
. ,. WOODLAND FARM LTD
798 Spring Road

Marathon, WI 54448-9986
/

Office of Special Nutritionals  (HFS-450)
Center for Food Safety and Applied Nutrition
Food and Drug Administration
200 c, St. Sw
Washington, DC 20204

To whom  It May Concern:
Please find enclosed the document for notification related to a statement of nutritional

support under section 403 (r) 6 $101.93 et al. Although the regulation provides for the
elements of the notification, it does not provide for the format. Enclosed is my proposal.
It is simple and concise,

We have recently redesigned all of our materials to take advantage of section 403 (r) \ 10 1.’J3
et al. to better inform the consumer. We are cu]lently in the process of redesigning all of ou[-
materials to conform with the new regulations regardil~g  nutrition labeling, as set forth in
$101.9 (2 I CFR 10 1.9) that relates to herbal dietaly  supplements. If any elements of the

proposed label are objectionable, please noti~ us within 30 days of the specific objection and tile
specific reason(s), so that we can make the appropriate adjustments.

Tbe cun-ent notification is for a new product and therefore, it is being submitted. We presume
that prior submissions do not need to be resubmitted for the addition of the Supplement Facts
statement. If this is not the case, please notifi  us of this requirelnent.

Reasonable substantiation has been established related to benefits and especially safety,
before any of my products are marketed. [t is my policy to personally review tbe world-wide
medical research literature as a part of product development. Having been involved in
biochemical medical research in the past, I feel I am reasonably qualified to evaluate the
quality and accuracy of the literature I review. It is my purpose to provide beneficial. safe
products of the best possible quality to the consumer. 1, or members of my immediate family.
use my products on a regular basis, and have done so for a number of years.

Sincerely, .-/
;“,+6— --. . . .. . . ,/., . . . ,“

.- .-:--- . , ~>
Sh&ldo<fi%=;oler,  M.D.
Physician’s Choice Herbal Products

P.S. This is the eighth of eight product notices to be sent.
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Supplement Facts

lserviMsd.e lcaPs-Ja
Amoml  Pu Capsda ;.

Oriental Gi_Isti  p6wdered boti- ‘“ 250 mcg*

I . Ody Vah not Osldwwl . .

Other Ingredients: Gelatii  water, and glycerin.
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(vii) Dietary supplement of ~no acids:

1

Supplement Facts
SeOmg.SQel  EM4t

AmOuII  Pw rsbbr

Calories l!)

Isckuciw (as L-fsoleuche  hychMorkkj 450 mg”

Leuckw  (as L-leuche hy&ocMcdda) 620 mg*

Lyshe (as Llyshe hydrochldda) m mg”
Mettxocme  (as L-methkxine  hyckochioride) 350 ~
Cyslne (as L-cystine  hydroctkx~) m~
Phenykdanine (as L-@enyfalaMe  hydrochfoflde) 220 mg*
Tyroshe (as L-tyros.he  hydrochlwlde) m mg’
Threonhe (as L-ttYeorine  hydfochbdde) 300 ~

Vabe (as- L-va!ine hyckocliorlde) 650 mg*

. Daly  Vab.M  not ● shbhfwd

Other ingredients Celtulose, lactose, and magnesium stearate.

BILUNG”CODE  414041+
. -

(II] If space is not adequate to list the
continued to the ng~t as long as the’
headings era repeated. The list to the

required information as shown in the right shall be set off by a be” that “.
sample labels in paragraph (c)(lo) of
this section, the list may be split and distinguishes it and sets it apart from

the dietary in~edients  and percent of
Daily Value information given to the
left. The following sample label
illustmtes this display:
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IN THE UNITEDSTATES

FOOD AND DRUG ADMINISTRATION

OFFICE OF SPECIAL NUTR ITIONALS

.&&&: Notification, Statement of Nutritional Support, as provided
for in section 403 (r) (6) $101.93 et al.

Notification Mailimz  Date (Certified Mail):  4/27/98

Distributor: Woodland Farn+ Ltd.
798 Spring Rd.

Marathon, Wisconsin 54448

Product Brand Name: Physician’s Choice Prostate Plus

Dietarv  Imzredients:  Saw Palmetto, Ginseng, and Zinc.

Statement(s) Attributable to Imzredient: Saw Palmetto-All.

Date of First Use In Commerce: 5/15/98

Actual Label Attached Below:

A *ljp$kltm’$ Q)olctq A
PTast@te

(k>% + Pti.u +
“f’ %!Ma[!Di2ta y

+&

Qpp&mnt wdfi h“m:$

f (jT (~7

Saw P&etto ‘;;g~;~;”
lwoPdorwI.

STIELD(lN  A SCHOOLER> M D.

k 525 rnz 60 causules &

II
~ F*
Sm9ng  S,ze 1 Capsule

Am.”nl  w C?2suk

%.  Pahetto  (S. repaw)  3aZW’
pwded (banes

~W%#J(rm,)  ,,,,5mg.

ZIK [as UK glwmate)  75 nW3-

.Ddly “We  ml  f%laMW
“50%  o! M RDA  for Adul!s

Cxher Ikqedmk  Gem (capsule *II)

Prepard fw
Sheldon A Schmler, M.D

Wmland  Farm, Ltd.
798 Spring Road

Marathon, W  54448 U.S.A

As per tj 101.93 (c), the undersigned certifies that the information contained in this
notice is complete and accurate, and that the notiijing  firm has reasona
that the statement is truthfid and not misleading.

_
Notification receipt date,
Office of Special Nutritional


