut butter manufacturing
systems are eiamples of processés where water
cannot be used to‘cléan the machinery because these
foods do not readily dissolve in water and the use
of Watef can lead to microbiological concerns due
té the puddling of water somewhere in the system.

Watervalso cannot bé used in the cleaning
of certain packaging and electrical equipment such
as baking ovens and cooling tunnels for obvious
reasons. Watér and electricity doh’t match.

In insténces when water cannot be used for
cleaning, the food industry frequently‘will.use a

dry process for cleaning, such as flushing the line

with a‘safe, non-allergenic dry ingredient or food

that removes the food from the system.

The use of these dry ingredients is
recognized as an appropriate good manufacturing
practicé and in many. instances 1is dictated by the
microbiological concerns’that are present by wet
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cleaning.

The use of dry ingredients to clean a
system, however, is not always successful in
completely and 100‘percént removal of the
allergens. Systems that rely on this type of
cleaning frequently cannot be cleaned to remove all
residues of a major allergen.

In those instances when neither dedication
nor sepération can prevent the inadvertent contact
with the majof allergen, the industry will resort
to labeiing; labeling consistent With the four
criteria established in the Alliance’s labeling
program that I stéted‘earlier.

These criteria are designed to ensure that
supplemental allérgen statements are used only in
limited situations and not as a substitute for good
GMPs.

Suppleﬁehtal allergen statements are
designed to aleft the £food éllergic consumer that
thé product in question may have an allergen that
they need to avoid. We recognize that a certain
percentage of a given product bearing this
suﬁplemental allergen statement may be free of the
named allergen and safe for ébnsumption for the

food allergic consumer. However, the allergen may
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be present in some 5f tHe foods manufactured on
that line. Thus, necessitating the use of a-

supplemental statement that alerts the food

lallergic consumer to the possible presence of this

allergen.

As stated in many comments earlier, We
believe that the allergen labeling issues can be
best addressed through the voluntary program and
that additional régulations are unnecessgary.
Although the existing regulations do not mandate
the use of common English names or establish
criteria for the use of supplemental allergen
statements, the industry through the Alliance has
reached agreement on these labeling issues and is
now in the implementation phase.

We believe that continuéd educational
efforts will be one of the most effective means to
address this issue. GMA has educated its member
companies about the importance of the allergen
issue, and‘as.stated this morning, the senior
management from each of our member companies has
agreed to adopt the labeling program.

We recognize, however, that we alsgo have
to reach the small and medium sized companies that

may not be members of GMA or of the other alliances
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1 [ that are part of thé Allergy Issues Alliance. The
if? 2 Allergy‘Issues Alliance is in the process of
3 developiﬁg educational programé for these other
4 smaller companies. Moreover, FDA has the existing
5 statutory and regulatory tools to take enforcement
6 action against those»companies that market products
7 |with undeclared allergens.
8 The unacceptably high level of recalls due
9 to the presence of undeclared ailergens is perhaps
10 the strongest evidence"supporting the agency’s ,
11 Jability under its existing regulatory framework to
12 address this issue.
i 13 We also encourage FDA to develop and
e i4 maintain a strong enforcement presence for food
15 Jallergens. One of the best ways to effect change
] 16 |and to encourage all companies regardless of size
17 |[to make certain that their products are properly
18 labeled and that their foods are manufactured in
19 accordance with good GMPs is throuéh continued
20 inspections and when necessary enforcement actions.
21 We believe that a strong FDA presence and
22 the knowledge that theré is a "cop on the beat," if
23 Jyou will, would be a much more effective use of

24 agency resources rather than additional

25 regulations.
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~In‘conc1u§i6ﬁ; @ﬁﬁ Slupports the use of
sﬁpplemental ailergen statements in those limited
instances when the four criteria in the Alliance’'s
labeling program are satisfied. Consistent with
FDA’s guidance on this issue and the terms of the
Alliance’s labeling program, supplemental allergen
labeling cannot and should not be used as a
substitute for GMPs. Thank vyou.

[Applause.] |

MS. HILDWINE: Thank you very much.

Episodes of inadvertent cross-contact between foods

that contain major allergens and foods that are not
intended to contain those allergens coupled with
the resultant problem of undeclared allergens in
the product where they are not intended indicate
that both production contfols and. labeling
approaches must be discussed for these foods.

FDA's questions focus on the issue of
supplementary or advisory labeling, the so-called
"may contain" statements. But NFPA believes that
this discussion may include a mention of
manufacturing practices. NFPA believes that this
is the correct approach since we édvocate the
limited and carefully controlled use of

supplementary of advisory food allergen labeling.
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Food procééégﬁg that prepare foods that
may be exposed ﬁo inadvertent contact with major
food allergens acknowledge that labeling 1is not a
substitute for gooa manufacturing practices. GMPs

and their resultant controls must be considered

‘first before labeling approaches are consgidered.

Processors should review the plant environment
including storage conditions and production line
architecture; should review the products, controls
and practices of their supplier; shpuld examine
their own production operatioﬁs, including
separation, sanitation and scheduling practices;
and then should create optimum conditions for food
allergen control including employee training‘as far
as they are able.

When this process is completed, if the
risk that the food allergens may be present, that
risk still exists, then supplementary allergen
labeling must be consgsidered. Supplementary or
advigory labeling should not be an easy shortcut to
bypass-activities that‘are food processors’
responsibilities, but rather should be viewed as an
approach of last resort when the riék of presence

of a food allergen Cannot be avoided with absolute

| certainty.
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Supplementa®y 8% &dvisory labels should be
relatively rafe, not increasingly more common.
Nevertheless, given the difficulties of achieving
abgsolute certainty that there is no risk of
presencé of major food allergens in a variety of
operational situations, supplementary or advisgory
labeling is necessary and should be permitted.

The food industry has taken numerous steps
over the past several years to change manﬁfactﬁring
érocesses to reduce the potential for cross-contact
with major food allergens. At NFPA, we have a Food
Allergens Committee that haé been‘working, meeting
for several years, to discuss these practices. As
a result of these discussions, last year NFPA
issued a "Code of Practice for‘Controlling Food
Allergens, " andbthis year we have started an
elaboration of the Code of Practice, a how to
implement the code of practice for the use of our

members, which, by the way, cover the broad gamut

of food processing, various sectors in the food

processing industry.

The food industry‘recognizes that under
existing GMP regulations, reasonable precautions
must be taken to prévent cross-contact with major

allergenic proteins. In instancesg, when
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cross-contact cannot be 4vsided even when complying
with GMPs, food and ingredient manufacturers then
use labeling that informs the food aliérgic
consumer of the possible presence of allergens in
the food.

Howevcr, only supplementary label
statements that are used in careful controlled

circumstances would provide a food allergic

‘consumer with enough information to make a clear

decision about whether or not a food is appropriate
for them to eat.

" The Food Allergen Labeling Guidelines of
the Food Allergy Issues Alliance outlined four
conditions that speli out the carefully controlled
circumstances to govern responsible consideration
of suppiemental food allergen statements. Lisa
went through these and I’m‘going to do it again
because we believe these are very important.

The guidelines present a reasonable yet
rigorous approach to the criteria for determining

whether supplemental labeling statements should be

used. These type of food allergen statements

should be used judiciously only when all four of
the following criteria are met:
First, the presence of a major food
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allergen is documeﬁtéé’fﬁfbugh visual examination
or analytic testing of the processing line,
equipment, ingredient or product, or through other
means.

Thus, the first step ig to affirm that the

-major food allergen is in the environment. This

affirmation can be accomplished through examination
of the physical plant, processing procédure,

analytical testing where available, or‘through

documentation.

Second, the risk of presence of.a major
food éllergen is not unavoidable even when current
good manufacturing practice§ are followed. This
criterion signifies that all the feasible
operational issues that can be addressed have been
addressed with respect to control of the major food
allergens, yet even under those conditions, there
is not a complete‘certainty that one can avoid the
risk that the allergen‘coula be present.

Third, the méjor food allergen is present
in some but not‘all of the product in guestion.
Clearly, if this criterion is not met, "may
contain" type label statements could not apply. If
the allergen is present in all of the product,

there is nothing may about it. The product does
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contain the allergen.

The occasional or sporadic presence of an
allergen may provide additional information that
allows the food processof to diagnose a situation
with a su?plier, the plant environment, a piece of
equipment or a processing procedure. This
information wOuld,then trigger a review back to the
second criterion.»

If one can identify‘a feature that would
enable the processor to COntrol further the risk of
presence of an allergen, then steps should be taken
to exert additional controls.

This third criterion highlights that the
review of allergen control procedures is not
static, but dynamic. Réview of the criteria for
supplemental labeling should be undertaken whenever
there is a change to one of the operating variables
such as ingredients, suppliers, equipment or
processing techniqﬁes.

The fourth criterion is that the presence
of the major food allergen is potentially
hazardous. At the present time, scientists do not
agree that there is-a condition under which the
presence of the major food allergen is not

potentially hazardous, so this particular criterion
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at the present time would always apply.

Now, 1if some, but not all of these

criteria are met, food and ingredient manufacturers

{| should consider food allergen control or food

allergen labeling strategies other than
supplemental allergen statements. Meeting all four
criteria will ensure that suppleﬁentary or advisory
label statements are considered only after due
diligencén

Meeting all the criteria also ensures that
labeling statements are not used capriciously or as
a theoretical'precaution. For food processors,
adhering to these criteria undoubtedly will have
associated; costs for reViews, self-inspections,
audits, documentation of procedures,
post-sanitation testing, personnel training and
sometimes new equipment or facilities.

| However, failure to be vigilant with GMPs

or such widespread use of supplemental labeling

' that food allergic consumers no longer believe the

statements, these can have consequences that are
not only <costly but are tragic.
If supplemental allergen labeling is used

responsibly, the likelihood is that food allergic

| consumers will believe the statements and will
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statement should‘ﬁeigo éioﬁé@ food allergic
consumers to draw thé conclusion that they should
not consume the product.

In order to provide for different
production circumstances, there should be
flexibility to the presentation of supplementary or
advisory food‘allergen‘statements. If such
statements are to be accurate, then the
one~sizé—fits—all approach is not feasible.

For this reason, FDA should permit but
shouldynot mandate such labeling in proximity to
the ingredient declaration and food processors
should adhere to the necessary food allergen
controls and evaluation criteria regarding the use
of these statements. Thank you.

[Applause.]

MS. MUNOZ-FURLONG: I have some slides.
Okay. What I'm going to talk about I will continue
to refer to as "may contain" labeling, but I really
am intending for it to be all of the precautionary
allergen statements.

May I have the next slide? Now my
objectives here are to provide you with information
about what the industry is currently doing and how

that is impacting on the consumer and the consumer
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last week, and the pféaﬁéﬁ that their child has
been eating for yéars and years has been safe.

This week, they can no longer purchase that product

because it says main contain on it.

The only difference is that the "may
contain“ has been added to the ingredient

declaration. There are no other ingredients that

have changed. This is Causing a lot of frustration

and a lot of confusion to the allergic consumer.

Can we go back on that slide one more
time? We can’t go back. Okay. All right. Well,
I'm going to make my point anyway. The point is
that because of the proliferation of "may contain"
statements, the integrity of all of thé
precautionary labels are being gquestioned by
consumeré.

A perfect example came to our office
several days ago. One of our members was on an
airplane and was given a bag of raisins.‘ She
looked at the ingredient label simply because our

members are trained to read ingredients for

everything. On a bag of raisins, it said may
contain peanuts. You haVe to wonder what’s going
on.

Now, as a result of the proliferation of
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some of these Statéﬁéﬁté; gome of the physicians
are telling their patienté to ignére these
statements bécause they’'re on everything and they
don’t believe that they're really there for anybody
but the COmpahy’s safety. |

As a result, some patients are making the
decision . on their‘OWn to ignore these statements.
This to me is playing Russian roulette. The other
concern I have about this is that we are talking
about childreﬁ and~it‘cdncérns me greatly that
parents énd others are making decisions because
they’re so confused abouﬁ what's going on out
there. |

Next slide, please. Now, as I mentioned
earlier, when we asked for the write-in to our
survey, what were the three‘major cohcernslfrom our
membership, "may coﬁtain".was at thé top of the

list. Some of the comments that we got, and we got

. hundreds of comments in our book about some of

these issues, were that "may contain" is perceived

 to be aidefensive‘legal tactic or a way of avoiding

good manufacturing practices.
Again, this is because the consumers have

been left to their own to try and decipher some of

these labels.
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Now when we go Ofi and look at some of the
data from our study, when we asked them how the
perceive these statements, if it says contains
whatever the allergen is, 96 percent of the
membership reported that they do not purchasé that
product.

When they sée "may contain," 92 percent do
not purchase that product. When they see’
"processed on shared equipment," 87 percent of the
peopie do not purchase the product. And
manufactured in a piant that also producesg nuts or
peanuts or whatever the allergen is, 66 percent
never purchase the pfoduct.

The point I want to make here ig that if a

company is putting these types of statements,

Jmanufactured in a plant or processed on shared

equipment, because of a risk to the consumer,
because they intend‘that the consumer not purchase
that product, we can see from this information that
they’'re miésing the mark, and there ig a huge‘group
of people that are at poténtial risk because they
don't understand what you’re trying to tell them
with these labels.

Now when we driiled down a little deeper

and we asked about the "may contain," how do they
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interpret this, "may contdin" to this group is a
gray area.  They live in a black and white world.
If you’re‘allergic, you avoid the food. "May
contain, " they aék is it in there or isn’'t it in
there, how can we tell?

When we asked about‘may contain any and
all of the following, and then there isvusually a

long list of allergens, they want to know when is

95

it in there? How can we tell? Is there a code on

the paékage? How does this happen that a
manufacturer does not know what is in the product
B

that I'm about to eat? And then don’'t they clean?
They’revconcerned that these statements are being
used in lieu of godd manufacturing practices.

Next slide, please. And when we ask them
about manufactnred in a plant that also
processes--most commonly we see this with nuts or

peanuts, they questions that came back to us and

that are coming back to the industry, are how far

is the allergen and non-allergen containing
equipment from each other, and when you give me
that information, can you tell me what the risk
will be to me?

Obviously, none of us can answer this
guestion. Therefore; this kind of labeling raises
MILLER REPORTING COMPANY, INC.
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more questions to the confumer than it really
answers and it causes again additional frustration.
Another problem that we’re seeing with this type of
labeling is when we have multiple product packages,
the outside of the ‘product packaged does not match

what’s inside so we may have a may contains

something on individual packages on the inside, but

not on the outside.

Next slide, please. Now when we asked
them about contains, and I mentioned thisg at the
earlier panel, this to them is‘very black and
white. It contains it. I'm allergic. I can't
have it.

If they see the allergens bolded or
highlighted or in a contains statement immediately
after the ingredient deélaratidn so that it’'s still
withiﬁ that visual range that they scan on that
package, this again is a shortcut and is perceived
to be a favor that a company is doing to them
because it’s helping them read that label very
quickly and it saves ‘time with each product that
has to be4read. |

| So, in summary, the food allergic
consumers need to know What ig in‘the product.
This is a health and safety issue for this’
MILLER REPORTING COMPANY, INC.
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population. The compani®g have a responsibility to
provide accurate, reliable, consistent information
about that information, and I think we all agree
that we all need a standard guideline for when
these precautionary statements will be used so that
we can educate’the censumer about what they are
supposed to do when they see these statements.

We alse Would‘like all,companies to use
these statements judiciously; Now, the guidelines
that we worked with on the industry certainly
address this‘iSSue, and I applaud the companies
that worked on this with us and are already doing
this. However, I am concerned as I hear more and
more smaller eompanies saying we’re not going to do
this until it’s regulated and we will wait and see
what FDA does.

So thefe ie a lot of work that needs to be
done in this issue. I'd also like to make a point
that this is an international issue. We are
hearing the same thing from our colleagues in other
countries.

If we could have the llghts I want to
read very qulckly in my remaining two minutes an
e-mail that is very tybicel of what we get in our

office from our members. Thig is from a woman who
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says my son has trée ﬁut éllergiés. Recently it
seems that many manufacturers are placing‘warnihg‘
statéments on their packages such as "may contain
nuts, " "may contain,traces of peanut or other nut

particles due to manufacturing," or a candy corn

‘product that the list includes "may contain

peanuts, walnuts, almonds, pecans, cashews and
other ingredients.ﬁ

I realize that the foods might be
manufactured on the same machinery as foods that do
contain nuts, but it isnincreésingly difficult to
know the true ingredients. ‘Ifm afraid it will
béCQme likened to the boy who cried wolf and we
wiil all start doubting the ingrediénts} And with
that, I'd like to conclude. Thank you.

[Applause.l

DR. LEWIS: Just a quick reminder to the
audience, yoﬁ can write your questions on the cards
énd we will have someone collect them from you.

DR. JACOBSON: Contamination of food with
updeclared allergens is‘whaﬁ makes life so fearful
for people with sevére allergies. They live in
terror that a food contains aﬁ allergén not listed

on the label.,i

Unfortunately, such contamination occurs
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fairly frequently as we héard a few minutes ago
from the FDA consumer safety officer who did the
study in Minnesota aud Wisconegin.

That study found that in a selected sample
of 85 ice cream cOoking and candy manufacturers, 21
marketed products contailning undeclared peanut or
egg. ingredients, and those are the only two
allergens studied. If they had looked at others,
there may have been other problems.

Similarly, the‘bregon Department of’
Agriculture tested 62 chocolate candies that were

not supposed to contain peanuts, but 23 percent of

those did contain significant levels of peanuts,

and University of Nebraska researchers found peanut
allergens in four out of 19'packagéd foodes that
néither listed‘peanuus as an ingredient nor warned
consumers that the products might contain peanuts.

In some of those cases, the products may
simply have been mislabeled. Others may have been
unintentionally contaminated. Though actual
problems from cross-contamination are very
difficult tb identify, at least three reports in
the medical iiteraturé‘have found
cross-contamination having caused allergic
reactions.
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In two different cases, toddlérs suffered
anaphylaxis due‘to‘milk protein in sorbets. Peanut
antigen in gingersnap‘cookies was the cause of a 34
vear old man;s reaction.

"May contain" language is sometimes
appropriate to inform cbnsumers of the presence of
possible allergens. But excessive use of such
statements deprives sensitive consgsumers of choice
and may cover up sloppy manufacturing practices.

We strongly support the FDA’s position
that quote "such labeling should not be the norm

and that manufacturers should strive to eliminate

lthe presence of allergenic materials that are not

intentionally added to a specific food product."
That bolicy was first enunciated in
Commissioner Kessler’s 1996 letter to food trade
associations stating that quote: "Precautionary
labeling should not be used in lieu of strict
adherence to good manufacturing practice to
effectively reduce and eliminate the likelihood of

cross-contamination, label mix-up or employee

error." Five years ago.

Unfortunately, we have heard that some
industry lawyers are advising manufacturers not to

test for allergens because of product liability
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igssues. That kind of thinking underscores the need
for aggressive FDA action.

Consumers must be informed whénever an
allergen unavoidably might sneak into a food in
which it does not belong. The challenge is to
define when contamination is unavoidable and it is
appropriate to say "may contaiﬁ" and to distinguish
that from situations bf manufacturer sloppiness
where "may contain®" labels are not appropriate.

At one end of the spectrum, contamination

clearly is avoidable when companies intentionally

add rework or other material that contains an
allergen into a food that is not supposed to
contain that allergen.

On the other extreme, ensuring that every
last residue of peanuts is cleaned out of cdmplex
eguipment or a shipping container before a food
that is pot supposed to contain an allergen is made
in that equipment or shipped in that container may
be very, very difficult, especially for smaller
companies.

When "may contain® statementé are
appropriate, they sﬁould be provided in an allergy
inforﬁation section of an ingredient facts labél,

and it should say something like: "Allergy
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information: corn, whéit, fiay contain peanuts."”

"May contain" statements should be stated simply

using standardized working and without explanatory
language such as "manufactured on equipment that
sometimes also processes peanuts.” Such verbiage
simply adds clutter and raises questions as Ms.
Munoz—Fﬁrlong indicated in consumer’s miﬁds.

The industry’s Food Allergy Issues
Alliance makes a reasonable stab at deciding when
"may contain" language is appropriate, but it needs
imprdvement. First, companies that only visually
inspect for allergenic ingredients, not test for
them, would not use "may contain" language.

Also, the industry’s guidelines are
totally voluntary and some of their lawyers are
advising against tests. As I mentioned, five vyears
ago, the FDA sent a warning ievel to the food
industry to eliminate cfoss—contamination.' Judging
from the FDA’s study and the other two studies I
meﬁtioned, not enough has happened.

I think the time has long past for all
this total voluntary flexible action on the part of
industry.

[Applause.]

DR. JACOBSON: Therefore, the FDA should
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amend its GMP régﬁi&ﬁiéﬂé‘%itﬁ’a requirement for
companies fo take ail practical measures to exclude
contamination of foods with unlabeled allergens.
Companies should develop HACCP plans to ensure
proper cleaning of shared equipment, use of
separate equipment for allergen-containing and
allergen-free foode whenever posgsible, regular
tesfing of products for unwanted allergens and
other meésures.

The best way‘to.ensure that companies are
using "may contain" only wheﬁ possible
§Ontamination is unavoidable is regular unannounced
FDA inspections and testing of products for major
allergens.

[Applause.]

DR. JACOBSON: The FDA has already stated

in its April 19 Compliance Policy Guide that

undisclosed cross-contamination may cause the food
to be considered adulterated. Seizures of
contaminated products would protect consumers and
send a clear signal to the industry that the FDA is
truly concerned about food allergens and will
vigorously enforce its compliance policy.

That kind of independent oversight should

encourage manufacturers to maximize theilr
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érecautions, CurfentlY’ﬁﬁA inspectors farely visit
faétdries that make cookies, pastries and other
foods that mayicontain dangerous and unlabeled
allergens. The FDA simply lacks the funds and so
companies don’t even have fo worry about
inspections.

We urge the FDA to use some of its budget

increases to hire additional inspectors. In

addition, we urge the FDA to seek new funding on

the order of roughly $10 million a year for more.
inspectors, more tests, educational efforts and_
research to develop quick reliable testing methods.

[Applause.]

DR. JACOBSON: I hope that the food
industry would recogﬁize the value of that
investment to the public’s health and to its own
reputation and support a funding request. In that
regard, I was delighted to hear Lisa Katic.say that
FDA should have a strong enforcement presence, and
I hope they’ll join with us to lobby Congress to
provide that $10 million or so in additional
funding.

_[Applause.]

DR. JACOESON: Finally, to further assist

consumers, as the Attorneys General recommended,

MILLER REPORTING COMPANY, INC.
735 8th Street, S.E.
Washington, D.C. 20003-2802
(202) 546-6666




TETTTELLTUITTR

vem | 105
1 ||the FDA should require Iéﬁéis,torbear a toll-free
2 telephone number that people could call to get
3 lup-to-date information about ingredients énd
4 |[[possible contaminants. Companies peribdically
5 [modify product composition and manufacturing
6 |lpractices. |
7 Many people with severe allergies like to
8 contact companies just to make sure that labels are
9 still correct aﬁd that aécidentél or incidental
10 additives have not crept into a food that had been
11 safe to eat.
12 In sum, the FDA should press industry to
13 clean up their manufacturing practices; "may
14 contain" statements should be.used to inform
15 consumers, but only when cross-contamination is
16 ||unavoidable. Aqd the FDA should enforce its

17 |policies by conducting more inspections and testing

18 more products. " Thank you very much
19 [Applause.]
20 DR. LEWIS: I'd 1like to thank all of our

21 panel speakérs for Panel II Advisory Labeling, and
22 we will now begin a discussion either among the
23 panel members theméelves or with the FDA listening
24 panel. Does anyone have ah opening question,
25 comment?
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Dr. Wilcox?
DR. WILCOX: I'd like to address a

question to Ms. Munoz-Furlong. Much of the

‘industry discussion on good manufacturing practice

and labeling focus on the eight major allergens.
Does your organization agree that at this time
that’s the appropriate focus or do you think
additional efforts also need to be placed on the
less common allergens?

MS. MUNOZ-FURLONG: My belief ig that if

we focus on the eight major allergens, we've

covered 90 percent of the problem, and once we

clear that up, we should start looking in other
areas, but keep it to the eight so that we can
focus there.

DR. LEWIS: Another question?

DR. FALCI: This is Ken Falci of the Food
and Drug Administration. Well, first of all, I
think it kind of disturb me that when you take a
look at the different kinds of advisory statements
like "may qontain" compared to "peanuté were also
made in this facility," that consumers get a
different kind of perépective, and that was brought
out pretty well by Anhefs slides.

I was just WOndering does the panel feel
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that that makes sense? Hhat there is a different
perception and risk as far as when people read
these different kinds of terms, and is there any
other survey that industry is potentially doing or
anybody. else that has other data that could
confirm? |

MS. HILDWINE: I would say'that this is an
area that concerns the food industry as well, and
while wé have not actually done a survey, I mean
it’s appropriate to survey consumers as to their

perceptions of that labeling, and our members

really aren’t in a position to be able to provide

that information. However, that =aid, the fcod
industry is. working with food ccmpanies to help
them improve their good manufacturing practices to
the beSt of the ability of those food companies.
In other words, do the best job you can.
We as the association representatives are here to

help you. At NFPA in particular, we have a lot of

'scilientific expertise on staff that can be of

assistance to members relati?e to good
manufacturing practices.

Now if good manufacturing practices are
sharpened, are appliéd in the correct way, and food
products are'producedvin accordance with those good
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manufacturing practicéé, then any use of a
supplementary or advisory label statement that
follows that will have true meaning behind it. It
won't bé used simply as a theorétical precaution.
It will mean something, and that’s what the food
industry wants with those label statements;

They want them to mean something to the
food allergic coﬁsumer because they want the food
allergic consumer to believe them. The food
industry wants food allergic consumers to see these
statements and to také away the meaning that if

they’re allergic to the substance that’s named in

that statement, they should not consume that food.

Now, do we have a long Way to go? We have
a lot of work tbbdo. NFPA has been working on this
for a number of years. We recognize thét we need
to help our members more ahd more all the time.

But we’re committed to doing that and we’re working
on that everyday.

DR. FALCI: As a follow—up;'but again the
two‘different kinds of‘sfatements that would be out
there like ﬁmay'contain" orx"méde in a processing
facility," and these would be like suggestives,
precautionary statements, that the agency might
want to look‘at maybe in the future as guides or
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regulations, and'thé pfb%iem there is the
consistency in the mind of the consumer when they
actually read these kinds of different statements,
and I'm just wondering that it sounds like you do
agree that there is some inconsistency when you do
use these kind of advisory stétements.

MS.‘HILDWiNE: The issue of the
incOnsistency is something that we'rs going to have
to work on, but I would say that, first of all,
since it is‘a label statement, it has to be true.
If the food is not processed on shared equipment,
then it should not use the shared equipment type
statement. If it’s not processed iﬁ a shared
facility, it shouldn’t use a shared‘facility type
statement.

'So those statements have to be true. And

in order for those statements to be true, those

good manufacturing practices have to be applied

‘first.

DR. FALCTI: I guess as another follow-up,
when you look‘at "may contain," and you look at the
other statement like "msds in a plant that
processes peanuts," though, you still get, I mean
as a consumer why not not use "made in a plant that
procesgsses peanuts" even though it might be true?
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Why noﬁ use«"may contain"?

MS. HILDWINE: Well, "mayvcontain" would
be true.

DR. FALCI: Right. And less maybe
confusing?

MS. HILDWINE: This is something that we
certainly do have to continue to look at.

DR. JACOBSON: Can I ask a question?

DR. LEWIS: Dr. Jacobson, please.

" DR. JACOBSON: May I ask a question? And
I"11 juSt be véry blunt about this. Can I ask both
of the industry representatives, and especially
Lisa, you know that the FDA doesn’t have resources
to inspect very many manufacturing facilities. You
know that the FDA has been focused 6n
microbiological problems and looking at those
factories, not factories that use food allergens.

Would your two associations support $10
million in increased funding for the FDA to conduct
more testing, enfofcement and research in this
area?

MS. KATIC:  Actually, Miéhael, I'1l]l be
very blunt right baék. Our associations are both
actively looking at more than $1O million in
funding for FDA, whether it be for ailergy,
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1 microbiological inspéctioﬁ, or anything else that’s

gwé 2 |under their purview. We think that that givés or

| 3 |maintains the credibility of FDA both domestically

4 and internationally and; you know, we have seen a

5 ||decline in resources, as you have, for‘FDA; and we

6 think that’s in the best interest of everybody

7 including the industry that they get that funding.

8 [Applausé,]

9 MS. HILDWINE: And I would just add that

10 |[fwe’re certainly not just going to wait for FDA to

11 advance the ball relative to the research. NFPA is

12 conducting research into testing for rapid methods

13 that can be validated. I mean that’s part of the

14 problem, that there are some problems relative to

15 the number of validated test methods that are out

16 there for food allergens, and certainly NFPA is

17 doing its part, and I know a lot of other
18 |organizations are doing their part to advance

19 research in thisg area‘as well.

. 20 DR. LEWIS: Other questions, panelists?
»% 21 ~ DR. FALCI: Just one nore- -

| 22 DR. LEWIS: Dr. Falci.

‘i 23 DR. FALCI: --I promise. This word

gt 24 "unavbidable" is a troublesome word because when

{mﬁ‘ 25

one has to make a decision, I guess, in industry or
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in processing plants when an 'allergen is
particularly unavoidable, and I would encourage

everyone in the industry to just be more clear

‘about,the conditions that are around this term

"unavoidable" in the future so that we can get a
better feel‘for Qhat’s particuiarly involved.

And I guess if ydu want to expand on that
thinking, and you start thinking about different
kinds of food industries, that the word
"unavoidable" might mean different things to
different industries. So that you had mentioned
that I believe peanuts, peanut butter plants or
chocolate plants were difficult to clean, for
instance, with water, and so these kinds of
industries might have different kinds of
unavoidable kinds of problems and maybe different
kinds of good manufacturing practices that you
mentioned.

And so one could lead oneself to the
thinking in the future that there might be good
manufacturing pfaétiéés that might be applicéble to

different industries if one were to think about

allergen control procedures. And so that’'s sort of

a guestion, but itr's sort of a statement, and if

you have comments on that, I would be glad to take
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them.
MS. HILDWINE: When we talk about
unaveidable,’it‘is always 1in connection with good
manufacturing practices, and essentially it’s, vyou

know, the bottom line where a company goes through

14
]

a process and evaluates‘its ﬁractices and at the
end, that company says we have done the best that
we can, and we still|can’t get rid of it. And in
that case; that’s unavoidable.

Now, again, different sizes of companies,
different sectors of |[the industry, certainly are
going to have to diffferent kinds of applications of
good manufacturing practices. And we are committed
to working with all of our members regardless of
size to help them improve their GMPs. So that if
they go through the precess and then have to use or
have to consider supplementary labeling, that that
supplementary labeling will have true meaning to

the food allergic consumer.

DR. JACOBSON}: I think rhat you'’'re going
to have‘to end up‘deciding what’s avoidable and
what’s unavoidable. I mean drawing a distinction,
it’s like drawing a line in the Potomac River.

It’s not going to be_very elear. But it’s going to
be, I’'d much rather trust FDA inspectors evaluating
MILLER REPORTING COMPANY, INC.
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when a "may éontaiﬁﬁfiw e an ingredient is
avoidabie or unavoidable than a manufacturexr’s
discretion.

DR. LEWIS: Kathy.

MS. GOMBAS: Yes, this is Kathy Gombas
with FDA, and this is actually an Alliance qguestion
so either GMA or NFPA. We?re talking about GMPs,

I'’'m wondering if the Alliance has started looking

rat and identifying specific GMPs for the wvarious

products énd processes that are out there that
would minimize allefgen cross-contact?

MS . HILDWINE: Ckay. I'm doing this one,
too.‘ First of all, just to clarify, Anne
Munoz—Furlong,is alsé a member of the Food Allergy
Issues Alliance, but ‘that said, a number of the
associations that are members of the Food Allergy
Issues Alliance have already developed guidance

relative to GMPs for their_mémbers, and these

associliations within the'Alliance, many of them are

specialized associations that represent particular
sectors of the industry. I don’t know if you guys

want me to mame-you, but there’s bakers, there’s

candy and convection, there’s dairy product

associations, there are a number of associations

whose manufacturing practices have some very
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specific concerns relgE88 to food allergies and
they have already done a lot of this work.

They've‘shared this work with the Alliance

and so we'’re all learning from that. NFPA is
working on this now. This issue 1s what resulted
in our code of practice. And now we are developing

some additional guidance to help our members
regardless of what sector they are in to improve
their GMPsg. So there’s a lot of work to go around
for everybody and every association that’s in the
Food Allergy Issues Alliance has been dedicating a
lot of energy over the past several years to this
particular issue on behalf of their members and
we're no exception.

MS. KATIC: Just adding on to that, ditto
everything that Regina said, but we have looked at
that as an item for future discussion and further
review specifically becauSe‘we’ve been focusing so
much on our labeling program. That’s obviously
taken’up the bulk of our time, but cértainly have
not discountéd that there might be a need to look
further into what ybu asked down the road once
we'’'ve got the labeling part well defined.

DR. LEWIS: Other COmments from panelists?

Well, while you’re cogitating for a few moments
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because your time ié~ﬁ%% ip, weé’ll move to some of
the queétioﬁs we have. We ha?e quite a few. I do
want to mention that we’ve received several

questions for Theresa Dziuk, who reported on the

Il Fooa Allergen FDA/State Partnership. Relative to

‘any of those types of questions, you may access any

information that the agency has on ﬁhe website. It
is at cfsan.fda.gov. And the search for the word
"food allergens," which again is on our web page.

In addition, we mentioned the state
attorneys general petition. That also is avéilable
at Dockets and the contact information is in your
Federal Register. So guestions on that can be
answered elgewhere. |

We do have a series of questions. Again,
if the panel has something to add, please do feel
free to jump in. But one guestion is how would the

panel, and this is obviously directed to all of

you, how would the panel suggest dealing with

i

imports? States have reported more allérgy
labeling problems with imported foods than with
domestiqally produced foods, according to this
questioﬁ.

MS. MUNOZ-FURLONG: I‘'m going to give you

the consumers’ perspective. You raise an
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interesting point‘Béééuééﬁwé have consistently
found that when one of our members has a problem,
and it’s caused by an imported food, we have‘no
recourse. We can’t call the company like we could
with a domestic product, and ﬁhey're on it and
instantly we are correcting the information,
getting the news out to our mémbership.

So as a result of that, we advise our
hembers not to eat imported products because we
can’t guarantee that the label is correct, and that
we will be able to trace back any information they
might need if they have a reaction.

MS. HILDWINE: Imports are a particularly
challenging issue. I mean if you look at recall
track record, there is a lot of imports on a
regular basis and food allergen reléted recalls.

All the audience may not know this, but
this is a true féct. Imported foods are subject to
the same requirements as foods that are produced
and sold domestidally? So imports should be
observing good manufacturing practices and labeling
accuracy as well as domestic production.

.Now, that said, the Food'Allergy Issues
Alliance has, in fact, worked some outreach

relative to other nations. As we were developing

MILLER: REPORTING COMPANY, INC.
735 8th Street, S.E.
Washington, D.C. 20003-2802
(202) 546-6666




it

vsm

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

118
our food allergén 1ébéiiﬂ§ QUidelines, we had
representative from the Canadian food indﬁstry who
worked with us on.that, and we are of the
understanding that food allergen labeling
guidelines and, of courée, the good manufacturing
practices sector that’s included in there on

supplementary labeling, that that’s under review

- for adoptibn by the food industry in Canada.

In addition, we as a food industr? have
liaisons with food industry around the world.
We’'ve made‘sure,that the Food Allergen Labeling
Guidelines are in the hands of a number of
representatives for sharing with their producers in
other countries, and certainly we are doing the
best that we can as an Alliancé to make sure that
the concepts in‘the Food Allergen Labeling
Guidelines, that these are known around the world.

A number of our members are multinational
corporations that are disseminating food allergen
GMP and labeling information to their companies in
other nationsa So we are~r€a11y I would say
engaged in a vigorous éffort.tb make sure that this
information gets known1afdund the world.

The United States is probably in the lead

in terms of its contemplation of this issue.
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Certainly, the advanéément of science in the U.S.

is far ahead, I think, of what'’s going on in other

nations, and we are trying to bring the rest of the

world along on this issue.

DR. LEWIS: Any other comments on imports?
We have a question concerning legal liability. The
question is really in two parts. What is the legal

liability risk to a manufacturer if a consumer 1is
injured by an undeclared allergen? And then also
the legal liability risk if undeclared allergens
are found in a food, thereby putting a significant
number of individuals‘at risk?

So again I think the question is ‘asking
for some clarification as to how legal liability is
perceived hére.

MS. HILDWINE: 1I’11 do this one. TI’'m not

a lawyer. I don’'t think we have any attorneys on
this panel. And so I'm not going to be able to
answer this question directly. However, the last

thing that any food company wants to do is to cause
harm to anybody. And so the issue of risk is
ceftainly sdmething that all food companies have to
take into consideration as they engage in their
hofmal operations.

DR. LEWIS: This guestion talks about
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preventing‘manufééturefé’frdm‘USing "may contain."
That is how can you prevent manufacturers from
using "may contain" as a substitute>for GMPs? What
controls are or should be in place? And this isg
important since it artificially restficts
consumption of those products, artificially
restricts consumptions of products for those who
already have limited choices.

Does anyone care to adaress that question?
Regina, I have a question directly for you next so
I would suggest you hold off for a second.

- MS. KATIC: Could you repeat the beginning

(of it? 1It’s about how to prevent?

DR. LEWIS: How can you prevent

‘'manufacturers from using "may contain" as a

substitute for GMPs?

MS. KATIC: Well, I think this has already
come up in some form briefly, but certainly I think
Dr. Jacobson and I are in agreement that FDA has
the authority to enforce and we certainly support
full enforcement of FDA inspecting and maintaining
these practices within plants.

As T stated in my commeﬁts, this is being
done within all of our member companies which make

up probably 920 percenﬁ of, as Anne stated, the
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allergens that we're taikihg‘about. So, you know,
you could mandate the fact that wé can’'t use "may
contain, " but then you’re faced with as, I tried to
lay out, some very clear examples of when "may
contain" is absolutely necessary to preserve for
manufacturers.

This is aiso why the industry respondea so
gquickly and got on board with our labeling program

through the Allergy Issues Alliance because we

understand that this is a critical problem. It’s

one that we want to fix or work toward providing a
solution so that "may contain" can be preserved and

therefore believed and used by the food allergic

consumer.

DR. LEWIS: Go ahead, Dr. Jacobson.v

DR. JACOBSON: When you say the industry
reacted so speedily, were ydu referring to the
response to the 1996 letter?

MS. KATIC{ Well, I fhink we’ve, you know,
as has been indicated by both Regina and I, this is
an issue that the industry has. been dealing with
much longer than the ‘96 1etter.

I don’t think you can point out from that

letter, unless you have some very specific

examples, I don’t think that you can say that
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industry has notAregponded or developed good
manufacturing practices.

Certainly, they continue to look at their
practices to see where théy can do better. You

know I’'m sure that most of our member companies

have done that since the letter in ’96. I guess

that’s pretty much it.

DR. LEWIS? And aétually building on a
point you raised earlier, Lisa, we havevtwo
quesﬁions that are more or less related. How many
companies in the U.S. are not members of GMA or
NFPA and how does GMA and NFPA plan to ensure
compliance of its new labeling and manufacturing
guidelines both among members and what might you do
about ndn—members?

And then related to that, is there
currently a penalty for companies using "may
contain" warnings when not meeting the four
criteria® If so, what is it? If not, what
motivation do they have? |

MS. KATIC: Well, I guess I wish we knew
how many compaﬁies are out there that are not
members of either association. I don’t know that
anybody has those numbers or figures. As I stated

earlier, we do see that as an area in need of some
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attention, an
looked aﬁ through the Alliance how we would reach
out not only to mémbers,.smaller members within our
aséociations, but also those small manufacturers
that are not members of associations.

And I think through'the Alliance as we've
saia‘we have a broad group of about 20 |
associations. I think every association knows, you
know, who some of those members are that aren’t a
part‘of_their‘association. Sovjust by nature of
the typé of business that they'do, we would already
be able to name I would say quite a few.

| You know the real challenge ié getting to
the real mom and pop type operations and I think we
probably need to have a discussion about that
collectively on how we reach those types of
operations. I've now forgotten the’rest of the
question so I--
DR; LEWIS: It regards péhalties for using
"may contain" when not meeting the four criteria.

MS. KATIC: Penaltieg within our, I

guess- -

DR. LEWIS: Presumably, ves.

MS; KATIC: --our progrém.' Well, we don'’t
| have anything necessarily laid out} I can tell you
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that in working with‘thé'in&ustfy fof some time, we
mentioned earlier that we have a baseline survey
that we’re étarting and wili continue to survey
membership amongst all of the trade associations in
the Alliance, and‘it’s generally that when industry
seems a program picking up, and really gaining some
significance, it's fare that--I mean certainlj
there are companies that don’t adopt it, but it.
just adds to, I think, the importance of the
program and makes it almost imperative that
companies do adopt the program and basically get on
board. |

So I think just by nature of them hearing
that this is something that’s really gainiﬁg
significance amongst the entire industry, by nature
of competition, if you will, it encourages those
that are outside the program to‘particiﬁate. So
there is not an outright penalty, but there is an
incentive there.

'MS. HILDWINE: And just to elaborate a
little‘furthér on some of the things that Lisa
said, the Food Allergen Labeling Guidelines have
been made public. They certainly are in a public
area of NFPA’S website. I know they're in the

public area of a lot of food companies’ web sites.
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I personally sent,‘ﬁaée'éﬁfe that companies that
are not members of NFPA received the guidelines
when they asked for_them; Now that was followed up
with a call from our membership office.

Nevertheless, we have reached out beyond
ocur memberships to other food companies and, of
course, every member of the Alliance has been
presenting on their website Food Aliergen Labeling
Guidelines.

‘I think, Anne, you have them on your
website, too. So these are not a secret. They are
readily available, and i1f anybody is not a member

of NFPA and would like the Food Allergen Labeling

Guildelines, just give me a call, and we’ll make

sure that you get a copy of the guidelines so that
you can start to get on board with this very
important initiative.

bR. LEWIS: And while you still have the
microphone, a question specifically for you. Does
the food industry currently have standard
definitions for‘tne various precautionary
statements? If so, can they be located? If not,
what can a consumer use as a guide for
interpreting?

MS. HILDWINE: Right now through the work
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of the Food Allerg?;fggﬁéé Allisance, we did discuss
three types of statements, and they’re the
statements that FDA has aSked guestions about in
the.Federal‘Registef»notice.

Now, as to standard definitions,
unfortunately there are none. However, since ény
information that‘appears on a food label has to be
true, those.statemehts would have to represent what
they say. In other words, if it’s processed on
shared equipment, it would have to mean that it’s

processed on shared equipment. Now, as to a

[measure of risk, which I understand is probably at

the underpinning of this gquestion, again; I don't

think that this is an area where the food industry

wants to encourage food'allergic~consumers to try
and understand relative risk.

The whole purpose of those supplementary
or advisory stétements_"may‘contain"_is to send a
message. to the food allergic consumer do not eat
this product if you are allergic to this food. In
other words, tO‘beliéve what 1t says, because we
believe that food companies are using‘these
statemehts responsibly. And that proportion is
increasing because of the Food Allergen Labeling
Guidelines, and certéinly we hope that over time
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these statements will become increasingly more
believed, and secondly, increasingly rare.

DR. LEWIS: For Anne Munoz-Furlong, we
have a question. Isn’t the 1ésson here that it’s
important to look at all food labels ail the time?

Why is there a different standard if the label adds

‘"may contain" versus peanut as an ingredient?

MS. MUNOZ-FURLONG: Absoclutely, you need
to read the label all of the time. We are talking

about the additional information that is being put

on thesgse labels and how the congsumer is

interpreting them, and what the impact of the
proliferation of these statements has been on the
consumérfs purchasing decisions and purchasing
habitsg. |

But the first place that a food allergic
individual has to go is that ingredient statement.
Unfortunately, if you take the example that I gave
with the raisins on the airplane, there’s a bag of
ralsins. There are raisihs in the bag. Youihave
looked at the ingrediént declarationf It says
raisins and then underneéth it, i1t says may contain
peanuts. What are you going to do if you’ré
allergic to peanuts? That’é the answer we are

looking for from industry and the FDA.
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How are you £6 B&have whén you see that?

Are you never to eat raisins again because they all

may dontain peanuté? That’s:unclear to.us at this
pointf

DR. LEWIS: This next question is to Dr.
Jacobson as well as all members of the panel. It
says Ms. Katic stated that c¢leaning will not

succeed in rémoving all allexrgens. Given this,

,Would you support precautionary labeling for all

food manufactured on safe equipment and if not, why

.not?

DR. JACOBSON: What was that? Would I
support?

DR. LEWIS: Support labeling for all food

manufactured on shared eqguipment.

DR. JACOBSON: Well, I would assume that
some--that it’s possible to clean well some shared
equipment. " And it’s something where the FDA would
have to go in and make some evaluations. Maybe
chocolate, you can’t clean it adeQuately and maybe
that’é where dedicated lines should be used if at
all possible. But I Qould think it’s a judgment
call, not a blanket rule saying always use "may
contain.™"

DR. LEWIS: Others have comments on that?
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MS . MUN@Z—?ﬁﬁi@ﬁﬁ? I would agree with
that. What we want to do is move away from "may
contain, " not add it to evefy single ingredient,
becausé ag we gee now, there isgs so much confusion
and limited food choices perhaps unnecessarily. We
want to move away from that.

DR. LEWIS: This question goes to the four
pronged testF It’'s know that microscopic amounts
of allergens can harm sensitive people. Please
explain why the first prong of your four-prong test
for precautionary labeling is adequate. It allows
for visual inspections alone.

MS. KATIC: I thiﬁk, first off, what we
mean by visual is you know you’re using, you know,
an ingredient thét has an allergen in it. So I
think to me that’s kind.of obviousg. Maybe that'’s
not to everybody elsge. It also states there that
analytical testing can be used for purposes or
situations where ip might noﬁ be as wvisually
obvious.

MS. HILDWINE: The first prong of the
four~pfong test readé exactly: The presence of a
major food allergen_is‘dbcuménted thrdugh visual

examination or analytical testing of the processing

line equipment, ingrédient or product or other
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means, so visual exaﬁiﬁéﬁidh»is only onelthing
that’s mentioned there. Lisa mentioned alsgo that
analytical testing is there.

Certainly documentation, paper trail, may
also demonstrate that the major food allergen is in
that environment. So wefre not relying on‘visual
examination alone.

DR. LEWIS: I'm going to stop with the
guestions there; but turn back to both the FDA
listening panel as well as our presenters and ask
if'there are any further.comménts or gquestions from
you folks. Kathy.

MS. GOMBAS: Kathy Gombas with FDA.

Regina, in the first panel, you had indicated that
perhaps 1t was the Alliance»that was going to
conduct a survey to get'more information on who had
gone td voluntary labeling for plain English. Are
you going to do the same thing for the adVisory
labeling, and if so, are you going to ask them why
they’re using advisory labeling?

MS. HILDWINE: That’s in the survey és
well. The survey cévers all of the areas that were
addressed in the Food Allergen Guidelines. So we
do ask them if theyvhave control procedures and

various other questions related to supplementary or
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advisory labeling. :Aﬁé the data that we’re
collecting will essentially be baselines.

DR. JACOBSON: Can I ask a guestion of FDA
for informational purposes only?

DR. LEWIS: As I recall, we’re in a
listening mode, Dr. Jacobson, but feel free to put
it on the table.

DR. JACOBSON: For informational purposes,
I wdnder if Dr. Falci could give us some sense of
how frequent inspections are, say, of a cracker or
cookie company of $25 million a year in sales? How

many times a year, a decade, ever an FDA inspector

'will look at these allergen issues?

DR. LEWIS: We actually get frequently

questions about how often that happens, and to be

honest, Dr. Jacobson, I don’t have that information
for you right now, but we’ll try to get back to you
with it. | |

I do want to turn to some administrative
issues concerning‘thé public speakers who are
scheduled to present'this afternoon. We will be
using the first three rows of what for you is the
left-hand section, for mé the right-hand section.
| So for those of you that have registered

to speak as public commenters, please either gather
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a little earlier from lunch or at least plan to sit
here as soon as you return. Our lunch break is
scheduled to go until one o’élock, and I can
promise you wé will begin promptly at one o’clock,
so please do feel free to take a lunch break, but
remember we will be starting at one o’clock, with
our third panel. Thank yéu.

[Whereupon, at 12:10 p.m., the meeting was
recessed, to reconvene at 1:05 p;m., this same

day.]

MILLER REPORTING COMPANY, INC.
735 8th Street, 8.E.
Washington, D.C. 20003-2802.
(202) 546-6666




i

™

“vVsnm

10

11

12

13

14

15,

16

17

18

19
20
21
22
23
24

25

133

[1:05 p.m.]

DR. LEWIS: Panel III focuses on the
labeling of ingredients exempted frbm declaration.
There’s two categories here: common or usual names
and incidental additives.

Before I begin, I would like to introduce
a new member of our panel, Mr. Jth Hallagan. As
we said, he was General Counsél for FEMA, ASTA and
IACM, aﬁd he’s replaced Ms. Katic on our panel.

Our procedure at this point will be to
allow our four pénel members, Dr. Jacobson, Ms.
Munoz-Furlong, Ms. Hildwine, and Mr. Hallagan, to
each address the topic of labeling ingredients
exempted from declaration, and then we will move to
discussion. |

Dr. Jacobson.

DR. JACOBSON: Currently, food labels are
not formally-requifed to diSclbse allergens such as
peanuts, whéat, caséin-or carmine when they serve
as flavorings,'spices or non—cerﬁified colorings.
However, undeclared colorings and flavorings have

caused occasional allergic reactions. Examples

include carmine, saffron and annatto colorings,

partially hydrolyzed CaSein_and peanut flour. Also
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such spices aS'alléﬁieé; c¢ardamom and coriander
have caused occasional allergic reaction.

While disclosure is not reguired, in 1996,
the FDA sent a warning label to companies urging
that they wvoluntarily declare on 1abels any
allergenic components of such ingredients. I agree
with University of Nebraska food allergy experts,
Steve Taylor and Sue Hefle, who wrote in a paper if
an ingredient is knéwn to be allergenic even on é
rare basis, such as carmine or papain, then it
should be declared on the ingredient statement.

Unfortunately, the FDA has not determined
that it has legal authority to require labeling of
those additives when health is at issue. It should
assert that authority by commencing a rulemaking as
requested by the nine attorneys generél moré than a
year ago. CSPI also will be submitting a formal
request for that action in the near future.

The FDA could take several legal
approaches. It could aséert that the general
misbranding section of the act‘trumpé the
flavoring/spiées/cdlors exemption because the
ingredients can cause severe allergic reactions.

Alternatively, for allergenic flavorings,

spices or colors that are considered generally
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fecognized as safe; Eﬁé FDA could determine that

those substances are not safe. They can only
determine it safe 1f labels disclose the presence
of those substances.

Third, in the cases of approved color
additives and food additives, the Act allows the
FDA to set conditions of use, such as label
disclosure. Thus, FDA should amend its regulations
to specify that any allergenic coloring or
flavoring additive must be declared on the label,
as 1t has for Yellow 5, or monosodium glutamate,
and certain other foods.

We urge‘the FDA to require disclosure not
just of the major eight allergens but others as
well. To someone with an allergy to corn or
carmine, it"s no satisfaction that wheat and shrimp
are disclosed.

The cost and inéonvehience to companies of
providing.disclosure‘is a small price to pay for
protecting the health of sensitive consumers.

Therefore, as a general policy, the FDA
should require, not just strongly encourage, labels
to disclose allergénic ingredients,in the
flavorings, colorings, and spices5 Labels should

simply declare something like colors includes
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carmine or ‘natural f&évOring includes peanuts, and
then in the allergy information section of the
label, the presence of the major allergens should
be highlighted.

Moving now to incidental additives. Those
are substanceg that are preéent at insignificant
levels in food and that don’t serve any technical
or functional effect. Incidental additives have
never béen disclosed on labels, but in 1996, the
FDA told the food industry that such additives are
not insignificant if they might cause serious
allergic reactions and that they had to be labeled.

And that was incorporated into the FDA's
compliance policy guide earlier this year; While
incidental additives are present at low levels, and
to my knowledge have not caused known allergic
reactions, it’s worth noting that the EPA recently
expressed concern about the allergenicity of
StarLink corn. It banned--it banned the presence
in food of any amount, even under 20 parts per
billion, of StérLink évén withéut proof that it
ever caused an allergic reaction.

Today, no one 1is talking about banning
wheat, corn or other allergih, but only requiring

label disclosure. The FDA'’s poliby concerning
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‘allergenic incidental additives should be

incorporated into a regulation that states
ekplicitly that any incidental additive that may
cause a serious allergic reaction should be
presumed‘to pose a risk and be declared in the
ingredient list.

If an incidental addiﬁive is one of the
main food allergens, or sulfites, it also should be
declared in the allergy information section of the
ingredient facts label. Regulations could allow
waivers if companies can demonstrate that the
amount of allergen present is truly too small to
cause any reactions. Thank you very muéh.

[Applause.]

MS. MUNOZ—FURLONG: Before I begin, I want
to a;so again clarify that when I talk about
flavors during my presentatibn, I really do intend
this to apply to flavors, colors, spices and
incidental additives.

Next élide, please. My objectives here
are going to be to provide the consumer’s

perspective on these incidental additives and

provide information about the industry’s response

to the concerns of the food allergic consumer, and

that’s going to bé,bésed on information from our
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members and the induBEry it&slf.

Next slide. First of all, from the
consumer’s perspective, we know that strict
avoidance is the only way to avoid an allergic
reaction. We know that major allergens can be
included in flavors, spices aﬁd colors and
incidental additives. We also know that they are
currently hot required to be listed on the label,
and that children have had.ailergic reactions to
proteins even in the low levels‘that you’re going
to find them in these categories.

A good example of this came to us sevéral
years ago when a cereal was put on thé market.
Within weeks after launching this cereal, we
sﬁarted to receive calls all over fhe country about
children having allergic reactions. We .contacted
the manufaéturer. They found that, in fact, the
flavorings contained milk ingredients.

Now, to their credit, they changed the
label to refleét that information, and we have not
had any reports of incidenées‘to that cereal since
then.

Next slide. When a consumer sees natural
flavoré on the mgrket, they have several options[
The first one is avoid that product completely. If
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any of you have everviééked at the ingredient
statement, yourwill know that if you avoild the
products that say flavors, colors, or spices,
you're going‘to‘have no food choices at»aii,

The second is to take a chance. Again,

we’re talking about children, so this is not

acceptable as an option.

The third is to decide to call the
manufacturer and ask very specifically does the
flavor contain whatever the protein you’re trying
to avoid. If you make that determination to be
your decision, then you need to hope, first of all,
that there’s a phone numbér listed on that package
to‘help‘you maké that phone call.

Many of these calls are-béing made at the
grocery store on cell phones as people look at a
package, want to make a purchasing decision on the
spot, or at dinner time when they are taking a
product off the shelf in their pantry and notice an
ingredient that they don’t understand. So the need
for information in a timely fashion is critical in
these gituations.

Next slide, please. Now, currently some
companies will divulge the information willingly

and quickly over the telephone. We applaud their

MILLER REPORTING COMPANY, INC.
735 8th Street, S.E.
Washington, D.C. 20003-2802
(202) 546-6666




vsm-

10

11

12

13

14

15

16

17

18

19

20

21
22
23
24

25

140
efforts. However; sthet companies will consider

this information proprietary and will not release

it.

‘We'have had some companies tell our
members that 1f they have a reaction, their doctor
can call the company, and then they will divulge
all this information. This doesn’'t seem to be the
way we should be doing this.

'Some of the companies will provide the
information, but in writing, and it takes several
weeks td get this information that will not satisfy
the need of our members to get information gquickly.
There are a few companies that will provide this
information in a timely fashion. They will put it
on the label.

For example, natural butter flavor or
natural flavors contains milk. This saves time.
It’'s simple English and it’s very easy to
understand.

Next slide. Now, again, going back to the
sufvey that I've mentioned today éeveral times.
Second on the list of top three concerns in the
write-in portion of our survey was natural or
artificial flavors or colorings. The concern from

7

our members is that this has hidden ingrediehts,
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and if you recall fréﬁzﬁy firgt presentation,
reactions occur because someone is eating something
they think 1is safe. 'If they don’t‘know‘the
allergeﬁ igs in there, they can’t avoid it.

Next slide, please. The conclusions from

our survey showed that food allergic individuals

are reading the ingredient label diligently. They

are making purchasing decisions that affect their

health based on that information.

We also know that they'bélieve that the
information on the package‘is not complete. Four
out of five of them report calling manufacturers
for additional information. I want to make the
point that our members are one of the best
educated, highly motivated people in the food
allergy community and this couhtry. If they are
struggling with these labels, I can only imagine
what the general pﬁblic is going through.

Now, the final slide, in summary, flavors,
spices, colors and incidental‘additives can contain
hidden ingredients. Even the low levels of
allergens that would be present in this could cause
a reaction affecting childrén most often.
Therefore, we recommeﬁd that allergens should

always be declared on the label when they’re
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present in a product.

Thank you.

[Applause.]

MS. HILDWINE: Thank you. At the outset
of the discussion on labeling allergenic components
of flavors, colors, spices aﬁd incidental
édditives, it”s important to note that major food
allergens are proteinsﬂ There are numerous‘
components in flavors, colors and incidental
additives that are not proteinsf

Often these components include alcohols or
oils that may be derived from the major food
allergens, but are so highly refined that they do
not contain proteiﬁ. " Bleached, deodorized and
refined soybean oil that may be used as a carrier
for flavor or color or a component in a food
additive in some food applications is a good
example of the fypé of product that should be
éonsidered outside the scope of today’s discussion.

Furthermore, thére is no'spice included
among the list of the‘eight major food allergens
that is the focug of FDA’'s discusgsion today, so it
is clear that in this seséion, we really are
speaking of spices only in concept.

This observation leads one to the
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conclusion that FDA should c¢ontinue to address the
labeling of allergenic‘components in flavors,
colors and spices on a case-by-case basis.

Creating a géneraily applicable policy most 1ikeiy
would encompass substances that are not at issue
for the 1abeling‘of food éllergens. |

We know from our discussions with NFPA

members that:they receive information from their

suppliers of flavors, colors, spices and additives
with respect to the allergenic components present.
NFPA believes that suppliers should always

Volunteer‘this information to their food processor

customers with the understanding that food

compgnies are not intérested in knowing the
formulation of‘the flavor, color, spice or
additive, just in knowing which allergenic proteins
are present.

NFPA also is of the view that food
processors should carry forward to their own labels
information on the présence or possible presence of
those major food‘allergens and flavors, colors,
spices and incidental additives.

 NFPA believes it is appropriate to present
plain language information on the allergeﬁic

components of flavors, colors, spices and
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incidental additives‘in asSodiation with the
ingredient declaration of the finished food.

This information should be in the

ingredient list where the flavor is declared or at

the end of the ingredient list as appropriate to

the food and the flavor or other component.
The presentation options——"contains," use
of a reference mark or use of parentheses--as

discussed in this morning‘s session on plain

| Language, all are valid presentations as would be

any plain 1angﬁage representation of the name of
the allergin in the common or usual name of the
fla;or.

NFPA would not support rulemaking to make
mandatory the ingredient declaration of the plain
language terms.for Major food allexrgin components
of flavors, colors or Spicés. Many of our members
already declare information on these allergenic
components bn a voluhtary bagis.

NFPA believes it isrthe responsibility of
food‘processors to obtain thié information from
their suppliers'ahd carry it forward to the
finished pfoduct labeling. Many of our meﬁbers use
checklists and'other‘techniques to ensure that
they've received this information from”thgir‘
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suppliers.

Because some of the major food allergens
are common in the food supply, milk, wheat, egg and
soy, for instance, our members do not limit their
information collection ﬁq the obvious or major
ingredients.

Egg protein that may be a component but
not a characterizing flavor of a sauce is a good
illustration of this. The food processor that uses
the sauce in the formulation of the food will
obtain information from the supplier that egg
protein is present, usually from the ingredient
labeling on the sauce. And that information will
be carried forward to the label of the finished
food.

Regarding major food allergens that are
components of additives that might qualify for the
incidental additives declaration exemption, NFPA

believes that FDA has already made its views very

‘clear that such allergenic components are not

exempt from declaration. NFPA advises its members
in a way that’s consistent with FDA’'s
interpretation and policy.

Although scientists have been studying the

issues of threshold leVels of allergenic proteins

MILI.ER REPORTING COMPANY, INC.
735 8th Street, S.E.
Washington, D.C. 20003-2802
(202) 546-6666




vsm

10

11

12

13

14

15

16

17

18

-19

20
21
22
23
24

25

146
that triggér én,éiiggg}gdrééﬁtion, so faf there are
no established thfééholﬁs. This raises quéstions
regarding the meaning éf both insignificant
gquantities and absence of technical or functional
effects in the finished food with respect to those
food allergens, and both those conditions must be
ﬁetrin order to qualify for the incidental
additives exemption.

In addition, the absence of solid
scientific knowledge about the quantities of major
food allergéns needed to trigger allergic reactions
argue strongly for FDA not to codify the sgpecific
egclusion of major food allergens from the
incidental additives exemptions. The reason for
this is plain. As food allergy science advances,

it is likely to become increasingly evident that

there are reaction thresholds. That is

quantitative levels of féod allergens below~which
allergic reactions do not occur.

Discussing the threshold concept is a
meeting for another day with a group of experts

different from this panel.:. Nevertheless, we urge

FDA to be cautious and refrain from codifying an

allergen exclusion of the incidental additives

exemption at this time.. If FDA were to codify this
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exclusion, it would b& 4 very difficult and long
process to reverse the rule or selectively reverse
the rule which is more likely to be the case.
Thank you very much.

[Applausé.}
DR. LEWIS: And Mr. Hallagan, please.

MR. HALLAGAN: 1I’'d like to thank the

agency and our allied associations for the

‘opportunity to participate today.‘ I'm representing

three trade associations today: the American:Spice
Trade Associatidn, the Flavor and Extract
Manufacturers Association, and the International
Association of Color Manufacturers.

Opr members manufacture spices, flavors
and colors that are included in a Wide variety of
foods and beverages.

One point I'd like to make to start is
that our products, the bulk of our products, go
into consumer products, foods and beverages, and
are therefore not sold'directly‘to consumers sO our
labeling requirements are different from consumer
product labeling requirements.

But our main ﬁission is td support our
customers and to prdvide'them with all the

information they need to comply with all labeling
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requirements or all léﬁéling needs such as allergy
labeling.

All of our member associations are members
of the Food Allergy Issues Alliance and all support
the guidelines.

| Spices are listed by the FDA in the Code
of Federal Regulations. There’s a very long list
of spices and has been mentioned, none of them are
listed as allergens or cohsidered allergéns or the
source of allergenic protein material.

The current FDA labéling rules dd allow
for the generic decléiation of spice as providing
for the inclusion of a variety of spices in a food
product;“ Other materials that may be included in a
mixture must be labeled ana are subject to other
1abeling\requirements, but an important point to
keep in mind is that the spice industry is fully
cpmmitted to providing information to 1its
customers, in other words, food and beverage
companies ﬁhat incorporate spices into finished
foods.

So if a maﬁerial‘that originates from one
of the eight materials»that'aré considered
allergens, if proteinaceous matefials from‘those
eight are used in a spice‘mixture, theﬁ‘the spice
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manufacturef is cOmmi%%%d~t8 ﬁfévidihg that
informétioﬁ on its lébel so its customer can label
as well.

In terms Qf flavors, the FDA has listed a
variety ofbflavor materials in the CFR; and I‘’ve
provided the citation. In addition, there is a
longstanding industry GRAS panei known as the FEMA
expert panel, which ‘has done thprdugh safety
evaluationg on about 2,000‘f1avoring substances,
and this list is available from FEMA and we’re
happy to provide it upon request.

This information has also been shared with

‘FDA and these additives are . included in the
.agency’s database. ©None of the single chemically

defined flavoring substances are considered

allergens. These are individual substances that
may be derived from natural sources or produced
synthetically. None of them include proteinaceous
material which would cause an allergic reaction.
The cuffent FDA labeling-rules) as I
provided the citation for here, allow that flavor
may be declared in a generic.manner, but it’s
important to note that‘other materials included in
a flavor would have to be labeled for with the
exception, of course, of incidental additives and
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spice industry, 1s committed to pfoviding
information‘on allergenic materials that may be
used 1n a spics mixture because flavors are complex
mixtures.

They are a number of individual flavoripg
substances and other materials that are combined to
provide the flavor that provides the taste to the
variety of foods and beverages that we all consume.

FEMA has been very active in the allergy

area beginning in 1997 when FEMA sponsored an

education session for its members, the FEMA Allergy.
Workshop. The impetus for this workshop was the
release of the 1995 FAO Technical Consultation on
Food Allérgens, and FEMA took the big eight list
from that FAO consultation, made it available to

its members, and in a self—regulation program
established guidelines for the labeling of
flavoring substances that are sold to consumer

products companies. We had very good compliance

with self-regulatory initiatives, as evidenced by

the FEMA GRAS program. So we’ve had very good
compliance so far with the sllergy guidelines.

The FAO guidelines are very largely
congistent with the Food Allergy Issuance Alliance
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guidelinés as well.

In terms of colors, the last group of
substances I’d like to deal with this afternoon,
large number of color additives are listed for use
by FDA; They’'ve been very thoroughly evaluated for
safety. None of them sre listed ag allergens, but
as Dr. Jacobson mentioned earlier, some scientific
data indicate that carmine and cochineal may be
able to cause allexgic reactions.

We have encouraged our members, of course,
to.deciare that‘wheﬁever it’s présent in a mixture,
and a number of conSumer‘products companies also
voluntarily declare it.

Certified solors must be labeled alreédy
specifidally on the ingredient line. Exempt colors

may be declared generically, but again aﬁy

components that are derived from the big eight, we

are encouraging our members to declare.

Thank you.

[Applause.]

DR. LEWIS: Just before we begin our panel
discussion, let me remind you that if you do have
questions, please do write them on the cards, pass
them to the aisles. Thsy will be cpllected.

Okay. For this pérticular panel, who
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would like to open with a comment or a question?
Dr. Falci.

DR. FALCI: Thig is Dr. Falci of the Food
and Drug»Administration! My guestion is generally
I guess about flavors and colors and spices in the
sense that I agree with you. A lot éf them
apparently don’t appear to be allergenic per 'se,
and I was trying to get a feeling for exactly how
many times, for instance, you would put a flavor,
for instance, as a single chemical entity into a
food per se, or would it be mostly put into a food
via a delivery system where the flavor would be on
some set of substances and then potentially sprayed
on a food product, for instance?

Isn’t it mostly frue that the delivery
system for flavors, even coloré and spices, would
be sprayed on foods and that the delivery system]
would have potentially‘allergenic components in it,
and that it wouldn’t necessarily be‘thaﬁ a matter
of the flavor being there in a small amount, but
the fact that the éllergen is in the delivery
syStem, per se?

MR. HALLAGAN:‘ Well, flavors are used in a
variety of ways. Dr. Falci has just described what

we refer to as. a spray dry flavor system. Dr.
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Falci is correct. Flavorg may be used in that way

in addition to other ways. If a flavor is
delivered on a system, in other words, incorporated
into the food on a system which, for example, may
contain a carbohydrate matrix or a carbohydrate
substance to carry the flavor, thenvwe have
encouraged:our members to declare that substance
if, in fact, the delivery system contains a
proteinaceous material from one of the eight listed
groups of allergens.

| So, ves, flavors'are used in that way, and
we have asked our members to declare those
substances‘if they are contained in the delivery
system. .
DR. FALCI: And how often would this
particular type of delivery system by used per se?
I mean are flavprs, coldrs'and spices delivered 90
percent of the time in this matter in a food
product?

MR.'HALLAGAN; I don’t know what the
actual proportion is,‘but we could;certainlyvget
that informatibn for you,‘but-it is accurate to say
that all three——fiavors, colors and spices——dan be
used‘in that way. And, er example, flavors going
into‘a beverage would not be delivered that way,
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and that’s a very largé pfbportion of the flavor
used; same with the candy. . Spray dry flavors or
colors or spices would be used on snack foods, for
example, and again I'm not a technologist, but I
can get that information for wvou.

DR. FALCI: Okay. Thank you.

DR. LEWIS: Other questions, comments?
Michael?

DR. JACOBSON: Mr. Hallagan, you mentioned

that your association favors voluntary labeling of

substances like carmine that have been demonstrated

to cause allergic reactions. Instead of relyihg‘on
voluntary action from companies, would you support

mandatory labeling of those through legislation or

regulé%ioﬁ?

MR . HALLAGAN: Well, our members’ products
are not the products that consumers actually
congsume in the majority of circumstances. It’s our
customers"labels that wguld be impacted. We're
committed to providing that information to our
customers and for flavors, colors and spices, as
far as we’'re concerned; the initiative can be
mandatory or volﬁntary.

Our members intend to provide that
information to the customers,.and that’s our
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commitment and that's what wé’ve been doing for the
last about four years.

DRi LEWIS: Other questions from the
various panelists?

DR. FALCI: ©One more. Incidental
additivésj—sort of it could be a learning curve
here as far as incidental additives are concerned.
There’s been a lot'ofopinioﬁs or opinions
expressea that incidental additives simply were not

put- on labels in the past, and although the agency

I has éxpresséd the desire to have the food allergen

in incidental additives put on the label, we
started that policy and we suggested that'policy
back in 199e6, it‘takes time to get through the
industry.

But could you, maybe members of the panel
here, suggest ways of making industry more aware
that incidéntal additiﬁes are really to be put on
the label wheﬁ a food allergen is present? What
are the types of things that‘you would do to try to
improve that in the industzry?

MS. HILDWINE: Well, I’11 tell you the
very first thing that I dé is remind our members
that the incidental additives exemption is not easy

to come by. That regardless of whether your food
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ingredient is idéhti%iéa 48 ohe of those suitable
classes of ingredients that may gqualify for the
incidental additives exemption, that, in fact you
have to pass two parts of--well, you have to pass
both parts'of a two~pronged test in order to
qualify for the exemption.

Now, typically, these incidental additives
areAgoing to be ingredients carried over from a
previous component of a food, but the regulation, I
think, reads’very clearly that that component in
order to be exempt from declaration must be present
in the food at an insignificant level and have no
technical or functional effecﬁiin the food. One of
them is not sufficient for declaration.

And I like to draw the examplé of, say, a
flow agent in a seasoning blend. Say, the flow
agent silicon dioxide has a functional effect in
the seasoning blend. When that seasoning blend is
édded to a wet ingredient, the silicon dioxide
loses all of its technical or functional effect.

So when you add the seasoning, probably at a low
level, to a food, and‘it/s got the silicon dioxide,

then, in fact, that substance may pass both prongs

of the test, that it islpresent in the finished

food in an insignificant amount and has no
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technical or functional effect in the finished
food.

Well, what applies to silicon dioxide in
the seasoning blend may not, for example, apply to
say a wheat extracted ingredient that’s in the same
seasoning blend, and that would not be exempt, so
you really have to look at thisAcomponent by
component and make sure that every component that’s
carried forwérd passes both prongs of the test. éo
we do a lot to educate our members on just exactly
what that exemption means.

DR. FALCI: How do you do that? Do you
call them in? Do vyou have conferences? What?

MS. HILDWINE: Well, what I just told you
that seemed to appear off the top of my head, ydu
know, 1s not spontaneously there. It comes from
yvyears of advice to our members one on-one, as we
go--we do their label reviews. NFPA does this,
reviews labels, as one of its benefits to members,
and answering their quéstions. When they ask for
clarification on the incidéntal additives
exemption, I get a lot of qﬁestions regarding the
incidental additives‘exémption and personally walk
them through it every time.

DR. JACOBSON: Dr. Falci, the FDA
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certainly couldvacceiéfaté the learning process by.

identifying some products that have unlabeled

incidental additives and find them misbranded, the

allergenic incidental addifives, and find them

misbranded ahd remove them from the market. That

‘would speed up the iearning process considerably, I

believe.

[Applause.]

DR. LEWIS: Other questions? Well, while
you’re thinking of more questions, we do‘have three.
from the participants here today. One ig for Anﬁe
Munoz-Furlong. It’é actually a two-parter, Anne.

Would milk allergic individuals know to
avoid butter or cream or should these be identified
in the ingredient panel as milk?

And the other is should only the top eight
allergens be disclosed in favors énd spices or
more?

MS. MﬁﬁOZ-FURLOﬁG: Ckay. The gquestion
about whether the miik allergic individual, what
their understanding of milk products and byproducts
are is goiﬁg to be depend oﬁ each individual.. The
people that are more awafe of it, probably the
parents, the people closer to,the'patient, are

going to be very‘aware‘that yogurt or butter are
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milk derivea. People as fe move away from the
circle of care for that child may not necesgsarily
make the connection and we see this over and over
again when we’re talking to grandparents and other
caregivers of the child.

So oﬁr suggestion would be to\always err
on thé side of safety and declare that it is milk
after butter or any other of these terms to make it
very, very sgimple to follow.

The second part of the gquestion should we
look at only the top eight or all of the allergens,
I know there’s a study that’s been done that looked

at the foods that had been implicated in reactions,

‘and there were somewhere around 160 foods on that

list. That’s an enormous task.

What we would recommend again is to stay
focused on the 90 percent}of that problem. Once we
figure out what the sQ1utions are there, we can
hopefully then quickly come by and‘address some of
these other issuesp |

DR. LEWIS: The next question I have is

stated as follows: If spices are not considered

allergens, then how can one have an allergic

reaction to allspice as referenced by Ms.

Munoz—Furlong? If there have been reactions to
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spices, then what motions are in place to address
these issues?

MS. MUNOZ-FURLONG: I want to clarify my
position. I am not aware of any reactions to a
particular spice. The bulk of the work that we do
is to look at those top eight allergens. If they
appear in anything, such as a color, spice or
flavoring, then we want those listed out on the
label.

DR. JACOBSON: I was actually the one who

mentioned allspice, cardamon and coriander. In the

paper, Sue Hefle'’'s paper, listing 160 or however

many allergenic foqu, those are included, and
there are varying levéls'of evidence for those
allergens, and I think there’s going to be a gray
area where there will be for some of the foods,
there will be very limited, more anecdotal
evidence. For other foods, there will be
double-blind controlled studies, food challenges,
that establish that it is allergenic, and then I
think sbmebo&y will have to decide, well, how much
evidence do you need?

Hdw many caées of demonstrated
allergenicity do you‘need before you reqguire

disclosure?
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DR. LEWIS: The next question I have
focused on the concept of thresholds. What would
be the threshold that is the minimum 1evei of an
allergen that would have to be declared? If the
level is zero, how would the manufacturers test for
that?

MS; HILDWINE: I brought this up so I
think I better field it. There is a lot of
scientific Work that’s‘goiﬁg on inkthis area. I'm
not an expert on thresholds and certainly I really

couldn’t speak to guantities, but a lot of

|scientists are devoting a lot of attention to

determining what are the levels that would trigger

allergic reactions.

The author of this gquestion has definitely

pinpointed a problem, and that is that if we are

talking absolute zero, then fhat’s very, very
difficult to achieve with reépect to allergenic
ingredients or for anything for that matter.

DR. JACOBSON:. I agree tﬁat i;'s a tough
problem. Fortunétely, the assays don’'t get down to
parts per billion, but theyfre measuring levels
thaf presumably aré allergenic. I think the
presumption should be that the substance is listed,

the wheat or sby or whatewver, 1f it’s known to be
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there as an incidental‘éaditive.

But perhaps compénies should have an
opportunity to demonstrate that at such and such a
level, something doeé not pose any risk of
allergenicity. And right now I don’t know that
there’s any evidénce for a threshold, but there
should be anvopportunity to exclude labeling of
incidentals 1f they do fall beiow some demonstrated
threshold.

DR. LEWIS: I’ll wrap my last two
gquestions into one large‘question, although they’re
notbentirely similar.’ The first is isn’t it time
that out of the three issues discussed today, this,
meaning PaneleII, holds the most risk for the food
allergic consumer? Is the industry doing anything
to prioritize this as the first issue?

And then a second part of this: - Mandatory
lébeling is a zero sum equal expense for all
manufacturers. What incentives are there for
manufacturers to deal with the cost of voluntary
labeling?

MS. HILDWINE: Well, I'm not absolutely
certain that this is where the bulk of the problem
of undeclared allergens is. I think we spent a lot

of time in our second panel this morning talking
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1 about good manuﬁacturing pfaétices, and let’s say
Cj? : 2 gsignificant levels of food allergens that are
5 3 undeclared in food products. So I think you’ve got
4 gome good sense of what that’s like from the report
5 |of the FDA inspections.
6 So I think that certainly manufacturing
7 ‘practices are really where we may need to spend a
8 lot of attention, you know, in resolving labeling
9 things.
10 The issue of undeclared allergens that may
11 ||be present in flavors, colors, spices and
12 incidental additives cerfainly is also a very
(m\ 13 important issue because it involves undeclared
w1 14 allergens and that’'s an important public health
15 concern. But whether that ié top of the list I
16 think‘is stillvopen to some discussion.
17 As to incentives for the food industry to
18 jpursue voluntary labeling, nothing 1s quite as
19 effective in the food industry as what we call peer

20 |pressure or the competitive marketplace, and

21 certainlybwe know from the experience of food
22 allergic consumers that they very much appreciate
23 | when food companies go to the trouble of putting
) 24 |food allergen information on their labels oh a
25 voluntary basis.
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More and more companies are doing this,
and théy’re beginning to be much more‘responsible
about the way they do this, and consegquently, vyou
know, particularly if you’re in a sector of the
industry where you compete with some major
companies that are already doing food allergen
labeling of an advisofy nature, this is sométhing
that you’re considering because food allergic
consumers moré often than not are calling you qp
and asking you why isn’t it there?

And in addition to the pressures of the
marketplace, the pressures of consumers certainly
have something of an impact on what the food
industry does.

DR. LEWIS: Any last commeﬁts or guestions

from anyone else on the panel? If not, what we’ll

do now is turn to the last component of our
program, the public comment.

Just a couple of announcements and

reminders before we do that. The first is that for

these issues, the FDA docket is still open. Pecople

who are interested in submitting written comments

on these particular topics are more than welcome to

‘do so. The docket is still open.

Secondarily; I need to be very clear about

MILLER REPORTIN}G COMPANY, INC.
735 8th Street, S.E.
Washington, D.C. 20003-2802
(202) 546-6666




Vs

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

25

165

what are the issues that are being addressed today.

It is food labeling. It is not latex gloves. It

is not celiac sprue, and it is not restaurant
labeling. Those are not topics of today’s
discussion.

 What we’ll do at this point is take a 60

second stretch break while this podium is lowered

down so that our speakers will be able to make
their comments from the floor. So bear with us for
60 seconds while we arrange up here and then we’ll
be right back wiﬁh our first speaker.

[Whereupon, a short recess was taken.]

DR. LEWIS: All right. The‘procedure is
that we will go down the list of persons who have

registered to speak. We ask that you very briefly

introduce yourself. You are being timed for three
minutes. I do apologize if I mispronounce your
name . I'll try the best that I can. You can

‘correct me once you do get up there, but again it'’s

three minutes and we would appreciate your moving
along appropriately.

The first on my list is Victoria Geduld.

MS. GEDULD: My name is Victoria Geduld.
I"m a concerned citizen and mother and I am with my
daughter Nancy Geduld, who is six years old and a
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student. Due to time constraints, I will not go
into a iengthy of.hiStdry. §uffice it to say that
Nancy loves‘playing with her friends and sisters
and going to the park.

It’s a sunny day in August and rathervthan
doing all these things on this Monday, she chose to
sit with me because the most important thing in her
life is safe food. Misleading and unclear labels
can kill her and she knows this firsthand.

My daughter Nancy has an acute
anaphylactic reaction to’peanut proteins which is a
fancy way tovstate the simple fact that trace
amounts of a simple and common food can kill her.

A few years ago, Nancy atéfa chocolate
Kellogg’s RiCe Krispie treat that said nothing of
peanuts or peanut traces on the label. After a few
bites, she said, Mommy, this has peanuts. I read
the label. ©Nothing. She began to swell. I gave
her medicine and we were fine.‘ Within a few
months, these same treats began to carxry the label
"may contain peanutg. ™"

The traces must have been small. Were the
traces larger, we know from history, Nancy would
have had an injection and she would have been
hospitalized,‘if she‘had survived. At four vears
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old, Nancy learned ﬁot to trust labels.

Foods must be labeled in plain English so
that Nahcy at sii and myself, her father,
gfandparents, relativesh teachers or caregivers can
read the label and know what’s inside. If I have
as a consumer'have a question regarding the food, I
should have a number on the label to call.

In a recent example, the outside container
of the same Kellogg’s chocolate rice grispie treats
said that they did not contain nuts, the
individually wrapped treats inside said "may
contain pe;nuts." As it‘turned out, the line had
béen changed and made peanut free, and the labels
on the outside had been changed to reflect this.

The individual wrappers inside had not. A

confused consumer should be able to contact a food

manufacturer. Small packagers can get waivers from

the government, but luckily there are few who would
qualify. Most packages are large and should be
required to provide access to the company in the
case of an accidental ingestion Or an emergency or
a question. |
In addition, any information about the
ingredients in the food shoﬁld be listed in the
ingredients section of the label. "May contain"
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warnings do not»héi@yat thé bottom df a package if
the ingredientS'afe printed on the fop. We had a
near‘accident in such a case. The warning was next
to the compaﬁy’s’address, catty-corner to, the
ingredient section.

If it has to do with the ingredients, put
it in the ingredients listing. With the purchase
of food for an allergic individual, there is a
ripple effect. For the millions of allergic
people, therevare tens 'of millions who are
éffected. Think of the number of people who are
involved in feeding a single child.

All these people will be served with
government legislation demanding accurate and
readable labeis. In addition, all these people

will be unnecéssdrily inconvenienced by a "may

contain" label spread on packages. No matter what

manufaéturers must not be allowed to put a warning
label on foods because it is easier or more
convenient than actually mpnitoring the food
supply.‘ The government must ensure that labels are
accurate, not just slapped on.

In‘order for my daughter to trust her food
supply and get back to the business of being a
child, any allergené must be included in the
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ingfedients seétiéﬁ.l‘%iéfe can be no exemptions.
Thank vyou.

[Applause.]

DR. LEWIS: Thank vyou. Next please Pamela
Hughes. If Pamela Hughes is ndt here, we will mqve
to Joseph LaRochelle..

MR. LaROCHELLE: My name is Joe LaRochelle
and I would like to téll you what it is 1like to
have a life threatening food allergy and why it is
so important to have accuraté and dependable food
labels. I'm a 21 year old who lives in Dairy, New
Hampshire and a senior at St. Anthem College in
Manchester, New. Hampshire.

Besides having asthma, I'm also deathly
allergic to peanuts and tree nuts. If I eat even a
trace of these, I don’t just get a stomachaghe. In
my short life time I have had more than ten severe
allergic reactions. When I was 13, I almost died.
I had a chocolate chip cookie that contained
wainuts.l My symptoms started with a simple
stomachache, but after less than one hour, I
started having hives, itchy mouth and thrbat,

breathing problems. All the while my throat

started to close and I bégan to lose consciousness.

Doctors said that if I wasn”"t not a mile
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from the hospital, that I prdbably wouldn’t be
standing here right now. After two to three
injections of epinephrine, two shots of benedryl,
two nebulizer tféatments and a oxygen mask, I was
released from the hospital five hours later when my
éondition stabilized.

Every minute of my life I must be on guard

'by reading all ingredient levels with how to read a

label card handy and my epinephrine in the case of
a severe allergic reaction.

It is critical that food labels be
accuréte, clear and dependable to help me avoid
potential life threatening allergic reactions
because peanuts and tree nuts often show up
unexpectedly in the most unlikely of places.

Besides readiﬁg all ingredient labels,; I
am constantly watching for product recalls because
of undeclared peanut or tree nuts. Because of
that, I give high priority to the Food Allergy and
Anaphylaxis Network’s special food allergy alerts
that notify me in the event these things happen.

| In the last few months in my state, an ice

cream manufacturer recalled product with undeclared

pistachios, a cereal maker had undeclared almonds,

potato chips with undeclared peanuts, brownies with
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undeclared almond§, yogﬁfﬁ‘faisiné with undeclared
peanutsﬁ and I could go omn.

This simply underscores the fact they all
don’"t get if right all :the time. I wouid just like
to briefly comment on the "may contain" statements.
I never eat foods that say may contain peanuts or
tree nuts, processed in the same facility as
peanuts or tree nuts, or procéssed on shared
egquipment.

I'm grateful that some manufacturers have
alerted me to ﬁhe potential presence of an
allergen, but would prefer they take the necessary
steps tb prevent cross—cOntaﬁinatiQn in the first
place.

In recent years, I have seen many more
products with these statements on the label, a-
trend that is limiting my choice for foods that I
cén safely eat. Thank you.

[Applause.]

DR. LEWIS: Thank you. Next, please,‘
Julie Reinhard. |

MS. REINHARD: My name is Julie Mendel

Reinhard. I am the mother 6f,a three-year old

peanut allergic son. I am here not only on behalf

of my family, but on behalf of 2,945 consumers
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representing 27 states who have signed a national

grassroots petition seeking regulations to make

'food labels more accurate.

Since I learned about my son’s allergy the

hard way, in the emergency room as doctors battled

to save his life, I have been’challenged with
keeping him in a peanut free environment. This
means that I must read the label of every product
that comes into our home and indeed every‘label of
food my child may eat or come into contact with
outside the home.

But that’s just the beginning. After
reading the food label, I must call the
manufacturer to determine if the food has been made
on shared equipment and therefore has the
possibility of cross-contamination.

This is because manufacturers do not
reliably state whether pPeanuts are or are not in
the product. Furthermore, even‘after I call the

manufacturer, I often do not get accurate

information. Sometimes I leave a message on an

answering machine that can go unanswered for a

period of weeks, and sometimes forever.
Other times I talk to a consumer rep who

reads from a written policy statement, but won’t
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send it, and is unable t& anSWef basic questions.
Often I have to make at least three calls before I
even talk to an inférmed person.‘ The first call is
typically to get the phone numbér of the company.

| Worse,‘it is the rareiocdasion when I am
told that the risk of crossg-contamination is de
minimis. Therefore, I am unable to rely on the
label itself toiknow if the food is safe for my
son, and yet strict avoidance is the only sure way
to keep hiﬁ safe.

In addition to the FDA's inspectioﬁ,
fesearch at the University of Nebraska documented
that peanut residues were detected in 21 out of 111
products with either precautioﬁary labeling on

peanut listed as a last ingredient and in 33

'percent of foods with no labeling in any form.

The researchers concluded that guote,

"Despite vigilant monitoring of food ingredient

statements by peanut allergic individuals,

significant levels of unlabeled peanut residues can

be encountered in food products.n"

Finally, a study published in 1997 found

that while the threshold dose of peanut protein

varies, as little as 100 micrograms provoked

symptoms in some peanut sensitive individuals. For
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each of these'reasons; i strongly urge the FDA to
prescribe regulations requiring manufacturers to
uge plain English and doﬁmonly understood terms in
the ingredient‘statement like egg, milk and peanut,
rather than a scientific term, and to adopt the
proposed ingredient facts iabel put forth by CSPI.

Further, ' I implore the FDA to mandate that
allergens contained‘in natural flavors and spices
be listed in a parenthetical after the general term
is used, and to clarify the incidental additive
regulatiohs by stating that those containing
allergens are significant and therefore not exempt
from label declaration iﬁcluding substances
migratingvto food from equipmeﬁt.

Third, I ask.ybu to adopt the allergen
control procedures recommended in the attorneys
general‘citizen petition.

Finally, it is with profound gratitude to
the cochairs of this national grassroots éampaign

that I submit the following petition to the FDA for

its careful consideration. Here it is:

(1) Put allergen reguiations as an "A™"
priority on their 2002 agenda;
{2) Prescribe‘aliergen control procedures
for companies to follow in cleaning eguipment to
MILLER REPORTING COMPANY, INC.
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reduce or eliminate the unintentional presence of a

known food allergen in the finished product;

(3) Mandate precautionary labels on foods
if allergén control procedures and GMPs do not
eliminate the unintentional presence of a known
food allergenrand the presence of such allergen
poses a risk to human health;

(4) Inspect manufacturing plants to
determine if they are complying with fhe laws and
regulations; and

(5) Punish companies who'are not in
compliance with the iaws and regulations.

‘As the governméntai‘boay regsponsible to
protect the health and safety of our Americans,
these relatively éimple measures can profoundly

impact the safety of millions of Americans who

suffer from food allergies. Thank vyou.

[Applause.]

DR. LEWIS: Thank you. Next we have
Elizabeth Carus and in order not to surprise you
folks, after Elizabeth Carus, we would be
addressing Gayle Rubin. Is Elizabeth Carus here?

MS. CARUS: My name is Elizabeth Carus,
and in addition to being saverelyallergic to

wheat, I also have celiac disease. Prior to being
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diagnosed with celiac disease, T was trying to
folléw a wheat-free diet. I know how to read the
labels. I know what to look for, and untii I went
and had to follow a gluten-free diet, I was
obviougly missing a lot of hidden wheat.

Upon going on a gluten-free diet, I ceased
having asthma problems, which included going to the
emergency room guite a few times, and obviously
there was enough in the food that’s hidden even
after calling companies to have given me problems.

When I céll companies to verify whether
things are wheat free and gluten free, the biggest
préblem I have beyond being told vyes, it is, having
the allergen so I can’t eat it at all, is to find
out that the company will tell me that they don’t
know if there’s cross-contamination, not because in
their cdmpaﬁy they have a problem, but they don’t
know from their suppliers. And when the company
tries to find out from ﬁheir éuppliers, because
they do want to know whether it’s gluten free since
that’s where I'm at, it can”take them months.

They can write many letters and in the end

.they can say we don’t know because we can’t find

out from our suépliers. ~And that to me is a big

problem. And that’s probably about half the
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companies I call is what‘ijfind out. And these
are companies that want to be able to tell me that
things are okay, that are being careful about
telling me what’s in their food, and they don’t
feel comfortable telling me because they don’t know
if there might have been a cross-contamination.

And basically that’s what I wanted to pass

on to you about that with the food products and

‘thingsf

[Applause.]

DR. LEWIS: Thank you. Next is Gayle
Rubin and following Ms. Rubin, if she’s here,
Judith Schreiber.

| MS. RUBIN: I brought some brops. Hi. My

name is Gayle Rubin, and I'm here supporting the
celiac supéort groups. It says something different
on your listing. I'm not sure what that was.

Anyway, what I wanted to tell youbis that
gluten intolerance of celiac disease is a genetic
disease that affects between one in 150 or between
one in 250 Americans. And that‘is basically new
information, and if you take that and you add that
to--figure out from what our total population is,
you’'re looking at 1.5 million people roughly.

If you take the related disorders, such as
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Addison’s Disease, dfﬁér éiiergies, asthma,
arthritis, attention deficit disprder, autism,
cancer, diabetes, epilepsy, 1rritable bowel
syndrome, lactose intolerance, mental disgrders,
multiple sclerosis, oéteoporosis; psoriasis,
scleria, sleep disorders, which affect another six
or éévén million people, you’re talking about a lot
of people who need label clarification.

fhat's basically the reason I want you to

understand it’s not--somebody made mention of--it’s

not about celiac disease. It’s not about celiac
disease. It’'s about people who have to know what'’s
in the foods they eat. It’s a lot of people.

And as you do know, or you probably
already'know, celiac disease requires a strict
adherence to 100 percent gluten-free diet for life.

That includes trace amounts, and we can’t have it.

So I did want to show you a picture of what

celiac--I’'ve taken this out of a medical book.
It’s actually Fishbind’s, and I wanted to show vyou
a picture of what it looks like, when you don’t
adhere to 100 percent gluten free diet.

That comes about because the villi, which

‘is the way you normally ingest food are stunted,

they’'re cut off, and then what happens is, you
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know, you can’t gét‘%b You start malabsorbing.
You can’t gét nutrition to yourselves so I mean
it's‘not minor.

The dther part, I guess, of that is that
there’s many, many places of hidden sources of
gluten that'are found in ingredients of processed
foodé, and I can show you, you know, these Lays
potato chips are totally gluten free. These Lays
potato chips are not gluten free. And without
calling the manufacturer, you don’t know that.

Another type of example I brought you is
this is a package from Europe, and‘this is what it
looks like when they say it’s-gluten free. ‘They
actually have this little wheat symbol with like a
no smoking slash through it,vand they have that
sign one, ﬁwo, three places on the package, plus in
five languages 1it’s written gluten free, and it'’s
written one location, two locations, on the top. I
mean so there are six locations on a label that our
American manufacturers say there isn’t enough room
on the package to put anything. So I will éut of £
at that point. Thank yoﬁ.

[Applause.]

DR. LEWIS: Thank you. Judith Schreiber

and then I believe Peter Skinner following.
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MS.'SCHRElEﬁﬁi Heéllo. My name is Judy
Schreiber. I'm a éenidr public health scientist in
the New York State Office of the‘Attorney General
Elliott SpitZer. bAnd I am here today to offer our
comments on the important public health issues of
labeling food products containing allergens.

As one of nine states’ attorneys general,
our office submitted a petition to the FDA to amend
its regulations on food labeling and manufacturing
practices to better protect consumers from exposure
to potentially life threatening food allergens. We
are grateful that the FDA’is taking consumers’
concerns seriously and has made strides to address
these important public health issues.

In the May 2000 petition, the attorneys
general asked that the FDA: (1) reguire food
manufacturers to label products with actual or
pbssible presence of allergenic substances in
foods; (2) require food manufacturers to provide a
toll free numbér to enable consumers td contact
knowledgeable cﬁstomer service representatives
about the ingredients‘contained in the foods; (3)
to require manufacturérs, food manufacturers, to
declare natural and incidental additives derived
from the big eight allergens; and, finally, to
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require~food.manufaétureréitd adopt good
manufacturing practices‘aimed at preventing
cross-contact with allergenic substances.

Regarding séme of the guestions that youb
posed for this hearing, we do believe that
mandaﬁory ianguage is the only way to assure that
the label contains the necessary information upon
which the consumer can make an educated choice
about the safety of the food for their family’s
circuhstances.

Two, we do recommend that the Iabeling and
good manufacturing processeé be exercised--the FDA
should exercise its aUthority and adopt the
recomméndationsfin the attorneys’ general petition.
The New York State Attorney General is considering
future steps if the FDA neglects this important
public health role. |

Finally, we agree with the FDA that the
declaration of allergenic ingredients and
incidental édditives in flavoring, spices and
colors is necegsary for'consumer‘protection. ~ The

petition of the attorneys’ generals recommends

amending certain parts of the regulation, and we

will be submitting written comments elaborating on

where we feel these'chénges could be made.
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We sérongly urgé’theiFDA to codify its
policy, to specifically state that incidental
additives that are food allergens arevnot exempt
from labeling and must be declared in the
ingredient statement on the 1abél.

We also urge the FDA to require mandatory
labeling to appear prominently and conspicuously on
the information panel so that consumers can readily
identify where that information is located.

A speaker earlier today said that the FDA
product recall program for allergenic contamination
demonstrates that the system is working. I would
say that that same exémple shows, in fact, that the
system is broken and that it must be fixed. Having
to recall products or having to have children and
adults go to emergency rooms for care is not a
preventative public health measure, and I urge that
the system being broken, let’s fix it. Let’'s give
consumers the life line they need by having
adequate labeling on food products. Thank vyou.

[Applause.]

DR. LEWIS: Thank you. Is Peter Skinner
with us today?

MS. SCHREIBER: No. He was unable to make
it. His wife went %nto the- hospital.
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DR. LEWIS: Thank you. And our next
scheduled speaker is Catherine Tretheway.
Following’CaEherine Tretheway will be Javier
Trujillo Arriaga.:

MS. TRETHEWAY: Hello. My name is
Cathérine Tretheway. I am an attorney and I
assisted the Nevaork State Attorney General in the
preparation of the petition which has been the
suﬁject of today’sydiscuésion. More importantly, I
am the mother of a five yéar éld‘daughter who has
a life thfeatening allergy to peanuts.

I am also an‘active‘member-of a support
group for families who are dealing with peanut and
nut allergies. I asked to speak today because I

~
think it is important that the FDA know the source
of this petition. This is truly a document
prepared by consumérs for consumers. In drafting
the petition, I not only dréw from my own
experiences as theSparent of a food allergic child,
but also from the experiendes.of the many parents
with whom I have talked or corresponded with during
the recént years that ivhave started my work on
food allergy issues. Many'of those parents are in
the audience today. |

The'petitioﬁ is not a wish'list for food
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J

allergic consumers. ﬁéﬁﬁér it represents what

consumers truly néed»to protect themselves and

their loved ones from unintended consumption of
food allergens.

We need bettef manufacturing practices_to
avoid cross-contamination. We néed accurate
1abels. We need clear and easy to read labels. We
need phohe numbers on the labels so we can contact
manufacturers with our questions. Above all, we
need consistency in labeling and manufacturing
pracfices so that my mother-in-law, my child’s
babysitter, and others, and especially my own
daughter, can look to one spot on a food label and
readily'and quickly ascertain whether a food is
safe.

As the parent of a fooa allergic child, I
appreciate the efforts of the Food allergy Issues

Alliance in issuing guidelines for better good

‘manufacturing practices and labeling. However,

even after all our discussion today, I can only
concludeithat consisténcy in labeling can only be
achieVed through regulatory,refbrm. I urge the FDA
to adopt the proposals set forth in the attorneys’
general petition. Thank you very much for your
time.
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[Applause. ]

DR. LEWIS: Thank you. Next Javier

Trujillo Arriaga, if that person is present. If

not, Claudette McIntyre. Neither Claudette
McIntyre or Javier Trujillo Arriaga. Then the next
is Ron Barenburg.

MR. BARENBURG: Thank you. My name is Ron
Barenburg. I'm from a company naméd Lynx Street.
We’re involved in bar code symbology. Thére’s a

new bar code called reduced space symbology and

composite symbology that allows more information to

be put intb less space.

Now, next one, please. I'm sorry. That's
the wrong one. I'11l go from here. Just forget it.
How reduced symbology and coﬁposite symbology,
which are globally recognized as bar code
standards, can alert consumers to allergies in food
products. Today manufacturers use what’s called a
UPCA code. That’s the bar code sticker that’s on
every‘product. The upgraded version of it approved
by the Uniform Code Council is also a UPCA bar
code, but what's differeht about it, it is a
portable database in\that it can contain a lot more
information.

Right now it’s available today. It can be
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implemented by manufecturers phasing into RSS-UPCA
ber codes. Retailers can upgrade or change their
scanners on their normal scanner cycle. Today's
UPCA bar code contains only the manufacture number
and the product ID number. With the allergen
werning usingbRSSCSjUPCA bar code, the following
can contain thie information. This is what today’s

bar code looks like. That’s what’s on every

product that comes to market.

With using and phasing into as an adjunct
to the warning level in human readables,’scanned
with the sameyUPCA code, it can say warning:
contains eggs. If you wanted to put a warning:
contains eggs and best used by date, it would be a
similar label. Tt WOuld just be a little larger.
All these can be put iﬁto the same space that a
normal UPCA code can use today.

The benefits to the retailer. Begides the
obvious concern for their customer’s health, it
would provide evidence that the‘eonsumer was given
documented warnings with receipt of their purchase.
Retailers will,e&entually‘upgrade anyway to support
pProduce at wvariable weights and measures converting
to RSS-CS. |

The benefitsvto‘the consumer\are obvious.
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Besides having the "may‘@5ntéin",warning in human
readables, the scan bar code would print 1t out on
the receipt alerting thé consumer to the allergen
warning, and if the consumer has a question, a
checkout clerk would scan the prodgct‘and verbally
advise about any allergen danger before purchase.

In conclusion, RSS bar codes can provide
more information in less space, .not only for
allergen warnings, but for best used by dates,
conﬁraindications for other foods or drugs, and by
?roviding batch and lot numbers, trace contaminated
foods more quickly.

I was drawn to this when I went to do some
research on this and realized when I picked up with
my 57 year old eyes a label and tried to read it,
and I didn’t have my reading glasses, how nice it
would be just to be able to scan it .at the register
and see it in big letters, and I think it would
help consumers tremendously. Thank YOu.

[Applause.]

DR. LEWIS: Thank vyou. Next, Joanie
Janicki. And foliowing Joanie Janicki would be
Cliff Blaker.

MR. JANICKI: That’s a bit of a
discrepancy here. J. Janicki.
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DR. LEWIS: J;‘Jaﬁicki;, Our apologies.

MR. JANICKI: Regulation 21 CFR 1001.4 (a)
deals with food designation of ingredients, and the'
problem here is that the criteria are fairly vague.
The regulations above, the FDA states that natural
flavors and/or-artificial flavors may be ligted in
a vague manner. As an example of this would be the
problem that most commercial products contain
certain ingredients such as modified food starch
and/or natural flavorings. It is not possible to
tell by this type of labeling what ingredients the
product actually contains such as corn, potato or
wheat which are common allergens.

‘This type of labeling can have serious

ramifications to individuals with food allergies

Jland celiac disease. I along with many other

individuals who have food allergies urge the FDA to
require manufacturers to list all the ingredients
including trace amounts.

As a first step, my recommendation would
be to simply add a line after the words "modified
food starch natural.™ Instead of modified food
starch or garlic oil rather than spices. In
Europe, they specify yes or no gluten and have a

sign in front of the package similar to that of a
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has one place to go to look for the information on
the product'label.

Now, there is one aree where I think my
experience as a businessman(makes me an expert and

that’s the talk about voluntary compliance rather

than mandatory compliance.

Now, I think the voluntary efforts that
have been spoken about today should be applauded,
but they cannot really eliminate potential
problems. Some companieg will be more‘proactive
than others, but there will always be companies
that will drag their feet and not cemply.

It's the nature of industry to resist
regﬁlation and to minimize costs. What we have
here is a balance between cost ‘and public health
and it’s the FDA’'s mandate to decide in favor of
public health.

When statements were made about advisory
labeling with the "may containﬁ wording, I think
that what was identified as unavoidable
cross-contamination in‘many cases really means
conﬁaminatioh that’s too difficult to avoid or too
expensive to elimiﬁate. Agaih, I think it’s the
FDA that has the responsibility ﬁo protect fhe

public and not leave these critical decisions up. to
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individual companies to make, and I urge the EDA to
keep that in mind.

Thank‘yquu

[Applauée.]

DR. LEWIS: Thank you. Nekt Jorge
Hernandez Baez, followed by Gustavo Tfevino. Mr.

Baez, Mr. Trevino? Martin Shunemann. Anne Bailey.

'Mary Thorpe. Mary Thorpe will be followed by Anne

Clarke.

MS. THORPE: My name is Mary Thorpe. I'm

‘currently working at the Center for Celiac Research

at the University of Maryland Baltimore, and I’'m
also representing myself as a person who is
attempting to fbllow a glﬁtén—free diet and thus a
wheat free diet.

And as such, I can speak for other celiacs
around the country. I would just like to focus on
some of my frustrations in following food labels
that haven’t been touched on vety well. Gavyle
Rubin mentioned secondary sources, and reading
labels myself T notiCé‘that some cans of tomato
paste list wheat flour as an ingredient. Don’t ask
me why it has to be thete, but it is.

And then when I‘ibok at a jar of spaghetti

sauce of barbecue sauce, i1t has tomato paste as an
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ingrédient, I'm léfﬁ‘to wondér does that tomato
pasfe have wheét flour in it or not. Sometimés you
might see é parentheses that tells the ingredients
in that secondary ingredient, but usually you do
not. And thét’s somethiﬁg i haven’t heard touched
on very much.

So this indicates that some manufacturers
are voluntarily doing this, but others are not.
The game thing goes for soy sauce. Again, soy
sauce has wheat in it most of the time. When soy

sauce 1is a secondary ingredient, you don’t know.

So we have to avoid these things unless the

labeling were there.

And I think that’s what we’d like to ask
for today is that the labeling be there so that we
know and éan make the choices for these sources of

things. There are many products. Somebody just

mentioned modified food starch. This is a question

‘mark. You don’t know the source of the food

starch.

Some manufacturers are voluntarily saying

modified corn starch so we can make an informed

choice, but we’d like to see everybody doing that.
Or .say modified wheat starch if that’s what it is.
But just let us know.
MILLER REPORTING COMPANY, INC.
735 8th Street, S.E.
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There are @ther p£®ducts‘like citric acid,
MSG; stabiiizers, monodiglycerides, dextrines, that
can be made from different sources—~cqrn, sugar or
wheat--and we would like to know the source for
those properties. All you have to do is put it in
parentheses——(from:wheat)——for‘each one. It
wouldn’t take up ﬁuﬁh space.

Alcohol and vinegar are controversial, but

they may have wheat brigins. There should not be

protein products in those substances, but there

might be. Some people are explicitly sénsitive.

We don’t know the threshold of tolerance and SO not

knowing, we’d rather err on the side of safety.
And just let us know what the source is éo we can
make our informed choice.

So whether it comes down to voluntary
compliance by manufacturers or FDA codification, I
would agree with many who would say that the
manufacturers are trying, but we’re sti}l not there
yet. It’s been excruciatingly slow, and we’d like
to see whatever is needed to speed up the process.
We would hope the regulations wouldn’t slow it
down, but we just want it to be done. Thank vyou.

[Applause.]

DR. LEWIS: Thank vyou. Next 1s Anne
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Clark, to be followed by Esah Yip.

MS. CLARK: Good afternoon. My name isg
Anne Clark. The FDA has made the presence of
allergens in food high priority. This is a good
thing. Labeling food that contains peanut or tree
nut allergens is é very good thing.

Labeling. food that has or may have been
handled with natural rﬁbber latex gloves ig not an
acceptable solution or labeling as contains or may

contain the incidental food additive allergen NRL.

‘Currently‘natﬁral rubber latex, or NRL, is approved

by the FDA as an indirect food additive in light of

the over 500 NRL lawsuits working their way through

the American justice system concerning wrongful

death, product liability, workmen compensation, and
American with Disabilities accommodation.
Manufacturers of NRL gloves have already begun the
1abelingiprocéss.

Standard wording reads something like this
one:

In the unlikely event of an allergic
reaction to these latex gloves, discontinue use and
consult your healthvcare provider. Cautioﬁ: this
product coqtains natural rubber latex which may

cause allergic reaction. .Great for food handling.

MILLER REPORTING COMPANY, INC.
735 8th Street, S.E.
Washington, D.C. 20003-2802
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1 It says that on therei Thig product meets the U.S.
A% 2 Department of‘Agricuiture specifications for food
3 handling.
4 Now, I have seenvand gsubmitted to the USDA
5 fadvertisements for'NRL gloves which claim to be
6 USDA approved and USDA aCCepted. I've been told by
7 |lthe USDA that they do not apbrove products. There
8 is no such thingi
9 ' These glovesgs which I purchaéed contain a
10 warning, a label, that really disturbed me. Some
11 {individuals may experience an allergic reaction to
12 natﬁral rubber latéx products. Discontinue use if

13 any reddening, bUrningkor irritation is

o

14 experienced.' This manufacturing company will not
15 ||be liable to individuals who experience allergic

16 reactions to natural rubber latex.

17 - Now, this manufacturer understands that

18 their product can harm. Those of us who have

195 | experienced or witnessed someone having an allergic
20 [[reaction to food handled by latex glovesiunderstand
21 these gloves can harm. There are safe, affordable
22 alternatives. The alllergens that are transferred
23 on to food do not add to the nutritional value,

24 | preservation or flavdr enhancement of the food.

25 This is important. We know of no way with
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current scientific knowledge to determine a protein
threshold level that would be safe for all users
and would not trigger any allergic reaction to NRL.

Furthermore, thé current FDA food code
alerts the food service industry §f the potential
for serious adverse reactions from latex to latex
sensitive individuais. Gloves made of NRL must be
declared an unsuitable utensil for food handling.
NRL approval must be amended so that gloves made of
NRL are not an appréved indirect food additive.
Labeling in this instance is not the solution.
Thank you. )

DR. LEWIS: ESah’Yip or Anita Klein?

Next, Carol Roberts. Carol Roberts is here.

MS. ROBERTS: My name 1is Carol Roberts.

I'm a 62 year old grandmother who has had many
allergies to deai with most of my life underlined
by celiac, but I'm not going to speak to that today
at all. I'll send some information in. I would
like to make a very simple suggestion and as I read
thfough all three areas, and as I know that I’ve
experienced just about every single one of the
things that have come up in oné Way or another, I
used to teach schobl, elementary school, and I used

to be an elementary school principal, and I’'ve

MILLER REPORTING COMPANY, INC..
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worked in the corpdrate woérld éhd‘done\di#ersity
training and done.maHY‘things.

But what I.though; about is we have a lot
of beople in this country who don’t speak English.
We have a lot of peopleﬂin this country who don’t

know how to read. We have a lot of people in this

country who don’t have any knowledge whatsoever

about what hydrolyzed pfotein;or caseinate or any
of‘these things are. |

And I proposed a question to one of the
papelists before who is not here about the
integrity of whether or not if a‘person is
allergic, say, to eggs,‘will they be allergic or
sensitivé to any by?roduct from eggs? The answer
was yes. And so, therefore, why do we need any
other words except "eggs" on a label in terms of
food being contained?

What I did was take a littleabit of time

and I used pictorial chart. And this is just an

'idea and a suggestion of taking the different food

allergensbof the eight allergies and I took and did
a-diagram‘of each oﬁe of them that’s understandable
by children. In the next column, I put the
contains fish or seafood, listing the types,
contains wh;at or byproducts in words, and listing
MILLER REPORTING COMPANY, INC.
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all of fhéydiffereﬁt namég .

vThé symbols can have checks through them,
next to them, into them, whatever would make the
most sense and be least confusing to those who
looked at a label. So each one of these things in
terms of the terminologies that have been developed
by each of the groups that are working on this
could be incorporated into a glossary, put into a
simple pamphlet.

These charts cbuld be done in such a way
that you have fhem in a very organized simple way.
They could be laminated, put into posters, Put into
grocery stores, hospitals, nursing homes, anywhere
where anyone is affected by these kinds of things
in terms of it. “ |

In terms of signaling where they go, using
caution, yellow label——everyohe knows yellow is
caution——put it there right oh”the label right
theré and put the words in there with a little
picture that says what it is, or use a stop sign,

which is also a universal safety sign which

children undérstand, so that if'anyone just picks

up that product, they know that they need to go and

look at infdrmation on that label.

And so I would just suggest a very simple

MILLER REPORTING COMPANY, INC.
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adage like this to be able to simplify it down.
You’ve got eight allergens. Use those eight words.
We really don’t need all the rest of them.
Manufacturers could help by leaving a lot of
products out of--a lot of these additives and so on
out of their products in the first place and let’s
get back to basiés and good nutritional fobd.

[Applause.]

DR. LEWIS: Thank you . Next, Rebecca
Dugal, and following Rebecca Dugal, Anne Whelan.
Rebecca Dugal. I take it this is Rebecca Dugal.

MS. DUGAL: This is Rebecca Dugal. I just
wanted to say a feﬁ words while she’s getting set
up. We have some slides.

DR. LEWIS: Please continue.

MS. DUGAL: I wanted to thank the FDA for
hosting this panel. I think it’s wonderful that
we're kind of moving along with food labeling and
to all of the panel participants. I also wanted to
thank my daughter for urging us to come and for not
letting up on me in terms of making sure we could
make the trip down here from New Jersey and help
her with her presentation.( This is something

that’s very important to her since she was about

four in terms of being able to read the labels and
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be in control of her own situation.

When she used to go to play dates, even

where the people were trained to read the labels,

she would say can you read it to me so I can hear
it because there are some.words I need to know,
that I know to loock fbr. It’s also impértant in
terms of not the people who are only food allergic
and their caretakers, but all of her friends who
want to be able to sit with her or provide her
snacks, and ‘it’s very difficult when they’'re trying
to make the effort to be nice and to be inclusive

to say, well, you don’t really understand. There

are ten scientific terms you have to look for. So

don’t bother, we’ll take care of it.
And here’s Becky.

MS. REBECCA DUGAL: Hi. I’'m Rebecca

Dugal. I live in Allendale, New Jersey. I'm
entering fourth grade at nine and a half. - I have
anaphylaxis to peanuts, peas and lentils. I'm also
allergic to wheat, eggs, apples and tomatoes. I

believe that people need to be able to read labels
very easily.

‘Living with food allergies and labels is
hard. It's difficult‘in‘general to go places and
do things where food is involved. Most péople
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can’t read the labels %8% ﬁéénut allergens unless
my parents have trained them. All the different
names for peanuts make 1t confusing. Ingredient
labels are hard to read since they are small and
have many scientific names such as hydrolyzed
vegetable protein.

vPeople for whom English is not a first
language and children have a particularly hard
time. Even if my parents read the labeis, they are
hever sure whether there will be
cross-contamination since only some manufacturers
use "may contain traces of."

Most adults I am with prefer just not to
give me food.: I cannot eat at play dates because
of the labels. Snack times at school and camps are
very stressful sincé we can't trusﬁlthe‘labels.
It's scary to try new food since we never know if
cross-contamination is involved.

Since the labels aren’t clear, I don’'t eat
many foods I may be able to eat. Babysitters are
difficult to trust with reading labelsl My peanut
allergic friends and I have reacted to seemingly
non-allergic foods where the labels haVe not been
clear cross—contaminétion exists.

Breads, candies, baked goods, other nuts

MILLER REPORTING COMPANY, INC.
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and snack foods are some ©6f the £

T hanxr

.
have just

oods
described. As a result,’Ivdon't eat many
manufactured products\in these categories sincekI
don’t want to take the chance of having a reaction.

Food labels should be made readebleu
Mistakes can have serious outeomes. There needs to
be a consistency in the use of "may contain" and
"manufactured in a faculty containing."

Lettering should be large enough to read
easily. Highly ellergic foods should be listed
separately and not included in flavorings, spices,
colorings.

Symbols should be used for the eightimost
commonly allergic foods in addition te the actual
ingredients. Symbols would be easy to implement
and make labels more understandable. Foods would
be easily identified as containing one of the eight
allergens. Symbols would inform the consumer to
read the detailed ingredient list more carefully.

Non-English speakers and children would be
able to use the symbols easily. Training of

non-allergic adults would be simple and they would

have confidence in knowing whether a food is

dangerous. Standardized symbols would reduce the

risk of mistakes and horrible reactions.
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Simple symbols wiil be the easiest to
recognize and take up less space than words. Here
is an example of the peanut symbol and wheat
symbol.
The next steps you should take: you should

aggressively pursue the use of standard symbols;

make font symbol size large enough to read easily;

agree on a standard use of "may contain" statements
always with the eight‘most commonly allergic foods
separately; educate the manufacturers and
consumers;iand review labeling of cosmetics,
medicines and in restaurants, including food
service péckages.

You can help make my allergies easier to
cope:with. Thank you.

[Applause.]

DR. LEWIS: Thank you very much, Rebecca,
and to her mom as well. ©Next is Anne Whelan, who
would be followed by Colleen Parr, if she’s here.
If not, Leila Leoncavallo. |

MS. WHELAN; Good afternoon. My name is
Anne Whelan and for the last six years I,have
published Gluten-Free Living, a national newsletter
for people who like myself‘are gluten sensitive.

Without going into the details of the
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disease, as you know, it has a cure, the gluten
free diet, using cure in the sense of remission as
long as there 1s no gluten in‘the diet. There is
no true for celiac disease in the sense of a
complete resolution. Once a celiac, always a
celiac.

At diagnosis, we are advised to follow a
life long gluten-free diet. Gluten is found in
wheat. 1In fact, wheat is probably the main source

of gluten for American celiacs. It’s also found in

rye, barley and derivatives of these grains. Wheat

v

is far and away the most problematic because wheat

seems to be everywhere in this country and to be

found in the vast majority of American foods.

For the record, barley, too, can be
difficult. Rye is relatively‘easy to avoid. We
have to become proficient at reading labels and as
we’'ve all learned this morning, that is not easy.
The best case example where wheat is concerned is
modified food starch. We would like to see
modified wheat starch, modified corn starch.

In this area, another issue that comes up
for celiacs is spelt. Spelt, kamut, and triticale,
or triticale, are three less common grains that

celiacs have to avoid. Only spelt is problematic.
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In plain language, spelt‘is a form of wheat. It

may not bother some of those who are allergic to

‘'wheat, but it does bother those who are sensitive

to .wheat.

Some food processors now label foods that
contain spelt as wheat free, and sometimes even as
gluten free. Neither term is cbrrect and it should
not be permitted as it is misleading and dangerous.
It relates here because of the inclusion of wheat
on the list of allergens, and the understanding,
which may not be universal, that spelt does mnot
have the allergenic potential that wheat does. So
spelt should be labeled as spelt, and a product is
not wheat free or gluten free if it contains spelt.

I think specific source or plain English
terms should be mandatéry, not voluntary, for all
the good reasons that we’ve heard this morning.

The phrases "made on shared equipment" or
"made in a dedicated facility" are a little
different. To a celiac, "dedicated" would mean
gluten containing products are not processed in the
same‘facility. And "made on shared" would mean

shared referring to gluten-containing products. To

a certain extent, those are helpful to us. They

don’t tell us about gluten content, but they do.
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tell us about contamination, and celiacs are

particularly interested in contamination because

the effects of gluten can be cumulative.

Helpful those these phrases may be, they
should not substitute for disclosure. Celiacs have
long hoped for source declarations of the contents
of flavoring, spiée or color. They’'re three of the
main ingrediente that make us uneasy. I think |
there should be a generally applicable policy in
this area. I know with flavorings that the problem
of trade secrets‘is sticky. ' Processors should be
able td keep their secrets secret. That's what
celiacs hear when they call a food processor to
find oﬁt what’s in it.

At the same time, we should be able to
know what’s in our foods and to fill comfortable
about the foods that we eat.

In conclusion, the celiac community is
thankful for the opportunity to spéak here and
looking forward to working with the FDA and with
the other groups on better labeling for people who
are celiac. I would like to thank the FDA, the
CPSI, and particularly the FAAN for allvthey have
done in the wheat area which‘helpsvus enormously.
Thank you very much.
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[Applausé,j

DR. LEWIS: rThank you. I believe Colleen
Parr is no longer with us and will not be speaking;
You are here? Is this Colleen Parr?

MS. LEONCAVALLO: No, I’'m Leila
Leoncavallo.

DR. LEWIS: You’re Leila Leoncavallo.

MS. LEONCAVALLO: Leila Leoncavallo.
Before I begin, I just want to disclose that I am a
former employee of CSPI, but today‘I’m here solely
representing myself and my daughter who is‘three
years old and'suffefs sevefe allergies to‘both
peanuts and shellfish.

I would just like to focus my remarks on
the issue of precautionary labeling. And I
certainly support good manﬁfacturing practices to
clean up the factories as much as possible to
ensure’that allergens are eliminated or.reduced,
but at the same‘timeI think that it is still
imperative that labeling occur even in instances
where the factory is cleaned, because I want to
make those decisions for my daughter.

We just heard Ms.‘Katic state earlier that
cleaning willrnot succeed in removing all

allergens. We've also seen numerous instances of
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food recalls wherébpfééﬁ%éhly large companies or
companies that presumably would be cleaning up the
allergens from their machines shouldn’t be having

to recdll their foods after the contamination takes

place.

For example, Kellogg’s--this is a company

that does not label foods on shared equipment and

presumably employs good manufacturing

practices--they had ﬁwo major recalls in the past
year. And I don’'t want my daughter to be a guinea
pig to find ouﬁ when food is safe and when it’s not
safe. I want to see the label in place in addition
to the good manufacturing practices by all these
companies.

I know a lot of people have expressed

concerns with the issue of reducing food choices.

My daughter’s food choices are already reduced. I

have to call all of these companies to find out
whether this is on dedicated eqﬁipment or not. Her
choices are reduced. ‘I just want her to have safe
food choices. I don’t think that having voluntary
guidelines is going to make a bit of difference.
It has to be fégulated.

The label must be readable and it must be

reliable. As many people have mentioned today,
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children are having td +e4d the label, caretakers
are having to read the label, family members are
having to read the label, and it’s impossible to
fully educate‘people as to what terms to look for
or where to look for on the label unless it is
regulated and reliable and easy to read.

Labeling must be mandatory or the
situation will simply be no different than the
status quo. We will still neea to call companies
toc get this information. This method is not only
time consuming and frustrating, but it’s often

unreliable, and I just want to share a couple of

examples from my experiences in talking to

companies, and these are not just small companies.
These are major companies that you think would know
better.

I have a letter from April 2001 from
Quaker responding to whether or not theif Quaker
Life cereal is safe for my daughter to consume,
whether it’s made on dedicated 1ines,band they savy,
and I gquote: "Although we would like to help you
find products that meet yoﬁr special dietary needs,
we are not able to provide the information you
requested. Unfortunately, the federal labeliﬁg

laws are not designed to indicate the presence of
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peanuts."

| Then I have this. These are notes from my
conversation with Kellogg’é when I ingquired about
their 1abe1ing pélicies. They say for their
cereals, you must look under the "best before date"
for these letters, B, L or S. If it says K, it’'s
not a nut-free plant. |

Their regular and Double Chocolate Rice

Krispie Treats are on.dedicated lines but not in

nut free plants. If I could just continue.

Scotchie and Caramel Rice Krispie Treats are on the

same line as peanut butter. Pop Tarts could be
made on the same line. Nutragrain Bars and Twists

are made in a nut-free plant; Nutragrain Squares

‘are on dedicated lines, but not in nut-free plant.

Pancakes are in a nut-free plant, but waffles are
nof in a nut-free plant, and you must call every
six weeks to verify.

[Laughter.]

MS. LEONCAVALLO: Giveﬁ this, I just don't
know how we can rely'upon ény type of voluntary
system, and I think if we have voluntary guidelines
in place, great, you know, that’s one step forward,
but I'm still going to have to call the companies,
and I'm still going to get the‘samé responses.
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Thank you.

[Applause.]

DR. LEWIS: Thank vyou. The next on our
list is‘Andrew‘Finkeistein; And following Andrew
Finkeistein would be Daniel DuBravec.

Are either of thoée prepared to present?
Is this Daniel DuBravec?

MR. DuBRAVEC: Dan DuBravec.

DR. LEWIS: Please go ahead. Following
Daniel DuBravec will be Lise Borel.

MR. DuBRAVEC: Hi. I'm Dan DuBravec.

I‘'ve been a chairperson for the CSA USA, the Celiac
Sprue Association, for about six years in Boston
and now in Northern Virginia.

And again I appreciate you forming this
ranel and allowing us to spéak énd I think it’'s
also great that there are sé many people, you know,
representing the Celiac Sprue and bringing up our
cause. I've been taking notes kind of through the
session here, and these arelsomé of the statements
I've heard today:

"Is looking into," "starting baseline
surveys, " "suggeéting'guidelines," "encouraging
members to declare, " "devoting energy to," "needs

to look into further," "contemplating issue, "
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"looking at practiéé%}“‘ﬁérea that needs
attention," "struggling with for decades."

My main ?oint I want to get acrbss is that
I think the time isg now‘for the mandatory food
labeling. I think the opportunity for voluntary
labeling has been there and there has been some
effort, but as you‘’ve heard from so many people,
it’s just not there. And I think the time to act
for is now.

And as a chairperson, I speak to people
all the time. I've spokeh to hundreds that are on
the wheat=freé/gluten—free diet, and, you know,
they’'re always ésking.me what I can eat, and we try
to, you know, we contact the.manufacturers and we
also get information from them. You know it'’s
information that they often do have and one area
and concérning cross=-contamination, and I’'m not

sure was addressed; but it probably included, was

the part concerning packaging.

You know we thoroughly look at labels, and
we go in the frozen food department and we pick up
a package of frozen broccoli, lét’s say. Now, it
could say it contains broccoli, right, and water.
You would never assume or even think that in
packaging that it may be dusted with flour, but
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that does happen; and it terms of--I mean I have a
sheet right here telling me that. You know I came

in. I was just so. shocked, and I had been with CSA

‘for a long time, and this was even surprising to me

that, you know, just buying frozen vegetables that
I have to be cautious about that.

So I, vyou know, mandatory labeling,
please. And, ?ou know, "may contain, " even though
it may eliminate many products that may or may not
contain it is vefy‘helpful for people who‘are on
such a sensitive gluten-free diet. Thank you.

[Applause.]

DR. LEWIS: Thank you. Next would be Lise
Borel. And if Lise Borel is not here, I understand
Wendy Reinhardt will‘be substituting for Dave
Schmidt. |

MS.‘REINHARDT: Hi. My name‘is Wendy
Reihhardt.‘ I'm with the International Food
Information Council Foundation, and just a quick
note, as we consider many ways to try to make food
allergy more ﬁnderstandable for consumers. The
International Foed Inforﬁation Ceuneil would like
to make everyone aware of our foundation resources
which are infermational reeources on food allergy.

Particularly outside you can get a copy of our
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latest IFIC RevieW? %nderéﬁanding Food Allergy,
which is a feference white paper for opinion
leaders;’

And you can also get a copy of our
consumer brochure, Understanding Food Allergy,
outside. These resources as well as many other
resources related to food allergy are available
outéide and then also on our website, ific.org.
Thanks.

[Applause.]

DR. LEWIS: Thank you. Next on our list
is Jerry Shier. And following Jerry Shier would be
Kimberly Scott. |

DR. SHIER: Good afternoon. I'm Jerry
Shier. I'm a board certified allergist
immunologist in private practice in Rockville and
Silver Spring, Maryiand, as well as an Assistant
Clinical Professor at George Washington University
School of Medicine.

Toaay, I'm representing the American
Academy of Allergy, Asthma and Immunology. This is
the largest académic organization in the United
States representing physicians who care for
individuals with allergic diseases. Food allergy

is of great concern to the Academy, so much so
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1 lthere’s a speciai éééqeﬁié géction within the

lorganization to further its members’ education,

3 |lmonitor research, and create treatment guidelines.
4 There are approximately six to seven

5 lmillion Americans with true food allergy, with

6 [children being the largest group. Food allerxrgy 1is
7 the leading cause of anaphylaxis outeide the

8 hospital. Anaphylaxis is a full-bodied allergic

9 ||reaction that can‘occur in minufes. Symptoms
10 including hives, welts on the skin, asthma like

11 | symptoms, gastrointestinal symptoms, cramping,

12 diarrhea, bloody stools, swelling of the lips, evyes

KW\ 13 [fand tongue.
; 14 An estimated 200 deaths occur each year *
15 from anaphylaxis from foods. There are

16 approximately 30,000 emergency room visits from

17 food allergic reactions. In my practice, I hear
18 about foéd allergic reactions on a daily basis.

19 |Since there is no cure, fhe physician’s goal is to
20 Jlteach the patient how to recognize and manage an
21 ‘allergic reagtion. |

ﬁi 22 But more important 1is preaching strict

A 23 |Ifood avoidance. Part of the avoidance is vigilant

24 label reading. The subjeét of label reading'is why

25 we’re all here today. I have no other treatment
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recOmmendations étﬁé% 7 éVoidance. In the case
of asthma, another common allergic disease, I can
preach avoidance of airborne éllergens, but I also
have numerous medicines to prevent the symptoms,
medicines.to treat active symptoms, and a method
to desensitize patients to allergens that
precipitate their symptoms.

It’s clear from this comparison to other
allergic diseases that the consumer’s ability to
identify food allergens is their only treatment
because the use of medicine is not the treatment of
food allergy, it is the treatment of either an
accidental or unknowing exposure that led to an
acute, potentially life threatening allergic
reaction.

Our goal should be to prevent this from
occurring. The American Académy of Allergy,
Asthma, Immunolégy is in full support of the easy
identification of the most common food allergens on
all labels. These include milk, egg, wheat, sovy,
tree nuts, peanuts, fish and shellfigh.

What do I mean by easy identification?

Let consumers know that these allergens are in the
products they are pﬁrchasing by using the real name

of the food: milk, egg'or wheat) not casein,
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ovalbumin or farina. %ﬁi§ should not bé Russgian
Roulette. The FDA must make it mandatory that
major‘fodd allergens appear on labels 1f they are
used as an ingredient in a way that our food
allergic patients can easily identify the allergen.

What does "ingredient exempted from
declaration" mean? TIf the food allergen is in a
procesSéd food, what’s iabeled as such. Major
allergens are found in ingredients labeled as
flavoring or sgpices or colors. Low 1e#els of
allergens can be responsible for an allérgic
reaction which sometimes can be life threatening.

Please just let me finish. The FDA needs
to require food manufacturers to place the names of
major food allergens on labels regardless of the
amount . |

Finally, I‘apélaud the companies that have
voluntarily instituted labeling that a major food

allergen may be present, even though it’s not a

known ingredient. This is usually due to the use

of shared equipment to produce a food that does and
one that does not. have a food allergen.
Unfortunaﬁeiy, there are companies now
that have beenvbégun lébeling foods as having major»
allergens, purely on a'liability bagis, wversus a
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true riék. Tn;éééiﬁié%, there is no uniformity on
how the information is presented.

The American Academy looks to the FDA to
create standards for the food industry’s proper use
of these statements and consistent verbiage of
these statements so‘that we can educate our
patients.

In conclusion, although I sit here today
representing a large body of health dare providers,
I can tell you fifst hand that labeling systems
need fixiﬁg, and that there are many Americans,
especially parents of~children, that have a fear
that is indescribable, a fear of food that can be
paralyzing.

The solution appears simple. If the major
food allergen is present, label it so we can all
understand it. ‘If thére is a real contamination,
then label it in a uniform way. The food allergic

individual is already restricted from eating

‘outside the home because it’s so difficult to

iden;ify all the ingredients and the potential for
cross-contamination in restaurant foods. So let’'s
make eating at home safenfor those with potentially
life threaﬁening conditions. Thank you. |
[Applausé.]k‘ |
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DR.'LEWIS; Next is Kimberly Scott, to be
followed by Sarah Gitlin. |

‘MS. SCOTT : Good‘afternoon. My name is
Kimberly Johnson Scott, and I appreciate this.
opportunity to provide oral comments on allergen
related labeling issues. Today I am speaking both
ags a mother of Sidney Scott, our energetic 21 month
old, and as the co~founde: of the S0S Foundation.

On March 27 of this year, my husband and I
were shocked to learn that our daughter Sidney had
a life-threatening allergyvto peanuts, tree nuts

and eggs:. In a moment, the security we had

previously felt in selecting food for our family

evaporated into thin air.

The exact same labels upon which we had
previously relied and which as parents we found
reassuring suddenly took on a potenfially 1ife or
death prominence in our household. Questions
replaced confidence.

What does it mean when "contains peanuts"
isn’t on the label, but "natural flavorings" is?
Did I read over those ingredients with 15 syllables
in it and did not recognize that it was an egg
protein because I didn’'t see the word "egg"? Why

would the label say "may contain nuts" when I read
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the label ten times and I didn’t see nuts anywhere?

While devoting time to reading food labels
clearly and deliberétely is a small sacrifice to
make for those’we care about, we need the FDA to
help empower parents by requiring clear and
cdmprehensive labeling of products, Through our
desire to help our daughter and other similarly
situated famiiies,»my husband Stuart énd I have
co-founded the S80S Foundation, a not-for-profit
organization which has pledged financial, emotional
and‘praCtical support to those who stfuggle to meet
the challenges of living with a>chronic condition.

In order to help improve the lives of
individuals with food allergies, SOS will serve as
an additional vehicle to-advocate for accurate food
labeling, practical food labeling legislétibn,
effective research %nd increased awareness. In the
coming year, the SOS Foundation will join forces
with organizations and individuals who have long
dedicated themselves to this effort. We hope to
work in partnership with the FDA in bringing
together industry, cénsumer, medical and scientific
groups for the purpose of better educating the food
industry and enhancing the level of public

awareness of the public health risk of incomplete,
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inaccurate, inconsisﬁeﬁt, and incomprehensible
labeling of food products.

I would like to briefly comment on the

specific matters under consideration at this

meeting. A condition such as anaphylaxis is

unpredictable enough without the added stress of

trying to decipher food labels. Plain English in

the labeling of food ingredients is critical to

empowering individuals to take control of their
condition, restoring a certain amount of
independence and equally as important is the power
and freedom it gives to friends and relativesg of
non;food allergic individuals to make responsible
selection of food items to share with or entertain
their food allergic ffiends and relatives as will
responsible use of advisory labeling.

When a food company manufactures five
products without nuts but also manufactures one
with nuts, and places advisory labels on all six
products, this greatly reduces the already limited
choices of those who are searching for a list of
can haves in a world of cannot haves.

Finally, we must reaiize that listing the
major food allergens must not be limited to those

found in significant amounts, but also extend to

MILLER REPORTING COMPANY, INC.
735 8th Street, S.E.
Washington, D.C. 20003-2802
(202) 546-6666




i

vem

10

11

12

13,

14

15

16

17

18

19

20

21

22

23

24

25

223’
those found in trace aﬁdﬁnts;‘ This boils down to
an lissue of trust. Can' I trust what is on the food
label is actually what’s in the product?

With that trust comes the opportunity fo
regain the power to monitor and maintain one’s
health to the best of their ability until the day a
cure is found. This is a chance to be free of the
agonizing choice of whethér to risk an anaphylactic
reaction eVéry time you take é bite.

With the FDA’s help, we have before us the
opportunity to release those whovsuffer from thisv
condition from a food prison so that they may not
just eat to live, but that they may also eat and
live. I thank you for this oppbrtunity.

[Applause.]

DR. LEWIS: Next will have Carol Schrager.
Sarah Gitlin, first. Sarah Gitlin is here.

MS. GITLIN:‘ éood afternoon. My name is
Sarah Gitlin. I am‘ten years old. I am deathly
allergic to peanuts, tree nuts and fish. When I
learned to»read,»fiVe yvears ago, in kindergarten, I
started with Dr. Seuss; Mother Goose, and
ingredients labels.

[Laughter.]

MS. GITLIN: I knew that Dr. Seuss and
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Mother Goose wouldn’t“iié to me, but ingredients
labels, I couldn’'t be so sure. I have to be able
to trust,these labels. For if I eat something I’'m
ailergic to, even a»tiny'trace of it, and couldn’t
get proper treatment, I could die wifhin minutes.

I try very hard only to eat what I know is
safe, not to\risk it 1if the food might contain
anyﬁhing I'm allergic to. But who would guess that
a common popcorn brand would use the words "natural
flavors" to mean peanuts? 'And who would guess that
the words "vegetable protein" and "plant prbtein"
would be food companies’ cbde words for tree nuts.

These words as well as incomplete
ingredients labels are life threatening for food
allergic children. Thét‘is why I‘am here today to
urge the FDA to enact regulations that require
ingredients labels with an accurate list of every
ingredient in the product.

- Some food companies already do this
voluntarily. And that’'s great. But I need 100
percent to do it. My‘life depends upon it. I'm

not asking you to tell food manufacturers to change

their recipes. I'm not asking you to tell them

what they can or can’t add to their products. I'm

not asking you to tell them that they have to
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change their‘manufacturing‘processes.

All I'm asking you to do is to make them
tell me what reéipes they’'re using, tell me what
they already add to their products, tell me whether
they’'re manﬁfacturing processes result in adding
even traces of the food I am so deathly allergic
to.

Reading ingredienté is a large part of
food allergic children’s lives. So large that the
Food Allergy and Anaphylaxis Network published this
story:

A mother was trying to teach her food
allergic child not to talk to strangers. So, she
asked her daughter; if a stranger in a car pulled
up and offered you a candy bar, what would you do?
Without missing a beat, the little girl fesponded I
would ask them to read me the ingredients.

[Laughter.] |

MS. GITLIN: That girl knew what was
really dangerous. Because food allergies are so
dangerous, food allergic kids and their families
around the country ufge you to protect our lives by
requiring ingredients labels to be complete,
accurate and in plain English so that we can really
know what’s in the food we are eating. Thank you.
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[Applause.]

DR. LEWIS: Thank you, Sarah. I now
believe‘it's Carol Schrager.

Ms. SCHRAGER: Good afternocon. I’'m
Safah’s Mom, and I'm a member of the Food Allergy
Initiative and the Food Allergy and Anaphylaxis
Network.

Raising a food allergic child without
complete and accurate ingredients labeling is like
walking through a mine field. ©No matter how
caréfully you watch your step, you never know when
there Will be an unexpected explosion. It’s hard
enough‘ﬁo avoid the dangers that we know about, but
it’s impossible to rest easy when we know that |
there are dangers hidden in foods that Sarah might
eat, but we don’'t know which foods and we don’t
know which dangers.

So we turn to:ydu, the Food and Drug

Administration, the agency charged with protecting

lAmerican lives by regulating the practices of food

land drug manufacturers.

We néed you to help us protect the lives
and health of the seven million Americans with food
allergies by enacting reéulations that are
stunningly simple, the kind of regulations ﬁhat
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41¥éady exist, the kind of
regulations that most people are shocked to find
out do not already exist.

What we urge you to require is merely
Ehis: that every packaged food has a label that
states in plain English every ingredient that is in
the product, both ingrediénts that are part of the
recipe, including spices andvnatural flavors, and
ingredients that are unavoidably present because of
cross-contamination with other foods.

These regulations would save lives with
virtually no downside for food manufacturers. Yes,
it may cost the ménufacturers a little bit more to
assure that their labeling is accurate, but such
costs are trivial when balanced against the
precious irreplaceable livesboﬁ our children; And
remembér,'the number of Americans with food
allergies is growing exponentially. So
ménufacturers actually have a lot to gain from
these regulationg because the market for their
products will expand.

As food allergic consumers and their
families and friends who néw will not buy products
that are said to contain, for example, natural

flavors will feel safe cohsuming\them once they are
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assured that the‘alléfﬁéns are not present.

Under the regulations we support, food
manufacturers would not have to change a single
thing that they do. They could include any ar all
allergens in any or all of their products. They
could process foods on shared equipment without
cleaning the production line in between runs. They
could do anything they want to do, anyway they want
to do it. . All that we ask you.to require them to
do is tell us what they’re doing and tell us how
they’re doing it, so that we can make intelligent
choices to protect our children’s lives, so that we
can walk through a field with our children without
fear of an explosion.

Thank you very much for listening to our
concerns and to giving my daughter a close-up and
personal lesson in participatory democracy. We
appreciate it very much.

[Applause.]-

DR. LEWIS: Thank you. Next we have
listed Barbara Solan. And following Barbara Solan,
we have Ben Wilson.

MS. ~SOLAN: Thank you for the opportunity
to. speak. I don’t usually do podiums. I think

democracy is a wonderful opportunity and to stand
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here and say what I think that I’ve waited a long
time to say is very, very gratifying.

First of all, I'm the mother of an
asthmatic food anaphylactic daughter. I've been
reading labels for 11 years and I do that probably
about five times a day, 365 days a year, many, many
labels. Prior to becoming a professional label
reader, I wasg a nurse in the U.S. Public Health
Service, and I worked in the Indian Health Service
and at the National Institutes of Health, and I’ve
been involved in gquality assurance.

Two of the things that I tried to bring
with me to this meeting are my common sense andwmy
cféaﬁi&e proElemvsolviﬁg. And as I listened today
and as I have read every article I have found on
the topic, I have some comments to make.

First of all, we need to do something
because the 2001 Healthy People statement says that
we're going to reduce food anaphylactic deaths in
the next decade so we need to address that issue.
It's out there. It’'s a goal. It’s a national
priority.

Second of all, the FDA is a public health
agency and it is charged with protecting American

consumers by enforcing the FDCA and other related
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public health laws. It’s a charge.

The other thing that is very gratifying to
me is--and the first time that I have heard in all
my years--is that someone has finally declared food
allergens as a serious public health issue, and I
can’t thank you enough for that.

I think it’s importaﬁt to look at the
demographics of what’s going on in our society as
we address these issues and not just look at
today’s issues. We've got a growing immigrant
population. We’ve got a growing allergy issue, and
I think we shouldn’t just look at what’s right on
the table, but where we’re headed.

And to specifically the comments about the
gquestions you all asked. I favor plain labeling
with the eight allergens. I want it bolded. It's
like reading the newspaper, The Washington Post
with no headlines, and that’s what we do all the
time. If you give us some headlines, it helps us.
It’'s very tedious. It’s also not safe.

I think that certain font size should be
addressed, and I think we need to pay attention to
the contrast background and materials used in
products for labeling. Some things are pretty

difficult to read. I do not like asterisks. I
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find them confusing. And I think they will only
muddle the issué.

I like the General Motors--General
Motors--I come from the Detroit area--General Mills
model that says food allergy consumer or allergy
information: contains nuts, soy. That helps me.
And I’'ll go very gquickly on this. I think we need
to set priorities. There’s a lot of issues about
food allergies. I've lived with them for 11 years.
Some are bigger than others. And we should grab
the big ones. We ghould think out of the .box and
we should be creative in our problem solving.

Thank you.

[Applause.]

DR. LEWIS: Thank vyou. Next we have
listed Ben Wilson, who will be followed by C.
Gordon Brown.

MR. WILSON: I’'m Ben Wilson and I'm
Director of Regulatory Compliancé for Sensient
Flavors, a food flaVor company. I'm feeling a
little at risk on this side of the audience this
afternocon.

[Laughter.]

MR. WILSON: But we need some help from

FDA as well. .I answer the qguestions from our
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customers ahd from théir‘customers, the consumers,
about allergeﬁs and what'’s containédbin a food, but
thé guestions I get go much beyond the simple
allergens. ‘Today people want to know about GMO,
they want to know about organic, they want to know
about consumer interests in different things, they
want to know about specific issue products.

They're very important to these people
that ask them. In some cases, they’'re

sighificantly life threatening like allergens, but

the responses that we give and when trying to

provide the information seem to confuse the food
companies. They will ask us aoes'this product
contain soY? And we will answer yves, but the éoy
that’s in it may be a partially hydrogenated
soybean oil, has no protein, has no allergen issue.
It’s been highly refined, it’s been modified, the
proteins are gone.

That may be of interest to a specific few
who have a different typé of‘soy reaction. It may
be of interest to our customer because he’s looking
at a GMO issue for soy. He may be looking for
Europe. We need some clarification from FDA as

they look into these products and allergen and

either guidelines or rules or whatever, but what
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are the aliefgens, what are the things that we need
to talk about?

Are we going to talk about thé big eight
in general as alleigens, not the big eight of soy,

which contains a lot of things that aren’t

‘allergehs, or of corn, which is an issue, but for

most people not an allergen? Wheat--is that an
allergen issﬁe to wheat or is that an issue of

sprue celiac where it includes the glutens, the
spelt,‘the rye, the barley?

Does this include different extracts which
may or may not have allergen potential? We need to
make that cleér. That needs to be very clear in
what we’re doing of whether we’re addresSing
allergens, whether we’re addressing big groups, and
that’s it. And that’s what I want to say for
today. Hélp us help the food manufacturer put the

correct information on the label by giving us some

clear guidélines\of what we’re talking about and

what the things are of concern. Thank’you.

[Applause. ]

DR. LEWIS:‘ Thank vyou. Next, we have é.
Gordon Brown, who would be followedlby Carélyn
Garrett. |

MR . BROWN:‘ Thank you very much. I’'m
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Gordon Brown, Senior Vice President of Scientific
and Regulatory Affairs for the Interﬁational Dairy
Foods Agsociation. We thank you very much for
providing this fbrum‘and for providing an
opportunity for us to get our positions out there.

The following comments are made on‘behalf
of the International Dairy Foods Association. IDFA
is the nation’s leading trade association
representing the dairy industry. vOur member
companies manufacture the entire range of dairy
products and include prdcéssors; manufacturers,
marketers,.distributors and suppliers.

IDFA consistswa‘three constituent
organizations:‘the Milk Industry Foundation, the
International Ice Cream Association, and the
National Cheesge Institute.

Member companies in these groups*account
for 85 percent of the dairy products consumed in
the United States. IDFA i1s a member of the Allergy
Issues Alliance, the coalition of fobd trade
associations and a leading food allergy consumer
group. iDFA helped develop new guidelines for
clear labeling of allergenic compounds.

‘IDFA strongly supports implementation of

these guidelines, encourages disclosure of
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allergenié‘ingredients in.élear and simple language
and is dedicated to assisting dairy processors to
prevernt éross—contamination.

Our commitment fo the‘allergen initiative
is démonétrated through our member outreach.
Although dairy processors are conscientious about
compliance with labeling requirements for
allérgeﬁic ingredients; IDFA still urges all
members to review their policies and verify that
they are operatihg within the new allergen
guidelines and we provide a whole lot of one on one
contact and informatioh to our members who request
information.

Further, we recommend that member
companies follow the folléwing recommendations:

(1) Review_formulations to identify the
presence if any of the eight major allergens;

(2) Contact ingredient‘suppliers‘fo
determine if ingredients they supply contain any
allergens including components of flavors, colors,
incidéntal additives and processing aids that may
not be fequired to be labeled.

We also suggest they review their current

labels to ensure that if any allergens are present,

they are included in the ingredient declaration in
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terms that are easily Understoodvby consumers.
Number four, advisory statements should
not be used as a substitute for good manufacturing
practices. Only use advisory label statements such

as "may contain" blank when all of the criteria

established in the allergen guidelines are met, and

I won’'t go into those now, but they are available.

The dairy industxy has a good track record

on the allergen issue. Recalls for undeclared

allergens and dairy products are rare. However, we
are committed to continuous improvement and thig is
demonstrated byvour efforts to educate our members
on the important issues through a variety of
outreach programs.

These programs‘include (1) providing

publications to member companies on implementation

of the voluntary food allergen labeling guidelines;
(2) instructions for labeling manuals for milk,
cheese and ice cream; (3) we provide workshops on
allergens and proper food labeling on a periodic
base. These are open to the entire dairy industry
as well as ingredient suppliers. (4) We provide
education for ice cream manufacturers through a
workshop entitled "Ice Cream Best Practices" to

explain the allergen issues and industry’s labeling
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requirements.

In summary, the dairy industry is
committed to maintaining the safety of its products
and is durrently engagéd in this effort to makev
sure that we protect the health of allergenic
consumers. Thank you.

[Applause.]

DR. LEWIS:  We now have Carolyn Garrett on
our list. Ca%olyn Garrett is not here. That
completes my list of registered speakers. So I
believe that the meeting is now coming‘to an end.

My closing comments are quite succinct. I
think this was an extremely useful meeting for the
agency. I felt a lot of important information was
obtained by us. |

Again, the docket is open so comments are
still possible to this particular sefies of
questions by the agency. I do want to thank all
the members of the panel who provided some very

useful discussion points for us, as well as the FDA

‘support staff who made this méeting possible.

So thank you very much. VThe transcript
will be available in about a month and information
bn obtaining that is in your Federal Register
documents. Thank you.
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[Applause.]

adjourned. ]
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[Whereupon, at 3:20 p.m., the meeting was




239

CERTIFICATE

1, VICTORIA S. McLAUGHLIN, the Official Court Reporter for Miller
Reporting Company, Inc., hereby certify that I recorded the foregoing

proceedings; that the proceedings have been reduced to typewriting by me, or

- under my direction and that the foregoing transcript is a correct and accurate

record of the proceedings to the best of my knowledge, ability and belief.

VICTORIA S. McLAUGHLIN




