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Ms. Patrice B. Hambleton
Konsyl Pharmaceuticals, Inc.
8050 Industrial Park Road
Easton, Maryland 21601
Dear Ms. Hambleton: '

This is in response to your letter of July 17, 2007 to the Food and Drug Administration
(FDA) pursuant to 21 U.S.C. 343(x)(6) (section 403(r)(6) of the Federal Food, Drug, and
Cosmetic Act (the Act)). Your submission states that Konsyl Pharmaceuticals, Inc. is
making the following claims, among others, for the products:

Bladder Control _
“Natural Relief for Incontinence....”
“[D]ecreased frequency of Incontinence....”
“[R]elieve bladder problems...[H]elp reduce incontinence, reduce urinary urgency....”

Lactobacillus Probiotic Complex
“Assist in Restoration after Antibiotic Use.”

Konsyl Balance Natural Psyilium Fiber & Prebiotic Inulin Fiber and Fiberlin Fiber &

Antioxidant
“Plant sourced antioxidants...have been found to reduce the risk for chronic diseases.”

21 U.S.C. 343(r)(6) makes clear that a statement included in labeling under the authority of
that section may not claim to diagnose, miti gate, treat, cure, or prevent a specific disease or
class of diseases. The statements that you are making for these products suggest that they are
intended to treat, prevent, or mitigate diseases. These claims do not meet the requirements of
21 U.S.C. 343(r)(6). These claims suggest that these products are intended for use as drugs
within the meaning of 21 U.S.C. 321(g)(1)(B), and that they are subject to regulation under
the drug provisions of the Act. If your client intends to make claims of this nature, they
should contact FDA’s Center for Drug Evaluation and Research (CDER), Office of
Compliance, HFD-310, Montrose Metro 11, 11919 Rockville Pike, Rockville, Maryland
20852.

19975-0163 LET 949



Page 2 - Ms. Patrice B. Hambleton

The products Konsyl Balance Natural Psyllium Fiber & Prebiotic Inulin Fiber (Orange
and Wild Berry flavors) are the subject of claims that represent that it contains soluble fiber
from psyllium that may reduce the risk of coronary heart disease. These statements are not
clamms subject to 21 U.S.C. 343(r)(6), but claims subject to 21 U.S.C. 343(r)(1)¥B) because
they represent that the product will reduce the risk of a disease or health related condition
(1.¢., coronary heart disease). FDA has authorized a health claim about the relationship
between soluble fiber from certain foods and coronary heart disease (sce 21 CFR 101 81). A
dietary supplement that meets the eligibility and message requirements set forth in the
regulation may bear a claim for the relationship between soluble fiber and coronary heart
disease. A health claim on the label or in the labeling of a food or dietary supplement that is
not m accordance with the requirements in 21 CFR 101.81 would misbrand the food or
dietary supplement under 21 U.S.C. 343(r(1X(B). Moreover, failure to make a claim in
accordance with the requirements in 21 CFR 101.81 subjects the product to regulation as a
drug under 21 U.S.C. 321 (g)(1)(B) because the product is intended to treat, cure, prevent, or
mitigate a disease, coronary heart disease.

Please contact us if we may be of further assistance.

Sincerely yours,

ot ooy

Vasilios H. Frankos, Ph.D.
Director
Division of Dietary Supplement Programs
Office of Nutrition, Labeling
- and Dietary Supplements
Center for Food Safety
and Applied Nutrition

Copies:

FDA, Center for Drug Evaluation and Research, Office of Compliance, HFD-310
FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of
Enforcement, HFC-200

FDA, Baltimore District Office, Office of Compliance, HFR-CE240



KONSYL PHARMACEUTICALS, INC., MANUFACTURING

BOSO INDUSTRIAL PARK ROAD QUALITY ASSURANCE
EASTON, MD 21601 DISTRIBUTION
TELEPHONE 410-822-5192 SALES & MARKETING

TELEFAX 410-820-7032
wiww konsyl.com

KONSYL?®

July 17, 2007

Office of Nutritional Products, Labeling
and Dietary Supplements (HF S-800)
Center for Food Safety & Applied Nutrition
Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740-3835

Dear Sirs:

Konsyl Pharmaceuticals, Inc. is notifying the Agency of the distribution of the following
Dietary Supplements:

Bladder Control Lactobacillus Probiotic Complex
Green Tea Diet Formula Papaya Enzyme Digestive Aid
Green Tea Energy Formula Fiberlin

Konsyl Balance Orange Konsyl Balance Wild Berry

Our distribution, manufacturing and offices are located at: 8050 Industrial Park Road,
Easton, MD 21601.

Enclosed are labels for the individual products.
Sincerely,

R

Patrice B Hambleton
Manager, QA

Enclosures (8)
Copies (2)
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Clinically Tested

Sty vas conucled using pumphinsead
acd The study leund decreaseq Trequency

m: A daily fose of 2-3 cepsules {500mg) of

. Bladder Centrolis recommended tg provide the amoymt of pumpkin sesd
" extract and say germ isoffavones used in human studies: The studies use

@ higher dose for fhe first 2 weeks, followed by a reduced dose for the last

* 4 weeks. To mirmor the studies, you'may take 3 capsules per day fo *

first2 weeks, follawed by 2 capsules perday .o .- o

- | Suppiement Fact
. {Suggested Usge: 2.3 capsules Amount

; per Eapsute % Daily Value
" {Pumgkin Seed Bt (Gt po 535 mg T

. isoflavone Extract from oy Germ 75 mg
- | Dadly Velie sof exiaistey
Difier Ingredieats: Brtracts trom Frufarom, UG, Inc,

y Stelfish, or iqrediarts from these

| CAUTIEN: Keepimﬂydoswmcoddryp!ace,awavfrmsumight
: befweanS?’-Ez‘F(lS'—Sﬁ'C).Ksepmdmermdluidlildmn.

B Dunmmﬂimusummnernﬁ:kbandisbrdcen.

CONTAINS 50Y - 0 ADDED: MK, Eggs, Tree Nuts, Peanuts, Wheat,
y

~ Pumpkin seed has been used for centurias to refieve bladder problems -
and soy heips to batance hormanes as we age-This bladder contro! - ..

+. Tormula has been efinicaly researched and shown to be effective aftar

“itheticst 1 192 weeks. Clinically shown ta heip: redyce ineomtinence*,

" reduce urinary urgency*, support prostate health .

"+ *These statements fave nal been evaluated by the FDA .
This product is nel infended 1 dizgnose, treat, cure, or prevent any disease

10912 ONYTAHYIN ‘NOLSY3
a¥0Hd %uvd TVIHLSNAN 0508
"ONI ‘STVOllﬂEIOVWHVHc_i TASNOM



Konsyl Pharmaceuticals, Inc.

LABEL MASTER
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Probloti Blend 4 billon CRU*  **
Consisting of: Lactobacius
acidophilus, Lactobacilus bifidurm,
and Lagtobacillug rhamnosus
Fructoofigosaceharides 600 mg
** Daily Valuo not estatiished
Product Namfs &'Slze:‘ | RM #: Label Revision # Description Typs:
LB Lactobacillus Probiotic, 60’s " None Nong . Label
Pr ghared By/Date: Approved By/Date Approved By /Dats:
" /—2)“*0“7 | '

‘E@rm Approved By/Date

' MFG%M%
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Effective Date:
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KONSYL PHARMACEUTICALS, INC.

8050 INDUSTRIAL PARK ROAD

EASTON, MARYLAND 21601

BALANCE

Natural Psyllium Fiber
& Prebiotic Inulin Fiber

NATURAL
FIBER BLEND

Improves Digestive Health*

Assists in Weight Management*

Manages Cholesterol Levels*

Dafly Fiber Supplement: Soluble fiver from refined psyliium

husk as part of & diet low in saturated fat and cholesterol, may reduce

the risk of heart disease, A senving of Balance supplies 1 gram of this
soluble fiber.
Notice: Tris product shoulc be used with at least a fll glass of liquid,
Using this praduct without enough liquic may cause choking. Do not use
this proguct if you have dificutty in swallowing,
Directions: st 1 rounded teaspacn of Balance into 8 oz. of water,
Stir well unit thoroughty mixed, Not recommended for carhonated
beverages.
B 12 yazrs to AdyH - 1 rounded teaspoon up to 3 times daily
= 7 to 11 years - 1/2 adult dose up to 3 times dally
M Under 6 years - Ask your doctor
Store at controllad raom temperature 20-25°C [68-T7°F)

Active Ingredients:indin (a water solubie Foar), refined
peyllium husk (2 natural vegetabie fiber)

Inactive Ingredients: mattodasin, ciric zcid flavor, aspartame,
silicen dioxde, FD&C Yellow #8, D&C Yellow #10
Supplement Facts

Serving Size 1 rounded tsp (6g)
Servings Per Container 50

Amount per Serving % Dally vajue*

Calories from fat 1

Total Carbohydrates 59

Total Distary Fiber 37g 15 %
Soluble fiber 3449 *
Insoluble fiber 0.3 *
Sugars 0 *
Fat Og 0%
Protein Og 0%
Sodium 3mg 0%

# Daily Value [DV) not ostablished

" Parcent Daily Vatuss {DV) are based on
a 2,000 calorie diet,

Warnings: phenylketonurics: Contains phenylalanine.
Do nat use if printed seal is broken or missing. Keep out of reach of
children. tf you are pragnant or nursing a baby, ask & health

professional before use.
Nutrition Information
Dietary fiber is an Imporiant part of overall good hesith, In addition to
maintaining ragularity, fiber can also halp*:
 Lower cholesterol*
u Stahiliza blood sugar levels*
w Control waight by halping you feef full and curb cravings*
W Malntain healthy intastinal microfiora*

“These slatements hava not been avaluated by tha FDA,
This product Is not Intended to diagnose, treat, curs, or prevent
any disease,

Questions or Comments?

1-800-356-6795 ——
8:30am. 105 p.m, EST ==Y
E-mail: info@konsyl.com —
_m
Manulactured By: ———
Kensyl Pharmaceuticals, Inc. %
Easton, MD 21601 r———
www kongyl.com —— 8
© Konsyl Pharmaceuticals, Ing. —
34400 0307 ——
o
Starting out with Balance?

Whan using this product, It s recommended to gradually
Increase dietary fiber, If minar gas or bloating aceurs,
begin with a heif-dosa and slowly increase the dosa aver
saveral days. Always follow with & oz, of iuid,




KONSYL PHARMACEUTICALS, INC.
8050 INDUSTRIAL PARK ROAD
EASTON, MARYLAND 21601

Directions: Warnings: Phenyikstonurics: Containg phenylalanine.
NEW! ] Slir 1 rounded teaspoon of Fiberlin into B oz. of water. Stir well until  Pg not ysa if printed seal is broken or missing.
’ dissolved. Not recommended for carbonated beverages. Contents inay settle during shipping and handling,
Wil d B erry F l avor 12 yBars {o Adult - 1 rounded leaspoon_ upto 3‘ limes daily Keep out of reach of children.
: ®7 10 11 years - 1/2 adukt dose up to 3 times daily H you are pregnant er nursing a baby, ask a health professional
B Linder 6 years - Ask your doctor before use,
Store at controlled room temperature 20-25°0 {68-77°F)
CLEAR - — Nutrition Information
MIXING! Active Ingredionts: inulin (a water soluble fibar), digestion

Dietary flber is an imporiant part of overall goed health. In addition
resistant maltedextrin (a soluble fiber), black eurrant (an antioxidant).

to maintaining regularity, fibar can aiso hefp":
Inzctive Ingradients: maiodexin, citrie acid, flavor, aspartame,  m Lawer cholesterql*

silicon dioxide, m Slablilze blood sugar levels®
= Control waight by hetping you fea ful and curb cravings®
M Maintaln healthy intestinal migroflora®
Supplement Facts
Serving Size . 1rounded tsp {6g) Healthy Antioxldanis: Plant soursed antioxidants such as the black
Servings Per Container 50 currantin Flbertin have been found to reduce the risk for
Amaunt par Serving Y% Daily Valus* chroric diseases”
) Cafories from fat 1 ‘These statemants hava not baen evaluated by the FDA,
» ot ) A [ Total Carbohydrates  5.5g This product fs not intended to dlagrose, treat, curs, or prevent
i Total Dietary Fibar 3.6¢ 15% any dizease.
] . . : Soluble fiber 36g -
Rﬂﬁh S@Eﬂ ce Of E" Ibﬁﬁ' i Sugars 0 . Questions or Comments? n
P Lo ‘ Fat 0g 0% 1-800-338-6795 ——
Black Currant ~ Antioxidant Lo Pratein og 0% 8:30am. 10§ p.m, EST D
. Sodium amg 0% E-mail: info@konsyi.com ———g
P % : : ) Black Currant Extract  72mg . Manufactured By: ——r
Improves DlgEStIVE Hea]th ' . : . Konsyl Pharmaceuticals, Inc. — O
# Daily Value {DV) not established Easton. MD 21601
. > Fercgrat Dlally Vglu‘es (DV) are based on W:MD:‘; sylcom Iﬁ
* Tt a 2,000 calorie diet. konsyl.
Stimulates Probiotic Growth - © Konsy! Phamaceutica's . 2
. i 34402 —————
0

NET WT 300g (106 02)
{Fill controlled by weight, not volume) TEASPOON DOSES
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