
MEMORANDUM OF MEETING 

LOCATION: FDA, 200 C St., SW, Washington, DC 20204 (1:OO PM) 

ATTENDEES: 

FDA: Lynn A. Larsen, Sharon Ross 

McNeil Consumer Healthcare: Gilbert A. Leveille, Barbara Korberly, Mark Sievers, 
John C. Young 

SUBJECT: Submission of a health claim petition 

The meeting was held at the request of McNeil Consumer Healthcare to discuss their proposed 
health claim for plant stanol esters and reduced risk of heart disease. The firm submitted their 
health claim petition at the conclusion of the meeting. 

The firm began the presentation by citing previous discussions with the agency regarding their 
stanol ester containing product(s), Benecol. The firm also discussed stanol esters in the context 
of the proposed substance of the health claim petition, including such issues as: safety, nutritive 
value, qualifying levels, and recommended use of stanol esters. Three proposed model health 
claims and a summary of the scientific information supporting the relationship between plant 
stanol esters and reduced risk of heart disease were also presented. The firm discussed a 
summary of the basis for two exemptions from general health claim regulations they request in 
their submission: (1) the disqualifying level for fat and (2) the 10% content level for one or more 
nutrients. 

The firm asked for feedback and questions concerning stanol esters and their submission of a 
health claim petition regarding the relationship between plant stanol esters and reduced risk of 
heart disease. FDA asked questions and provided general guidance about the initial phase of a 
health claim review. 

Attachments 

. attendee sign-in sheet 

. McNeil Consumer Healthcare agenda for meeting, dated February 11, 2000 

cc: 

Lynn Larsen, HFS-830 
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Date: February ?I, 2000 

Consumer Healtbca’re 

Nutritionals Gro~rp 

7010 Camp Hill Road 
Fort Washington, PA 19 134 I 

215 / 273-7000 

To: 

Fax: 

Dr. Lynn Larsen 

202-260-8957 

From: 

Phone: 

G. Leieille 

215/273-8194 

Total Pages: 3 (including cover sheet) 

@loo2 

Relative to the meeting scheduled for Tuesday February 15,2000, I am submittins 1) a 
list of McNeil participants and 2) a tentative agenda. 
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A - McNeil Health Claim Meeting 
Febmarv 15.2000 1 PM - 3 PM 

l Introductions of McNeil participants G. Leveille 

l Background M. Sievers 

l Areas of emphasis in submission G. Leveille 

P Nutritive Value 

P Safety 

P Significant Scientific Agreement 

> Efficacy 

l Model Health Claims 

B . Korberl y 

G. Leveille 

l Requested exemptions G. Leveille 

l Discussion All 
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McNeil ParticiDaa@ 

FDA - McNeil Health Claim Meetins 

Februarv 15.2000 I PM - 3 PM 

Barbara Korberly, PharmD 
Executive Director, New Products Development 
McNeil Consumer Healthcare 

Gilbert A. Leveille, Ph.D. 
Worldwide Vice President, Scientific & Regulatory Affairs 
McNeil Consumer Healthcare 

Mark Sievers 
Regulatory Attorney 
Johnson & Johnson 

John Young 
Director, Regulatory Affairs, Nutritionals 
McNeil Consume? Healthcare 
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