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/$ DEPARTME~ OF HEALTH & HUMAN SERVICES PublicHealthSen/ka
s

\ Food and Drug Adminktration
Washington, DC 20204

MAY 22 !997

Peter S. Liebe~ M.D.
270 White Plains Road
Eastchester, NY 10709

Dear Dr. Liebert:

This is in response to your letter of March 31, ~9 7 ~
?4T

~P
T~$H%$%:; ::Drug Administration (FDA) pursuant to section O (r 6) o~the ederal

Cosmetic Act (the act). Your submission states that you are making the follo&ng
statement in the labeling of the product “Zinc Lozenges”:

Scientific studies indicate that zinc Io:zengesreduce the duration of symptoms
caused by the common cold.

This claim does not come within the coverage of section 403(r)(6) of the act. We would
point out that section 403(r)(6) of the act makes clear that a statement included in labeling
under the authority of that section may not claim to diagnose, mitigate, treat cure, or
prevent a specific disease or class of diseases. The statement that you are making for
“Ziic Lozenges” suggests that this product is intended for at least one of these purposes,
in that it claims to reduce the duration of symptoms caused by the common cold.
Therefore, this claim does not meet the requirements of section 403(r)(6) of the act. This
claim suggests that this product is intended for other than fd use within the meaning of
section 201Q3)of the act and that it is subject to regulation under the drug provisions of
the act.

If you intend to make claims of this nature, you should contact FDA’s Center for Drug
Evaluation and Research (CDER), Office of Compliance, HFD-3 10,7520 Standish Place,
Rockville, Maryland 20855.



Page 2- Dr. Peter S. Liebert

Please contact us if we may be of further assistance.

Sincerely yours,

~ James Tanner, PhD.
Acting Direetor,
Division of programs and
Enforcement Policy

Office of Special Nutritional
Center for Food Safety and
Applied Nutrition

Copies:
FDA Center for Drug Evaluation and Research Office of Compliance, HFD-300
FD& New York District O&e, OfEce of Compliance, HFR-NE1OO
FD& Oflke of the Associate Commissioner for Regulatory Affidrs, Office of
Etioreemeng HFC-200



RxVitamins

March 31, 1997

RECEIVED B’fTHE
OFFICE OF SPECIAL

NUTRITIOW-S, I{FS-450

“97 APR14 AKI58
ElizabethYetley,Ph.D.
Officeof SpecialNutritional
Centerfor FoodSafetyand AppliedNutition
Foodand DrugAdministration
200 “c” Strq S.w. (I-IFS-455)
Washington,D.C. 20204

Dear Dr. Yetley,

Pursuantto Section6 of the DietarySupplementHealthand EducationAct of 1994,Rx Vitamim”
wishesto notifjfthe Foodand Drug Administrationthat it has, withinthe past 30 days, commenced
marketing two dietary supplementswhichbear a statementof nutritionalsupport.

The dietarysupplementfor whichthe statementsare made is THE OCULAR FORMULA. The
statementof nutritionalsupport reads as follows:

. Each capsule providesa combinationof antioxidants,a richbotanicalblen~ and essential
cdiwtors for eyehealth.*

. Nutrientssuch as luteiq zeanxanthiq bilberry, vitamin C, zinc, beta carotene, selenium and
COQ10 make THE OCULAR FORMULAone of the most scientificallyadvancedformulasever
developedto helpmaintainnormalvision.*

The dietary supplement for which the statements are made is ZINC LOZENGES. The statement
of nutritional support reads as follows:

s Scientific studies indicate that zinc lozenges reduce the duration of symptoms caused by the
common ccdd.* ..

These statements are accompanied by the required disclaimer which is prominently displayed in
bold-f%ed type.

These statements of nutritional support are based on a large body of data which in our judgment
renders these statements substantiat~ trut.hfid and non-misleading.

PeterIii!. Liebert, M.D.
Cklirman

270 White Plains Road Eastchester, h’Y 10709

F’H: 914-771-9607 FAX: 91-$-337-4006 1-800 -Rx2-2222



....
...

..
...

.,
.-

..

w
..

--
--

...
...

..
...

...
.

...
*.

.
.

w -l 0
,,

.
..

..
.

z <
...

.

...
....

.,
..

..

.
,.’

-
.

.
.

.
.

..
..

..
..

..
.

..
..

.
..

.
..

..
.

..
.

.
.

..
..

..
.

..
.

.
.

...
.

.
.

.
..
.
z
.

..
..
...
..
.

.
..
..
..
.

.-
.

.:;. :’
:: ..

.

;-
..

..

..
.

..
..

...
....

.
..

..

..
..

..
..

.
.

.

.
..

.
..

...
..

..
..

..
....

.-
’

..
..

.
..

...
...

...
..

...
...

..
.

..
.

...
”.

’
‘.

.’.
”

..
...

...
..

..-
--

-,

.
.

:.
...

...
...

..
...

.
...

...
...

...
..

.
..

..
...

..
..

.

--.
...

.-
-.:


