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OMB Approval Number: 0910-0656
OMB Expiration Date:02/28/2013
‘See OMB Burden Statement at end of the Survey

Thank you for responding to the invitation to participate in the FDA research study on gluten-free statements on the food label. FDA s interested in knowing how
consumers understand gluten-free statements and is recruiting for participation in an online questionnaire

Would you mind answering a few questions to see if you are eligible to participate in the study? Please be assured that al of your answers are kept confidential and no
personal identifying information is retained with your answers. Please feel free to discontinue this screener at any time
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Are you at least 18 years old?

Please select one

O Yes
O No
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Have you shopped for groceries for yourseff or others in the last month?

Please select one

O Yes
O No
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When buying a food item for the first time, about how often would you say you read the food label, would you say you ...?

Please select one

© Never read the food label

© Sometimes read the food label
© Often read the food label

© Always read the food label

(CICY

© Synovate. All Rights Reserved Contact Us | Privacy Policy





[image: image5.png][B][%][x]

28]

e Edt Vew Faorites Tods teb

i Favorites | 55 € Information Collection Review > Bank of America Home Per... & | Food Politics ~ @ University of Maryland Libra... *§] Google Scholar @! Yahoo! ] Food Poisoning, Foodborne ...

(8] ot sumead) Yoot et | @BSymovate <[] - ) @ v Pager Sefety~ Todsv @ 7

o

synovate
Global Opinion Panels Global Opinion Panels

progress: [l 8%

Do you or does someone from your immedate family work for any of the following

Please select all that apply

[ Market Research Firm

[ The Food and Drug Administration, U.S. Department of Agriculture, or State or local food agency
[ Food Industry or Food Retailer

O Gastroenterologist

O Celiac Disease or Gluten intolerance Interest Groups or Association

O Celiac Disease Research or Treatment Center

O None
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Do you eat (or serve) packaged, processed foods? For example, canned soup or vegetables, frozen meals, or other ready-made food items.

Please select one

O Yes
O No
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Do you have medically diagnosed celiac disease or non-celiac gluten sensitviy, or do you regularly purchase groceries or prepare food for someone else with a medically
diagnosed celiac disease or non-celiac gluten sensitivity?

Please select all that apply.

[ 1 have medically diagnosed celiac disease
[ | purchase groceries or prepare food for someone else with medically diagnosed celiac disease

Ihave non-celiac gluten sensitvity (1 do not have celiac disease but consuming gluten would result in physical reactions,
[ such as cramps, diarrhea, or vomiting, instantly or within a few hours of consuming gluten.)

O | purchase groceries or prepare food for someone else with non-celiac gluten sensitivity

[ I have a medically diagnosed non-celiac wheat allergy.

[ I purchase groceries or prepare food for someone else with a medically diagnosed non-celiac wheat allergy.
O No
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How was this diagnosis made? (ff you indicated above that you have been medically diagnosed with celiac disease or non-celiac gluten-sensitivity and you purchase
groceries or prepare food for someone with these diagnoses, please respond to this and all the following questions with reference to your own celiac disease or gluten-

sensttivity. If you do not have celiac disease or a non-celiac gluten sensitivity but do purchase groceries or prepare food for more than one person with celiac disease or non
~celiac gluten-sensitivity, please respond to this question with reference to the person with celiac disease or non-celiac gluten sensitivity who has the most recent birthday.)

Please select all that apply
Was the diagnosis made by:

[ Removing foods with gluten (or wheat) from your or the person's diet.
O Genetic blood test or strong family history of celiac disease.

O Positive blood tests for antibodies only.

O Biopsy of the small intestine.

[ None of the above

[ Don't know
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Do you, or does someone else for whom you regularly prepare food or buy groceries, follow a gluten-free diet?

Please select all that apply

0 I follow a gluten-free diet
0 I regulariy prepare food or buy groceries for someone else following a gluten-free diet.
3 1 do not follow (or provide) a gluten-free diet
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About how many days per week do you include packaged, processed food products (including canned goods) when you eat (or serve) food?

Please indicate 0 (zero)to 7.

Please Select One v

(CICY

© Synovate. All Rights Reserved Contact Us | Privacy Policy





[image: image11.png]S[&](8][][x] 28

e Edt Vew Faorites Tods teb

i Favorites | 55 € Information Collection Review > Bank of America Home Per... & | Food Politics ~ @ University of Maryland Libra... *§] Google Scholar @! Yahoo! ] Food Poisoning, Foodborne ...

(8] ot sumead) Yoot et | @BSymovate <[] - ) @ v Pager Sefety~ Todsv @ 7

o

synovate
Global Opinion Panels Global Opinion Panels

erogres: [ 18%

About how long ago were you, or the person for whom you buy groceries or prepare food, diagnosed with Celiac Disease or gluten sensitivity?

Please select one

O Less than one year
© One year or more
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You indicated that it has been one or more years since a diagnosis of Celiac Disease or gluten sensitiviy. Please provide your best estimate

Please indicate the number of years and months in the space provided

1 ¥]Years [0_v]|Months
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food, either knowingly or unknowingly?
Please select all that apply.

[ No detectable symptoms

O Diarrhea

O Gas

O Bloating

O Vomiting

O Constipation

O Constipation alternating with diarrhea
O Nausea

O Skin irritation

[ Migraine or headache

[ Abdominal muscle cramps

[ Lack of energy or fatigue

O Weakness

[ Depression

O Foggy thinking

[ Wheezing or breathing difficulty

O Joint aches

O Other

[ Have not consumed gluten since the diagnosis

>
Global Opinion Pancls )

Since the diagnosis, have you or the person for whom you buy groceries had any of the following symptoms immediately or within a few hours of consuming gluten from
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Not Don't
No Yes sure know

Nausea © o0 0 O

Did you, or the person for whom you buy groceries, have the following symptoms before being diagnosed?
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How soon after consuming food products with gluten do you, or the person for whom you buy groceries, begin to have symptoms?

© Immediately or within 4 hours
O From 4to 11 hours

O From 12to 24 hours

O Ater 24 hours

O Don't know
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Please list the type of food(s) that cause the symptoms since the diagnosis
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Are you, or the person for whom you buy groceries, able to tolerate some gluten-containing food?

O No

O Yes

© Not sure
O Don't know
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Please list the type of gluten-containing foods that you or the person for whom you buy groceries are able to tolerate
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Which of the following best describes your, or the person for whom you buy groceries, experience with the following symptoms after being diagnosed with Celiac Disease
or gluten sensitivity?

Iam neither
less normore | am more
Iam less likely likely to likely to

to experience experience  experience
this symptom _ this symptom _ this symptom  Don’t know
Nausea o e} e} e}
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About how much of your diet is gluten-free? Or, how much is the diet of the person for whom you buy groceries or prepare foods gluten-free?

%
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What is the main reason that you (continue to) introduce gluten into your diet o the diet of the person for whom you buy groceries?

Choose one best answer

© Symptoms are tolerable, not severe

O Iforget

© | crave a gluten-containing product

© Trial to see if can tolerate gluten again

© Peer pressure | don't want to be different from others
O It's too expensive to maintain a gluten-free diet

© No gluten-free options were available

O Ididn't know the product contained gluten

O Other
© Not sure
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How difficultis it for you to follow (o provide) a gluten free diet?

© 1-Notatall difficult
02

(e}

04

O 5- Very dificuit
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What is the main reason for this difficutty?

Please select all that apply

[ itis expensive
[ Few selections/ not readily available

O Few appetizing choices

O I forget

O | crave a gluten-containing product

O | mistakenly consume products containing gluten

[ Peer pressure | don't want to be different from others
O Other
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ffthere were less of a variety of gluten-free packaged food products, how likely would you be to follow (or provide) a gluten-free diet?

Global Opinion Panels

© 1-Much less likely
02

© 3-No more or less likely
04
© 5 Much more likely
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© 1-Much less difficut
02

© 3-No more or less difficult
04

© 5- Much more difficult

How difficult would it be for you to follow (or provide) a gluten-free diet if there were less gluten-free food products available?
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What are your feelings about needing to eat (or provide) glutenfree foods?

Not
at Very
all much
fiN 2N I

Frustrated o 000 O

Angry O 00 0 O

Sad o 000 O

Annoyed © 00 0 O

Relieved o 000 O

Glad © 00 0 O

Satisfied © 000 O
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How satisfied are you with the following?

Notatall
satisfied
1
The information about eating gluten-free that you receive from health °
care professionals?
The level of support you receive from friends and family members about o
following a gluten-free diet?
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synovate
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Very
satisfied

3 4 5

o

o

© Synovate. All Rights Reserved

Contact Us | Privacy Policy





[image: image28.png][ v 8](&*%][x] 28
Fle Edt Vew Favortes Toos tep
i Favorites | 55 € Information Collection Review > Bank of America Home Per... & | Food Politics ~ @ University of Maryland Libra... *§] Google Scholar @! Yahoo! ] Food Poisoning, Foodborne ...
23|~ | @1 (9 unvead) Yahoo! Mai | @simovate <[] & O & - Page- Sofety- Todse @
synovate
Global Opinion Panels (Chobns Oviaes st
erogress: [N 45%
How often do you....?
Never  Rarely Sometimes Often  Always
1 2 3 4 5

Look for a “gluten-free” claim on packaged foods o [} [} [} [}
Purchase (or provide) packaged foods that do not carry a
“gluten-free” claim ® ® ® © ©
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About how many of your friends or family members follow a gluten-free diet?
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Compared to other people your age, would you say your overall health is.

O Much worse than average

© Worse than average

© About the same as other people’s health
O Better than average

© Much better than average

© Don't Know
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Here are some food labels for a common food product. The brand and the labels are not real but are made up for the purpose of this study. Please use the food labels to

help you answer this question. (The Nutrition Facts is purposefully blurred. The ingredients list on each label is identical. Please use the rest of the label to make your
choice.) Imagine you are shopping for someone who has Celiac Disease or gluten sensitiity. Choose one Alpine Krunch bar for this person by clicking on the shopping

cart next to the bar you want to purchase.

In order to view an image in more detail, simply click it once to zoom in. Click on the image again to reduce it
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Forthe next set of questions, we will show you only one food label. Again, the brand and the label are not real but are made up for the purpose of this study. Please use the
food label to help you answer the questions
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As far as you know, how much gluten can be in a food product labeled *gluten-free"?

O None (zero parts per milion (ppm))
O 5ppm

© 10ppm

O 15ppm

© 20 ppm

O Other
© Don't Know
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If given a choice on foods labeled gluten-free, wouid you prefer that any reference to its gluten content be stated in terms of *parts per million (ppm)” or in “micrograms of
gluten per gram of food?"

© Dislike both options

O Prefer ppm

© Prefer “micrograms of gluten per gram of food”
© No preference

© Don't know
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Thank you very much for your responses so far. The next section is for us to know a lte bit about you. Please keep in mind that your responses are kept confidential. The
information requested below will be used for statistical purposes only.
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Do you belong to any of the following celiac disease special interest groups or are you a member of a celiac disease group that is associated with any of the groups listed
below?

Please check as many as apply.

[ American Celiac Disease Alliance (ACDA)

[ American Celiac Society (ACS)

0 Celiac Disease Foundation (CDF)

0 Celiac Sprue Association (CSA)

0 Gluten Intolerance Group of North America

[ National Foundation for Celiac Awareness (NFCA)

[ Raising Our Celiac Kids (R.0.C.K.)

[ Other celiac disease or giuten sensitvitygrowp| |
O 1 am not associated with any of the groups listed above.

0 Don't know.
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Because more than one person in the household may qualify for this study, we ask you to re-verify the following information. Thank you

Please select one of the following. Are you

O Wale
O Female
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What is your age in years?
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What s the highest level of education that you have completed?

O Less than high school

© High school graduate or GED

O Technicalvocational school

© Community college

© Some college (1-3 years towards Bachelor's degree)
O College (Bachelor's degree)

O Advanced degree (post graduate degree)
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Are you of Hispanic or Latino origin?

O No
O Yes
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What is your race? You may choose one or more categories. Are you?

O white

[ Black or African American

O Asian

[ Native Hawaiian o other Pacific Islander
[ American Indian or Alaska Native

O Other
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Please provide any comments you wish
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Thank you very much

Please click on next Button to complete this survey.
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Global Opinion Panels

Office of Management and Budget (OMB) Burden Statement

Thank you for your participation. Send comments regarding this burden estimate or another aspect of this collection of information, including suggestions for reducing this
burden to

Department of Health and Human Services
Food and Drug Administration
CFSAN/PRB Comments/HFS-24

5100 Paint Branch Parkway

College Park, MD 20740-3835.

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it isplays a currently valid OMB control number.

Please click on next Button to complete this survey.
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