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- f g DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
. gst"’--q ) : Food and Drug Administration

College Park, MD 20740
APR - § 2007

Ms. Ashley Chapin

Regulatory Compliance Administrator
~ New Chapter, Inc.

90 Technology Dr.

PO Box 1947

Brattleboro, Vermont 05302

Dear Ms. Chapin:

This is in response to your letter of March 14, 2007 to the Food and Drug Administration
(FDA) pursuant to 21 U.S.C. 343(r)(6) (section 403(r)(6) of the Federal Food, Drug, and
Cosmetic Act (the Act)). Your submission states that New Chapter, Inc. is making the claim
“[T]o keep blood pressure where it belongs. In the normal range” and “[Flor optimal blood
pressure-balancing effects.”

In the preamble to the January 6, 2000 final rule on structure/function claims (see 65 FR
1000 at 1018), FDA stated that claims about the maintenance of normal cholesterol levels did
not necessarily constitute implied disease claims. We stated, however, that because “many

. people think of cholesterol solely in terms of the negative role of elevated cholesterol in heart
disease,” in order to avoid implying that the product prevents or treats heart disease, a
cholesterol maintenance claim would have to clarify that the product is only for maintenance
of cholesterol levels that are already within the normal range. The same principle applies to
claims about the control of blood pressure; that is, a claitn that does not establish that the W it/ 34{
claims are about blood pressure that is already within normal limits implies that the product _“W
1$ intended to treat elevated blood pressure (hypertension), which is a disease. Therefore, %j
because the claims you are making for this product, including the name of the product,
represent that the product is intended to affect blood pressure but do not also include a
statement about them being intended to affect blood pressure that is already in the normal
range, they are implied disease claims.

{i

21 U.8.C. 343(r)(6) 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 statements that you are making for this product suggest that it is
intended to freat, prevent, or mitigate diseases. These claims do not meet the requirements of

21 U.8.C. 343(r)(6). These claims suggest that this product is intended for use as a drug
within the meaning of 21 U.S.C. 321(g)(1)(B), 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-310,
Montrose Metro 11, 11919 Rockville Pike, Rockville, Maryland 20852,
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Page 2 - Ms. Ashley Chapin

Please contact us if you require further assistance.

Sincersly yours,

Vasitios H. Frankes, PhD,
Director
Division of Dictary Supplement Programs
{Office of Nutrition, Labeling
#nd Distery Supplements
Canter for Food Safety
sad Applied Nutrition

apies:

FDA, Center for Drug Evsluation and Resesrch, Office of Compliance, HFD-310
EDA, Offive of the Associate Commissioner for Regulatory Affairs, Office of
Enforcement, HFO.200

FDA, WNew England District Complisnce, HFR-NE240
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NOTIFICATION PURSUANT 10
SECTION 6 OF DSHEA
AND 21 CFR §101.93

The text of each structure-function statement for which notification is now being
T I8

{Sia‘&emm% 15 A unigue, patented, full spectrom exiract of grape seed, discoversd by
scientists at the University of California, has been shown to keep blood pressure where it
belongs. in the normal range.

{Statement 2); New Chapter's Blood Pressure Take Care™ delivers o safe, effective
and @%iwiysmed all-natural extract s combines it with additional natural

1. FutureNatant. Grapeseed exiract, Hewihom, Motherwort, Grape Juice
2 FutureNatant, Grapessed extract, Hawthorn, Motherwort, Grape Juios

sood Pressure Take Care  Label and Labeling

shigy: Chapln, an authorized to cerfify this Notification on behalf of New
' { cetlity that the zrﬁmw pfmmﬁ 2l corigined in this Notificetion s
mm@é&%ﬁ and mr@%ﬁs and iha’s New Lpacter, e, has substantiation that each

Rﬁguia%ory{‘:misance Admiristrator pate: MAGTCIA 1Y mﬁ
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DEPARTMENT OF HEALTH & HUMAN SERVICES * PublicHeslth Service

 Food and Drug Administration”
. College Park, MD 20740
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~'Mr. David Hsu o

New Century. Company

3392 Falcon Ridge Road .

Diamond Bar, California 91765

) 'Deaer Hsu:

'I'Ins is in response to you: letter of March 15, 2006 to the Food and Dmg Adm1mstrat10n o .
. (FDA), on behalf of your client Natural Health Care, Ing., pursuant to 21 'U.S.C. o
'7 343(r)(6) (section 403(1")(6) of the Federal Food, Dmg, and Cosmetic Act (the Act))

Your Jetter states that the followxng statement wﬂi be made for the product Blood
Pr&ssure Formula. - : : :

“He}ps to maintain’ healthy blood pressure ”

In the preamble to the January 6, 2000 fmal rule on stmcturefﬁmctlon clalms {see 65 FR
1000 at 1018), FDA stated that claims about the maintenance of normal cholesterol levels
did not necessarily constitute implied disease claims. We stated, however, that because. -
“many people _th_mk of cholestérol solely in terms.of the negative role of elevated =

" cholesterol in heart disease,” in order to avoid implying that the product prevents or treats o

‘heart disease, a cholesterol maintenance claim would have to clarify that the product is
only for maintenance of cholesterol levels that are already within the normal range. The
‘same principle applies to claims about the control of blood pressure; that is, claims that

“do not establish that the claims are about blood pressure that is already within normal’
limits imply that the product is infended to treat elevated blood pressure (hypertensmn), _

~ which is a disease. Therefore, becanse the claim you are making for this product
represents that the product is intended to affect blood pressure but does not also include a

" statement about it being intended to affect blood pressure that is already in the normal ‘
range, it is an implied d1sease claim.

. 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, mltxgate treat, cure, or prevent a specific

disease or class of diseases. The statement that you are makmg for this product suggests -
that it is intended to treat, prevent, or mitigate diseases. This claim does not meetthe -~
- . requirements of 21 U.S.C. 343(r)(6). This claim suggestst that this product isintended for =
use as a drug w1thm the meamng of 21 U S C 321(g)(1)(B), and that it is subject to '

™Natural Health Care, Inc., 618 Reyes Dr., Walnut, CA 91789.
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agcz Mr Dfmd Hsu

cgulatmn undcr the drug’ prowswns of the Act. If you mtend to make clalms of this -
- naﬁn‘e you should contact FDA’s Center for Drug Evaluation and Research (CDER)
Office of Comphance HFD-3 10, Moutrose Metm II 11919 Roc]mlle Pike, Rockvﬂle
Maxyland 20855. :

lcase contact us 1f we may bc of further assistance.

_ Smcereiy yours, '

‘ Susan ¥ Walker M D.
Director '
- Division of Dietary Supplement Pre grams-
_Oﬂice of Nutritional Products, Labehng s
~ and Dietary Supplements - '
Center for Food Safety -
and Applied Nuttition

“Copies:

v .FDA, Center for Drug Evaluatlon and Research Ofﬁce of Comphance I-[FD-S 10
- FDA, Office of the Associate Commissioner for Regulatory Affairs, Ofﬁce of

0V ‘Baforcement, HFC-200. |
.‘,...FDA Los Angeles sttnct Ofﬁce, Office of Comphance I-IFR—PA24O



' Ofﬁce of Nutritional Products,
- :Labclmg, and’ Dietary Supplement (HFS-SI(%

NEW CENTURY COMPANY
3392 Falcon Ridge Rd., Diamond Bar, CA 91765 U:S. A.s I
-~ Tel: (909) 861-75‘75 ~ Fax: (909) 3(9}6{8706 H

. CFSAN - , 4" #an ”
~ Foodand DmgAdmlmsn'ahon | N : f 72y
5100 Paint Brush Parkway : 3’ _ ' ii‘fy A
c‘buege.rark.mzovzw” - o \\,\Z\% cr 74K

() S 1677

_ Imponer / dlstnbutor

"R E. POST MARKET NOTIFICATION

" To whom it may concem

P

‘ ' As the authonzed consultant agent ‘and ofﬁclal oorrespondent for thc follomng nznporter, o
‘Tam sendmg you their 4 product labels as- enc]osed for the post market notlficatton '

Natural Heaith Care Inc , ' : S
- 618 Reyes Dr. : ’ RS
... Walnut, CA91789 S
Tel: (626) 617-7770, Fax: (909)385-0344 | A

Please let me know how it be accepted by FDA. If you need any other mfonnat:on piease
feel free to call me or send letter to me. -

Smcerelﬁ , o '

" David Hsu



BLOOD PRESSURE FORMULA ‘
DIETARY SUPPLEMENT

Helps to. mamtam healthy blood: pressure

Net weight' 2 oz. (60 grams), total 100 capsulm-'i

Product of Cluna R
pplent Facts
‘rvmg size: 2 capsulos
rvmg per ¢ conimner: 50 _
‘- ' "% Daily value | .
Prepnetary blend  1200: mg : W

hiniese skullcap (Scute}lzma bmcalenms)
Toot390mg

Xia Ku Cao (Heal-all)- (Prunel[a vulgans) 320 mg

Jiv Hua (Chrysanthemum morifolium) -flower 260 mg
Japanese sophora (Sophora Japonica) flower 230 mg
*Dally va]ne not established-

L

‘ achve mgredlent: Gelann

i '._sttnbutor- Natural Heslth Care Inc.
S Walmt,CA91789

N ) : Thls staternent has not been evaluaied by FDA, this product is not mtended to
S dmgnose ireat, cure, and prevent any discase. :

5 _,'Dlrectlons. Take 2 capsules each time, three Umes a day. Take mth ‘warm water.

SR -'-Storage:. Store at a dry and cool placs.

SR VWarnmg Do not use if the bottle seal is broken or m:ssmg Keep out of reach of
S .chﬂdren. : :
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
College Park, MD 20740

FEB -4 2006

Mr. Dongning Wen
President

KNature Corporation

2489 173" Place NE
Redmond, Washington 98052

Dear Mr. Wen:

This is in response to your letters of January 12, 2005 to the Food and Drug
Administration (FDA) pursuant to 21 U.S.C. 343(r)(6) (section 403(r)(6) of the Federal
Food, Drug, and Cosmetic Act (the Act)). Your letters state that the following statement,
among others, will be made for the product Evening Primrose Oil: “[M]aintain blood
pressure.”

In the preamble to the January 6, 2000 final rule on structure/function claims (see 65 FR
1000 at 1018), FDA stated that claims about the maintenance of normal cholesterol levels

did not necessarily constitute implied disease claims. We stated, however, that because
“many people think of cholesterol solely in terms of the negative role of elevated

cholesterol in heart disease,” in order to avoid implying that the product prevents or treats
heart disease, a cholesterol maintenance claim would have to clarify that the product is

only for maintenance of cholesterol levels that are already within the normal range. Thes»
same‘prineipie-applies-to-a.claim-about.the control of blood pressure; that is, a claim that
does.not establish.that the claim is about blood pressure that-is-already withinnommal - . .
limits impliesthat the product is intended.to treat elevated blood pressure (hypertension), ..

~whichis-a-disease. Therefore, because the claim you are meking for this product

represents that the product is intended to affect blood pressure but does not also include a
statement about it being intended to affect blood pressure that is already in the normal
range, it is an implied disease claim.

21 U.S.C. 343(r)(6) makes clear that a statement inchided 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 this product suggests
that it is intended to treat, prevent, or mitigate a disease. This claim does not meet the
requirements of 21 U.S.C. 343(r)(6). This claim suggests that this product is intended for
use as a drug within the meaning of 21 U.S.C. 321(g)(1)}(B), 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-310, Montrose Mewro 11, 11919 Rockville Pike, Rockville,
Maryland 20855.

- 63
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Page 2 - Mr. Dongning Wen

Please contact us if we may be of further assistance.

Sincerely yours,

P (e

For
Susan J. Walker, M.D.
Director
Division of Dietary Supplement Programs
Office of Nutritional Products, 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, Seattle District Office, Office of Compliance, HFR-PA340



KNATURE CORPORATION
2488 173rd PI. NE
Redmond , WA 98052

Tel: (425) 649-2075; Email: knaturecorp@msn.com

¢
Office of Special Nutritional (HFS-450) pA}ﬁ
Center for Food Safety and Applied Nutrition N 271 205
Food and Drug Administration
200 C Street SW
Washington, DC 20204
Jan 12th, 2005

Notification letter for Statement on Dietary Snpplement

Dear FDA officers:

I am the president of Knature Corporation, who is, among other things, a manufacturer and
distributor of dietary supplements, mostly herbal products in the United States. 1 am writing
as per Code of Federal Regulations, Volume 21, Part 101.93, to notify you that we have

included a statement on the Jabel or in the labeling of one of our products. The following are
the information required in this notification letter:

1. Statement of Purpose:

This is a letter to provide notification of a statement of nutritionat support, including the
exact wording that appears on the labe! and labeling for a dietary supplement.

2. Vendor Information:

Name, address, telephone and fax numbers of the manufacturer and distributor for mailing
and other communication purposes, are as follows:

Knature Corporation
2489 173rd PL. NE Q\(
Redmond, WA 98052 Q/\ ‘

Tel: (425)649-2075, O\



6. Intended Use:
This product is intended to be used by person over the age of 14.
Dosage: As a dietary supplement, take 1-2 soft gel, twice daily after meal.

Warning: Keep out of reach of children. If you are pregnant or lactating, or taking
a prescription medication, consult a physician before using this product. To be keptina
cool and dry place.

7. Statement of Affirmation:

We, as a distributor of the above mentioned product, affirm that we have substantiation
that the structure/function statement ( as shown in No. 4 above ) made under 403(6)Xr) of
the Federal Food, Drug and Cosmetic Act is truthful, not misleading, and scientifically
valid and that the product does not present a significant or unreasonable risk of illness or
injury under the conditions of use recommended or suggested in the label or labeling.

8. Disclaimer:

At the end of each structure/function statement, there is an asterisk that refers to another
asterisk placed adjacent to another statement called disclaimer. The disclaimer is placed at
the bottom of the same panel or, in adjacent with the structure/function statement, The

disclaimer reads:

The statement has not been evaluated by the Food and Drug Administration.
This product is not intended to diagnose, treat, cure, or prevent any disease.

Should there be any guestion or comment, please contact the Vendor through the information
in No. 2 above.

Sincerely,

Dongusgpliden

Dongning Wen
President

Enclosure



Evening Primrose Oil

Source of GLA

Hexane Free

Naturally Cold Pressed
Dietary Snpplement

500 mg, 180 softgels

Evening Primrose Qil is a natural source of
Omega-6 fatty acids with a guaranteed
level of Gamma Linolenic Acid (CLA).

EPQ helps to promote women'’s well-being.
It can provide nutritional snpport for woman
with PMS, Menstraation, Menopause. *

EPO helps regulate fat metabolism, inflam-
matory response, hormones, as well as car-
diovascular, immiune and central nervous

systems.*

EPO also maintain blood pressure, sustain
healthy skin and support joints. *

Vitamin E is added to enhance long term

freshness and ensure a more stable product
without artificial preservatives,* ‘

Nutrition Facts

* These statements have not been evaluated by
the Food and Drug Administration. This product
is not intended to diagnose, treat, cure, or prevent
any disease,

Directions: 1-2 softgel, twice daily after meal.
Warning:

Not recommended for male; or female under the
age of 15. Consult your physician if you are on

any type of medication. Keep out of reach of
children.

Distributed by:

Knature Corporation, Redmond, WA98052
Tel: (425)649-2075.

Manufachred by: Sheng Sheng Pharmaceuticals
Ltd., Co., China

Expire Date: Dec, 2009



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
Coliege Park, MD 20740

Mr. Jim Roza DEC -6 2004

Director, Quality Assurance
NOW Foods

395 S. Glen Ellyn Road
Bloomingdale, Illinois 60108

Dear Mr. Roza:

This is in response to your letters of October 28, 2004 to the Food and Drug
Administration (FDA) pursuant to 21 U.S.C. 343(r)(6) (section 403(r)(6) of the Federal
Food, Drug, and Cosmetic Act (the Act)). Your Jetters state that the following
statements, among others, will be made for the product Hawthorne Extract: “[H]ealthy

blood pressure.”

In the preamble to the January 6, 2000 final rule on structure/function claims (see 65 FR
1000 at 1018), FDA stated that claims about the mamtenance of normal cholesterol levels
did not necessarily constitute implied disease claims. We stated, however, that because
“many people think of cholesterol solely in terms of the negative role of elevated
cholesterol in heart disease,” in order to avoid implying that the product prevents or treats
heart disease, a cholesterol maintenance claim would have to clarify that the product is

" only for maintenance of cholesterol levels that are already within the normal range. The
same principle applies to claims about the control of blood pressure; that is, a ¢laim that
does not establish that the claims are about blood pressure that is already within normal
limits implies that the product is intended to treat elevated blood pressure (hypertension),
which is a disease. Therefore, because the claim you are making for this product
represents that the product is intended to affect blood pressure but does not also include a
statement about it being intended to affect blood pressure that is already in the normal
range, it is an implied disease claim.

You also submitted a notification for the product Vein Supreme, which will use the
claims “[PJroviding relief from the discomfort of symptoms associated with poor
circulation, such as heaviness and swelling of the lower extremities” and “{MJinimize the
occurrence of damaged, weakened blood vessels.”

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, mitigate, 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 a disease. These claims do not
meet the requirements of 21 U.S.C. 343(r)(€). These claims suggest that these product

Q75-ecrel
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Page 2 - Mr. Jim Roza

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 you intend to make
claims of this nature, you should contact FDA’s Center for Drug Evaluation and Research
(CDER), Office of Compliance, HFD-310, Montrose Metro 11, 11919 Rockville Pike,

Rockville, Maryland 20855,
Please contact us if we may be of further assistance.

Sincerely yours,

W

/ Susan J. Walker, M.D.
Director
Division of Dietary Supplement Programs
Office of Nutritional Products, 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, Chicago Distnict Office, Office of Compliance, HFR-CE640



Vitamins Food Cosmetics
»
We Make Quality Affordable
October 28, 2004
Food and Drug Administration s, 5
Center for Food Safety and Applied Nutrition 004

Office of Nutritional Products, Labeling, and Dietary Supplements
Division of Nutritional Programs and Labeling

200 C Street SW

Washington, DC 20204

Re: 21 U.S.C. Section 343{r)(6}, Notification of Statements on Dietary Supplements

Dear Sir/Madam:

I hereby notify the Food and Drug Administration (“FDA™) of the use of statements of
nutritional support in the labeling of Vein Supreme, a dietary supplement.

Statements being made in the labeling of Vein Supreme:

(1)  Vein Supreme is an herbal supplement containing the patented ingredient,
Tranorin, which has been shown to support healthy vein finction. In combination with
Butcher’s Broom {Ruscus aculeatus), Horse Chestnut Seed Extract (desculus
hippocastanumy), and Grape Seed Extract, NOW’s Vein Supreme formula protects
vascular integrity, [providing relief from the discomfort of symptoms associated with
poor circulation, such as heaviness and swelling of the lower extremities. NOW Vein
Supreme is a safe and natural way to enhance vascular tone, as well as to minimize the
occurrence of damaged, weakened blood vessels.

To the best of my knowledge, and based upon information and belief present at the time
of the executing of this notice, I certify that the sbove information is accurate and
complete. NOW Foods possesses substantiation that the statements are truthful and not
misleading.

Jim Roza

Director, Quality Assurance
NOW Foods

395 S. Glen Ellyn Rd.
Bloomingdale, IL. 60108

— 3
w29z

395 S. Glen Eltyn Road, Bloomingdale, IL 60108 « 630:545-9098 » fax 630-545-9075
www.nowfoods.com




Cosmelics

. : We Make Quality Affordable

Qctober 28, 2004

Food and Drug Administration

Center for Food Safety and Applied Nuirition .
Office of Nutritional Products, Labeling, and Dietary Supplements TR
Division of Nufritional Programs and Labeling

200 C Street SW

Washington, DC 20204

Re: 21 U.8.C. Section 343(1r)(6), Notification of Statements on Dietary Supplements

Dear Sir/Madam:

1 hereby notify the Foed and Drug Administration (“FDA™) of the use of statements of
nutritional support in the labeling of Hawthorne Extract, a dietary supplernent.

Statements being made in the labeling of Hawthorne Extract:

(1)  Hawthorne leaves, flowers, and berries have been used for generations by
herbalists as a cardiovascular tonic. Hawthorne supports cardiovascular health by
enhancing cardiac muscular tone and vascular integrity. NOW Hawthorne Extract
' provides powerful antioxidant flavonoids, including standardized Vitexin that, along with
. other components in Hawthorne, have been found to support healthy blood flow and
healthy blood pressure.

To the best of my knowledge, and based upon information and belief present at the time
of the executing of this notice, I certify that the above information is accurate and
complete. NOW Foods possesses substantiation that the statements are truthful and not
misleading,

NOW Foods

395 S. Glen Ellyn Rd. 0
Bloomingdale, 11, 60108

Jim Roza V
Director, Quality Assurance a

. 395 S. Glen Eltyn Road, Bloomingdale, IL 60108 « 630-545-9098 « fax 630-545-9075
Sess www.nowfoods.com
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-/< DEPARTMENT OF HEALTH & HUMAN SERVICES Public Heatth Service
.' ‘\.}( - Food and Drug Administration

College Park, MD 20740

7836 03 m¥-3 P125

ocT 15 2003
Mr, Michael Schwartz
President
Michael’s Naturopathic Programs
6203 Woodlake Center
San Anionio, Texas 78244

Dear Mr. Schwartz:

This s in response to your letters of August 26, 2003 to the Food and Drug
Administration (FDA) pursuant to 21 U.S.C. 343(r)(6) (section 403(1)(6) of the Federal
Food, Drug, and Cosmetic Act (the Act)).

The product Michael’s Naturopathic Programs Blood Pressure Factors uses the claim
“maintain proper blood pressure.” In the preamble to the January 6, 2000 final rule on
structure/function claims (see 65 FR 1000 at 1018), FDA stated that claims about the
maintenance of normal cholesterol levels did not necessarily constitute implied disease
claims. We stated, however, that because “many people think of cholesterol solely in
terms of the negative role of elevated cholesterol in heart disease,” in order to avoid

. implying that the product prevents or treats heart disease, a cholesterol maintenance claim
would have to clarify that the product is only for maintenance of cholesterol levels that
are already within the normal range. The same principle applies to claims about the
control of blood pressure; that is, a claim that does not establish that the claims are about
blood pressure that is already within normal limits implies that the product is intended to
treat elevated blood pressure (hypertension), which is a disease. Therefore, because the
claim you are making for this product represents that the product is intended to affect
blood pressure but does not also include a statement about it being intended to affect
blood pressure that is already in the normal range, it is an implied disease claim.

21 U.8.C. 343(r)(6) 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 this product suggests
that it is intended to treat, prevent, or mitigate a disease. This claim does not meet the
requirements of 21 U.S.C, 343(r)(6). This claim suggests that this product is intended for
use as a drug within the meaning of 21 U.S.C. 321(g)(1)(B), 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-310, Montrose Metro II, 11919 Rockville Pike, Rockville,
Maryland 20855.

975-0763 L G65T730



. " Page 2 - Mr. Michael Schwartz

Please contact us if we may be of further assistance.

Sincerely yours,

R

Susan J. Walker, M.D.
Director
Division of Dietary Supplement Programs
Office of Nutritional Products, Labeling
and Dietary Supplements
Center for Food Safety
and Applied Nutrition

Copies:

FDA, Center for Drug Evaluation and Research, Office of Compliance, HFD-300
FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of
Enforcement, HFC-200

FDA, Dallas District Office, Office of Compliance, HFR-SW140



MICHAEL’S@

: *\A"'U ROPATH IC PROGRA\‘!S

L

6203 Wood!ake Center . San Antonio, 'lhxas 73244

August 26, 2003

Office of Nutritional Products, Labeling
and Dietary Supplements (HFS-810)
Center for Food and Safety and Applied Nutrition

Food and Drug Administration .~
5100 Point Branch Pkwy o :H'\:'Ei‘::\
College Park, MD 20740 S TR
N ~ - "r_g_;‘} j
s SR B
Re: 21 U.8.C. Section 343(x)(6), el ) ;i

Notification of Statements on Dietarv Supplements

Dear Sir/Madam:

Pursuant to the requirements of Section 6 of the Dietary Supplement Health and Education Act of
1994, 21 U.8.C. §343(r)(6), and in accordance with the provisions of 21 CFR §101.93(a), your
Agency is hereby notified that Michael's Naturopathic Programs has made statements of
nutritional support for its dietary supplement(s) as follows:

Product Name Label Statement(s)
Michael’s Naturopathic Programs Vision Factors Contains essential nutrients for
' proper support and maintenance of
eve function

Michael’s Naturopathic Programs Joint Mobility Factors  Contains essential nutrients for
proper joint function & integrity

Michael’s Naturopathic Programs Blood Pressure Factors Nourishes & supports “feedback”
system body uses to maintain proper

blood pressure

Michael’s Naturopathic Programs Estrogen Factors - Provides essential nutrienis to
support the body in mamtammg
estrogen levels

g 9”’757

+ ¢-mail: staff&michazishealth.com -

phom—: 2101661~83H + fo 210-661- 9]45

T, michaclshea!th coim - THE MATURAL CHOIEE ON THE NATURAL PA'I'H




To the best of my knowledge and based upon information and belief present at the time of the
execution of this notice, I certify that the above information is accurate and complete and that
Michael's Naturopathic Programs possesses substantiation that the statements are truthful and not

misleading.

President
Michael's Naturopathic Programs



