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Memorandum of Meeting

Date: July 7, 2003

Place: Harvey W. Wiley Federal Building, College Park, MD
Room 2B047

Subject: Health Claim Petition- International Tree Nut Council

Nutrition Research and Education Foundation
(Docket No. 02P-0505)

Participants:

Food and Drug Administration
Center for Food Safety and Applied Nutrition
Office of Nutritional Products, Labeling and Dietary Supplements
Christine Taylor, Ph.D., Director (HFS-800)
Kathleen Ellwood, Ph. D Director, Division of Nutntlon Labeling and Programs
(HFS-830)
James Hoadley, Ph.D., Special Assistant to the Director, Division of Nutrition
Labeling and Programs (HFS-830)
Paula Trumbo, Ph.D., Supervisory Team Leader, Division of Nutrition Labeling
and Programs (HFS-830) ‘
Nancy Crane, M.P.H, R.D., Expert Regulatory Review Scientist, Division of
Nutrition Labeling and Programs (HFS-830)
Claudine Kavanaugh, Ph.D., Biologist, Division of Nutrition Labeling
and Programs (HFS-830)
Craig Rowlands, Ph.D., Regulatory Review Scientist, Division of Nutrition
Labeling and Programs (HFS-830)

Office of Scientific Analysis'and Support o

Steven Bradbard, Ph.D., Leader, Consumer Studies Team
Division of Market Studies (HFS-727)

Brenda Derby, Ph.D., Statistician, Consumer Studies Team
Division of Market Studies (HFS-727)

International Tree Nut Council Nutrition Research and Education Foundatxon
Guy Johnson, Ph.D., Johnson Nutrition Solutions
Maureen Ternus, M. S R.D., Nutrition Coordinator, International Tree Nut
Council Nutrition Research and Education Foundatlon

This meeting was held at the request of representatives of the International Tree Nut
Council Nutrition Research and Education Foundation (INCNREF). The purpose was to
share with FDA the results of quantitative consumer research that the INCNREF
conducted in cooperation with Kraft Foods. The research addressed alternative ]anguage
for a qualified health claim with regard to a health claim petition submitted on behalf of
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the INCNREF. This petition requested that FDA authorize a health claim about the
relationship between the consumption of nuts and the reduction of risk of coronary heart
disease on the Iabel or in the labeling of certain whole or cnoppea nuts u e., peanuts and
nine tree nuts) and certain nut-containing products.

An INCNRETF representative discussed the objectives and findings of this consumer
research, and offered to send electronically the slide presentation for this meeting. The
representative further stated that he planned to submit the research findings formally as
part of the public docket for their petition. AnFDA representatlve discussed the
submission of this research in relation to the agency’s mang a final decision aoou‘ the
language for a qualified health claim.

In addition, the INCNREF representative stated that INCNREF is still interested in -

pursuing a health claim for nuts that would be based on the mgmﬁcant scientific
ndard and indicatad an interect in engngrno' FDAina dm]ncmp ahmlf what

’ agu‘:cuxcul, abauucuu, ang mngiCated an mCress 1t

the design of a long-term study should look like. An FDA representatlve responded that
the agency apprec1ates this interest and dlscussed poss1b1e ways in whxch FDA and other
DHHS agencies might provide support.

/s/
Nancy Crane, M.P.H., R.D.

cc: FDA meeting participants



A Qualified Health Claim for Nuts —
Consumer Research

Background

* Unqualified claim proposed -- August 27, 2002
“Diets containing one ounce of nuts per day can reduce your risk of heart *
disense.”

» Qualified claim tentatively proposed — March 14, 20%
“Nuts finchuding name of specific nutl, es part of a diet low in safirated fat
andcholomml,mnyreduceﬂnemkofhemduem FDA évaluated the
data an determined that, althongh there is scientific evidence supporting
the claim, the evidence i# not conclusive. See nutrition information for
total fat and saturated fat content.”
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Background Research Objectives
* Alternative qualified claim language developed

«.. the petitioner would need to demonstrate, based on 4 fiir review by
ment:ﬁc experts of the totality of publicly available scientific information,
that the “weight of the scientific evidence™ supports the proposed claim.”
“For a claim that meets the “weight of the scientific evidence” standards,
ﬂleagmwywoulddechnetomm:temgulatotyncuon,mdedthadnm
is qualified by approp I mnotmulodastothe
dmeeofmmnﬁcmﬁmty&atwoﬂdnﬂlm" o

» Consumer Research fielded - June, 2003
» Current resolution date for the claim — July 17, 2003

Source 67 FR 78002, 78003, December 20, 2002 A

* The perceived clarity of the alternate claims

» How well each of these claims communicates
the desired message

s The degree of certainty associated with
nutheart disease tink

Alternate Claim Language

Alternate Claim Language

»

“Uncertainty remains”
“Nmmayxedmﬁbﬁnﬁofbbmﬂiﬁuavﬁhmeifeﬁhbaﬁéh diet low

in sted fat and cholesterol. FDA has & inéd that although some
mmﬁﬁcmeuﬁnuymmm&ew@tofﬂwmdememppmﬂm
conclasion.”
= “Data limited”

“Esting muts segolady a9 part of a diet low in d fut and chol 1

may reduce your risk of heart disease. FDA hes concluded that while the
menhﬁcdammhnned,themqumyofawilabbm&mce mppomﬂm
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“Evidence suggests”

“New scientific evidence suggests, but does not yet prove, that eating nuis
nmyhulpredmyommkofhemdsmwheneatm*npmah diet low
in saturated fat and cholesterol”

[ evi

“’Ihewmghtofemermgmmﬁc evwememggemfhntnnh may reduce
ﬂmnlkofhmtdwmeupaxtofadmlowinummtedﬁtmd
cholesterol”

»”
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Methodology Methodology

What: Communications test of Heart Healthy Nut s Each respon@ent was exposed to 3 claims — the FDA
claims approved claim plus 2 of the alternatives

Who:  Approximately 400 interviews with a broad o Following exposure to each claim they were questioned
random sample of adults 21-70 (50% regarding the clarity, believability and main point of the
Female/50% Male): Age quotss were sat to claim before going on to the next claim.
match census. o Order of exposure to the claime and the specific

H L ows combination viewed were rotated so that alt claims had an

ow: Centtral location intervii

eqnal chance of being in 1%, 2"‘md3"‘no:iﬁm|.

s Following the interviewing phase, data were
weighted to ensure that those exposed to ‘each claim
had similar demographic and nut usage profiles

Where: 16 geographically dispersed markets
When: May--June, 2003

Clarity/Understandability of Statement .
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Research Solutions
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New York, NY 10011
Tel 212300 5800
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How sure authors are that nuts help reduce CHD risk
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Conclusions

* All claims are equally believable on a generic basis<

* “Emerging evidence” and “Evidence suggests” are similar to
the FDA claim with respect to communicating the nut/CHD
message

» “Emerging evidence” and “Evidence suggests” are more clear
and easy to understand than the FDA claim )
“Emergmg evidence,” “Evidence suggests” and ‘“Uncertaxnty
remains” are similar to the FDA claim thh respect to the
likelihood to buy/eat more nuts

* “Emerging evidence” and “Evidence suggests™ are closest to

the FDA claim in communicating scientific uncertainty ‘&

Recommendations

Quantitative consumer research shows that “Evidence
Suggests” does the best job of all claims in commumcatmg
clear and understandable information about the role of nuts
in reducing the risk of CHD without misleading consumers
about the degree of scientific uncertainty that still exists.
We therefore, recomthend that FDA move swiftly to

“authorize” this language for the qualified claim. A second
alternative that is most powerful in commmunicating a
belicvable message, is “Emerging Evidence.”




