
Trademark Trial and Appeal Board Electronic Filing System. http://estta.uspto.gov

ESTTA Tracking number: ESTTA298783
Filing date: 08/03/2009

IN THE UNITED STATES PATENT AND TRADEMARK OFFICE
BEFORE THE TRADEMARK TRIAL AND APPEAL BOARD

Proceeding 91185473

Party Plaintiff
Bayer Aktiengesellschaft

Correspondence
Address

Jennifer Fraser
Connolly Bove Lodge & Hutz LLP
P.O. Box 2207
Wilmington, DE 19899
UNITED STATES
trademarks@cblh.com, chillson@cblh.com, bstaley@cblh.com

Submission Plaintiff's Notice of Reliance

Filer's Name Christina M. Hillson

Filer's e-mail trademarks@cblh.com, chillson@cblh.com, bstaley@cblh.com

Signature /cmh/

Date 08/03/2009

Attachments ORGANIC ASPIRIN NoticeofReliance.pdf ( 11 pages )(281918 bytes )
ORGANIC ASPIRIN NoticeofReliance att1.pdf ( 112 pages )(3062052 bytes )
ORGANIC ASPIRIN NoticeofReliance att2.pdf ( 21 pages )(1273044 bytes )
ORGANIC ASPIRIN NoticeofReliance att3.pdf ( 15 pages )(4304145 bytes )
ORGANIC ASPIRIN NoticeofReliance att4.pdf ( 13 pages )(2110844 bytes )
ORGANIC ASPIRIN NoticeofReliance att5.pdf ( 21 pages )(4354032 bytes )
ORGANIC ASPIRIN NoticeofReliance att6.pdf ( 23 pages )(1923995 bytes )
ORGANIC ASPIRIN NoticeofReliance att7.pdf ( 71 pages )(1948939 bytes )
ORGANIC ASPIRIN NoticeofReliance att8.pdf ( 100 pages )(3498684 bytes )
ORGANIC ASPIRIN NoticeofReliance att9.pdf ( 25 pages )(2843931 bytes )
ORGANIC ASPIRIN NoticeofReliance att10.pdf ( 28 pages )(3273911 bytes )
ORGANIC ASPIRIN NoticeofReliance att11.pdf ( 93 pages )(4113587 bytes )

http://estta.uspto.gov


IN THE UNITED STATES PATENT AND TRADEMARK OFFICE

BEFORE THE TRADEMARK TRIAL AND APPEAL BOARD

In re:

Trademark Application Serial No.: 77/208,071

Fiied: June 17, 2007

Mark: ORGANIC ASPIRIN Opposition No; 91185473

Published in the

Official Gazette: June 3, 2008

BAYER AKTIENGESELLSCHAFT,

Opposer,

v.

Attorney Docket No. 1426-1 735

STAMATIOS MOURATIDIS,

Applicant.

OPPOSER’S NOTICE OF RELIANCE

Opposer, by its undersigned attorney, pursuant to 37 C.F.R. §§ 2.122(3), 2.122(d),

2.122(e), 2.1200), 2.120(i)(3)(i), Fed. R. of Evidence 201, and by stipulation of the parties,

hereby gives notice of its intent to rely on the following evidence, which includes Printed

Publications, Interrogatory Responses, Admissions, Documents Produced by Applicant, and Web

Page Print~outs:

Registrations

0 Certified Copy ofUS. Registration No. 2,063,685 for the mark BAYER &

Design. B00600—601.

o Certified Copy ofU.S. Registration No. 3,345,876 for the mark BAYER

NUTRITIONAL SCIENCE. B0O6()2—603.



Certified Copy of US. Registration No. 2,065,441 for the mark BAYER.

B00604—605.

Printed Publications

m Generally, the following references show the prevalence of organic supplements
that consumers are exposed to and/or which are available in the marketplace.

The relevant page numbers are identified below.

Celebrate “Planet Healthy’ at the Vitamin Shoppe: Stores Offer Health and

Wellness on Earth Day (Market Wire). April 17, 2008. B00293—296.

Frozen Food Digest (Frozen Food Digest, Vol. 23, Issue 2). December 2007.

B00297—298.

From Perfect Season to Perfect Balance? (Ft. Worth Star-Teiegrain). November

7, 2007. B00299-310.

Supplements Seal Natural Fate (Drug Store News 74). June 23, 2008. E00311-

313.

Real Food Organics (Brandweek 14, Vol. 49, Issue 25). June 23, 2008. 1300314»

317.

Ex—boxer Busy as a Retiree (Ft. Worth Star-Telegram). October 2, 2006.

B00323-326.

Trend Impacts Personal Care (MMR Tr. J ., Vol. 24, Issue 10). June 18, 2007.

B00327—329.

Section: Community Report (Allentown Morning Call). June 13, 2007. E00330-

333.

Take your Vitamins — but with a Grain of Salt (Virginia Pilot and Ledger~Star,

Norfolk, VA). March 1, 2007. B00334—337.



Entrepreneur’s 2007 Hot List of Business Trends: What to get in on Now (AP

Alert — Entertainment). December 13, 2006. BO0342~346.

More Consumers are Buying Organics, But Price and Availability Remain

Barriers to Purchase (Research Alert, Vol. 24, issue 22). November 17, 2006.

B00347—354.

O ORGANICS Debuts Grocery Retail Industry’s Most Comprehensive Line of

USDA Certified Organic Suppiements (Business Wire). September 25, 2008.

1300355358.

New Report Reveals Details from Manufacturers, Retailers and Analysts on the

Organic Market (Business Wire). September 8, 2008. B00359~362.

Trend has Impact on PL Brands (MIVIR, Tr. 31, Vol. 25). October 6, 2008.

B00367-369.

Product Spotlights (Better Nutrition, Vol. 70, Issue 10). October 1, 2008.

B00370—3’72.

Easy to Swallow: No Choking Here ~ Despite the Troubled Economy, Demand

for Vitamins and Supplements Remains Strong (Private Label Buyer 46, Vol. 22).

October 1, 2008. B00373—379.

Pioneering Supplements Manufacturer Enzymatic Therapy Joins Better Living

Brands Aliiance (Medical Devices & Surgicai Technology Week 512). December

7, 2008. B003 80-383.

Q1 2009 United Naturai E_Q_<_)_c_i§ Earnings Conference Call — Final (Fair Disclosure

Wire). November 25, 2008. B00384-401.

Learn About the Nutritional Supplements in the U.S. (Market Wire). October 9,



2008. B00405—414.

Generally, the foilowing references show the health benefits of aspirin and the
consumer perception of the same. The relevant page numbers are identified
below.

U.S.C. School of Dentistry Researchers Uncover Benefits of Aspirin for Treating

Osteoporosis (Medical Letter on the CDC & FDA 78). July 27, 2008. B004l6—

419.

Aspirin May Help Fight Against Osteoporosis (Hindustan Times). July 10, 2008.

B00420-423.

Health Briefs: Fasprin, Helps Prevent Blood Clots (Kansas City Star, Section E).

Aprii 19, 2008. B00424—426.

Aspirin Foundation of America Welcomes finding that Aspirin Reduces Risk of

Stroke Among Women (PR Newswire Europe). March 9, 2005. B00430-/432.

Findings Indicate that Aspirin Reduces Risk of Stroke Among Women (Obesity,

Fitness & Wellness Week). April 9, 2005. B00433—435.

Study: Aspirin Reduces Stroke Risk in Older Women (Drug Industry Daily Vol. 4,

Issue 47). March 7, 2005. B00436~438.

An Aspirin a Day May Keep Breast Cancer Away (Obesity, Fitness & Wellness

Week). June 19, 2004. B00439-443.

Aspirin May I-Ieip Women at High Hea;rt—Health Risk (USA Today). March 2,

2004. B00444.

Generally, the following references show the presence of aspirin and no-n—aspirin
over—the—counter products in the market place, including Opposer’s. The relevant

page numbers are identified below.

1991 Physicians Desk Referencefor Nonprescription Drugs excerpt. B00524-



526.

1992 Physicians Desk Referencefor Nonprescription Drugs excerpt.

530.

1993 Physicians Desk Referencefor Nonprescription Drugs excerpt.

535.

1994 Physicians Desk Referencefor Nonprescription Drugs excerpt.

538.

1995 Physicians Desk Referencefor Nonprescription Drugs excerpt.

541.

1996 Physicians Desk Referencefor Nonprescription Drugs excerpt.

543.

1998 Physicians Desk Referencefor Nonprescription Drugs excerpt.

545.

B00527-

B00531»

B00536-

B00539»

B00542»

B00544-

2002 Physicians Desk Referencefor Nonprescription Drugs and Dietary

Supplements excerpt. B00546—550.

2003 Physicians Desk Referencefor Nonprescription Drugs and Dietary

Supplements excerpt. B00551-554.

2004 Physicians Desk Referencefor Nonprescription Drugs and Dietary

Supplements excerpt. B00555—0558.

2007 Physicians Desk Referencefor Nonprescription Drugs, Dietary

Supplements, and Herbs excerpts. B00575-579; 580691.

2008 Physicians Desk Referencefor Nonprescription Drugs, Dietary

Supplements, and Herbs excerpts. B00592—596; 597-599



Interrogatogjy Responses*

0 Appiicanfs Responses to Opposer’s First Set of Interrogatories to Applicant (Nos.

l.—35). Dated May 26, 2009. Opposer will rely upon Response No. 11 and has

included this excerpt. Opposer will provide the entire document upon request of

the Board.

- Applicant’s Supplemental Responses to Opposer’s First Set of Iriterrogatories to

Applicant (Nos. 2~5; 10; 12-15; 17-19; 24-28; 3435). Dated May 6, 2009.

Opposer will rely upon Response Nos. 2, 10, 14, 15, and 25 and has included

these excerpts. Opposer will provide the entire document upon request of the

Board.

- Applicanfs Responses to Oppose-r’s Second Set of Interrogatories to Applicant

(Nos. 36-56). Dated May 6, 2009. Opposer will reiy upon Response No. 54 and

has inctuded this excerpt. Opposer will provide the entire document upon request

of the Board.

I Applicanfs Supplemental Responses to Opposer’s Second Set of Interrogatories

to Applicant (Nos. 40, 42 and 45). Dated May 26, 2009. Opposer will rely upon

Response Nos. 40 and 42 and has included these excerpts. Opposer will provide

the entire document upon request of the Board.

Adrnissions*

0 Applicant’s Responses to Opposer’s First Requests for Admissions (Nos. 1»85).

Dated May 26, 2009. Opposer will rely upon Response Nos. 3-4, 7-10, 14-15, 29-

* The date May 26, 2009 reflects the date Applicant submitted corrected Responses to Opposefis First Set of

6



34, 39, 41, 43-44, and 53-78 and has included these excerpts. Opposer will

provide the entire document upon request of the Board.

0 App1icant’s Supplemental Responses to Opposer’s First Requests for Admissions

(No. 80). Dated May 6, 2009.

0 App1icant’s Responses to 0pposer’s Second Requests for Admissions (Nos. 86-

108). Dated May 6, 2009. Opposer will rely upon Response Nos. 86-91, 93-95,

98, and 100-104 and has included these excerpts. Opposer will provide the entire

document upon request of the Board.

Documents Produced by Applicant

0 OA0002, authenticated at Admission No. 98.

II OA0004, authenticated at Admission No. 100.

0 OA0005, authenticated at Admission Nos. 101-102.

0 OA0006, authenticated at Admission Nos. 103-104.

Web Page Print—Outs

— Applicant and Opposer have stipulated to the introduction of Internet Web Page
Print-Outs with appropriate address footer and date.

0 AppEicant’s website at www.organicaspirin.com. B0O063~64; 66-90; 168-9.

II “Aspirin: Questions and Answers” from the U.S. hood and Drug Administration

website, at www.fda.gov/cder/news/aspirin/aspiran gahtrn. B00001-4.

0 FDA Approves New Prescribed Uses for Aspirin, at

www.fda.gov/bbs/topics/ANSWERS/ANS00919.htrn1. B00005-6.

0 Dietary Supplements Overview section from the U.S. Food and Drug

 m.....j_..

Interrogatories and First Requests for Admissions.



Administration website at www.cfsan.fda.gov/~drns/suppimnthtml and

www.cfsan.fda.gov/~dms/ds-oview.htm1. B00007—14.

Label Claims Overview from the US. Food and Drug Administration website at

www.cfsar1.fda.gov/~dms/1ab~h1th.htrni. B00015—18.

“An Aspirin a Day’ — Just Another Cliche?” from the US. Food and Drug

Administration website at ww“w.fda.gov/FDAC/features/1999/299 asghtml.

B00180—84.

Drug search on the US. Food and Drug Administration website at

wwwaccessdata.fda.gov/Scrigts/cder/DrugsatFDA. B00i85—89.

Recalls, Market Withdrawal and Safety Alerts from the US. Food and Drug

Administration website at www.fda.gov/opacom/7aierts.HT1\/IL. B00190—233.

The Constituents of Organic Drugs from http://chestofhookscom. B00029—34.

The Benefits of Organic Skin Care Products from www.ghchea1th.co1n. B00049»

52.

The Advantages of Organic Food from www.organicfoodinfo.net. B00053—56.

Butter Buds takes advantage of organic growth from www.foodnavigator—

use.com. B00057.

Organic Store found at www.mothernature.con1. B00058—62.

Definition from www.rnerriani—webster.oom. B00099-101.

Inflammation: What you need to know from http://rny.clevelandciinicorg.

B00102-106.

Stroke Notes from http://strokenotes.b1ogspot.con1 regarding “FDA approved

indications for aspirin.” B00290—292.



0 Oregon Tilth certification website at www.ti1th.org. B00107-162.

0 Recall information atw"ww.reca1is.gov/foodhtmi. B00244.

0 FDA recalls using Twitter athttp://twitter.com/FDA1'ecal1s. B00287-289.

0 Aspirin Foundation website at www.aspirin.org. B00245——282.

u Bayer Aspirin web pages at www.aspirin.com and www.wonderdrug.com.

B00508-513; B00514~523.

0 Wayback Machine web pages for Applicanfis website at

www.organicaspirin.com. B00445—451

¢ GOOGLE search for “organic supplements” showing 1,190,000 hits. 800559--

561.

0 Web pages showing organic supplements at www.doctorsorganicvitarnins.com.

B00562—566.

0 Web pages showing organic supplements at WWW.getallorganicvitarnins.com.

B00567—570

0 Web pages showing organic supplements at www.mothernature.corn. B00571-

574.

Judicial Notice

—~ Opposer also respectfully requests the Board take judicial notice of the following:

0 The term “organic” means “simple, healthful, and close to nature: an organic

lifestyle.” (See The American Heritage Dicrionaryfor the English Language,

Fourth Edition, Houghton Mifflin Company, attached).

0 The term “aspirin” means “[a] white, crystalline compound,

CI-I3COOC6H4COOI-I, derived from salicylic acid and commonly used in table



form to relieve pain and reduce fever and inflammation. It is also used as an

antiplatelet agent. Also called acetylsalicylic acid.” (See The American Heritage

Dictionaryfor the English Language, Fourth Edition, Houghton Mifflin

 

Company, attached).

Christina M. Hillson

Connolly Bove Lodge & Hntz LL19

The Nemours Building

1007 North Orange Street

Wilmington, Delaware 19899

(302) 658-9141

Attorneysfor Opposer
6913§4_l.DOC

Enclosures: 1. Party Registrations
2. Printed Publications

3. Interrogatory Responses
4. Admissions

5. Documents Produced by Applicant and authenticated by Admissions

6. Web Page Print~outs stipulated by the Parties

7. Dictionary Pages.

10



CERTIFICATE OF SERVICE

I hereby certify that a true and correct copy of the foregoing Opposer’s Notice of

Retiance was served today, A; 1 Lg § , 2009, by First Class Mail (with Enclosures),
postage prepaid, and Email (without Enclosures) on:

Stamatios Mouratidis

10399 Tiger Paw

San Antonio, TX 78251

(956) 319 0761

stamioa@yahoo.com
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UNITED STATES DEPARTMENT OF COMIVIERCE

United States Patent and Trademark Office

June 26, 2009

 
 

THE ATTACHED U.S. TRADEMARK REGISTRATION 2,063,685 IS

CERTIFIED TO BE A TRUE COPY WHICH IS IN FULL FORCE AND
EFFECT WITH NOTATIONS OF ALL STATUTORY ACTIONS TAKEN

THEREON AS DISCLOSED BY THE RECORDS OF THE UNITED STATES

PATENT AND TRADEMARK OFFICE.

 

REGISTERED FOR A TERM OF 10 YEARS FROM May 20, 1997

Isl‘ RENEWAL FOR A TERM OF 10 YEARS FROM May 20, 2007

SECTION 8 & 15

LESS GOODS

SAID RECORDS SHOW TITLE TO BE IN:

REGISTRANT
  

3aLI\3<3a$aan:;__‘ ._‘-" I
 

AWu,,;._.,....m_.,,..;..~,..m,m.;.;,.;..g,;,;c.
 

By Authority of the

Under Secretary of Commerce for Intellectuai Property
and Director of the United States Patent and Trademark Office

/'\\0 bQQU»3l\.0/V\c.r2o
T. ‘LAWRENCE ~

Certifying Officer

 

 ‘ -agagamas-swung:names:asanmnagamumssuu-xmama:-.1-sam-mu:musamnaamm. mmu--<-



Int. CL: 5

Prior _U.S. £715.: 6, 18, 44, 46, 51, and 52 _

United States Patent" and Trademark Office I
Reg. No. 2,063,685

Registered May 20, I997

TRADEMARK 7

PRINCIPAL REGISTER

 
BAYER AKTIENGESELLSCHAFT (FED REP

GERMANY JOINT STOCK COMPANY)
51368 LEVERKUSEN-BAYERWERK, FED REPGERMANY

FOR: PHARMACEUTICAL PREPARATIONS.
NAMELY ANTI-FUNGALS, ANTI-INFECTIVES
AND ANTI-HYPERTENSIVES; VITAMIN AND
MINERAL SUPPLEMENTS;  &F66B
S AND DIAGNOSTIC REA-

GENTS FOR MEDICAL USE, IN _CLASS 5 ((3.8.
CLS. 6, I8,_4-4, 46, 51 AND 52).

FIRST USE 9-30-1995; IN COMMERCE
9-30-1995.

OWNER OF U.s. REG. "Nos. 1,482,868,
1,434,362, AND 1,531,469.

SN 74#572,752, FILED 9-124994.

BARNEY CHARLON, EXAMINING ATTORNEY

B00601
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UNITED STATES DEPARTMENT OF COMIVIERCE

United States Patent and Trademark Office

June 25, 2009

THE ATTACHED U.S. TRADEMARK REGISTRATION 3,345,876 IS

CERTIFIED TO BE A TRUE COPY OF THE REGISTRATION ISSUED BY

THE UNITED STATES PATENT AND TRADEMARK OFFICE WHICH

REGISTRATION IS IN FULL FORCE AND EFFECT.

REGISTERED ‘FOR A TERM OF I 0 YEARS FROM November 27, 2007

SAID RECORDS SHOW TITLE TO BE IN: Registrant  

 
 
 

“-.r,:‘Ea2s..‘.e.'de».-‘~.«I-.1‘-'.\.A
 

A:...4,, -‘-.."=y,-‘;.:m'-4'.'_“
By Authority of the

.
Under Secretary of Commerce for Intellectual Property

_§-‘$7: and Director of the United S tes Patent and Trademark Office
  

. 0'

Certifying Officer



 
\

Int. C1,: 5

Prior U.S. 03.: 6, 18, 44, 46, 51, and 52 Reg. No. 3,345,876

United States Patent and Trademark Office Registered Nov. 27, 2007

TRADEMARK

PRINCIPAL REGISTER

 

BAYER AKTIENGESELLSCHAFT (FED REP OWNER OF U.S. REG. NOS. 2,063,635 AND
GERMANY JOINT STOCK COMPANY) ;;,065,441_

D-51368 _
LEVERKUSEN-BAYERWERK, FED REP GERMA-

NY NO CLAIM IS MADE‘. TO THE EXCLUSIVEH

FOR: NUTRITIONAL SUPPLEMENTS, IN CLASS §IR%I§g$§§Jf,E,RKr'UASIMS1HIgI,§,‘§L SCIENCE.’ APART
5 (U.S. CLS. 5, 13, 44, 45, 51 AND 52). '

FIRST USE 12-15-2006; IN COMIMLERCE 12-15-2006. SN 7&842,917, FILED 3_22_2006‘

THE MARK CONSISTS OF STANDARD CHAR-
ACTERS WITHOUT CLAIM TO ANY PARTICULAR
FONT, STYLE, SIZE, OR COLOR_ IRA J. GOODSAID, EXAMDIING ATTORNEY

B00603.
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UNITED STATES DEPARTNIENT OF COMIVIERCE

United States Patent and Trademark Office

June 26, 2309

THE ATTACHED U.S. TRADEMARK REGISTRATION 2,065,441 IS
CERTIFIED TO BE A TRUE COPY WHICH IS IN FULL FORCE AND
EFFECT WITH NOTATIONS OF ALL STATUTORY ACTIONS TAKEN
THEREON AS DISCLOSED BY THE RECORDS OF THE UNITED STATES
PATENT AND TRADEMARK OFFICE.
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 u«'9«3Er:Iu_t1Bn REGISTERED FOR A TERM OF I 0 YEARS FROM May 27’, 1997

1st RENEWAL FOR A TERM OF 10 YEARS FROM May 27, 2007
SECTION 8 & 15

LESS GOODS

SAID RECORDS SHOW TITLE TO BE IN:

REGISTRANT

.3}:ELsemen:

By Authority of the

Under Secretary of Commerce for Intellectual Property
and Director of the United States Patent and Trademark Office

Certifying Officer



Int. CL: 5

Prior U.S. Cls.: 6, 18, 44, 46, 51, and 52

United States Patent and Trademark Office

Reg. No. 2,065,441

Registered May 27, 199'!

TRADEMARK

PRINCIPAL REGISTER

BAYER

BAYER ATKIENGESELLSCHAFT (FED REP
GERMANY JOINT STOCK COMPANY)

51368 LEVERKUSEN-BAYERWERK, FED REP
GERMANY

FOR: PHARMACEUTICAL PREPARATIONS,
NAMELY, ANTI-FUNGALS, ANTI-IN1'-'EC-
TIVES AND ANTI-HYPERTENSIVES; VITA-
MIN AND MINERAL SUPPLEMENTS;  =
 ;AND DIAGNOSTIC

REAGENTS FOR MEDICAL USE, IN CLASS 5
(us. CLS. 6, 13, 44, 46. 51 AND 52).

FIRST USE 9-30-1995; m CDMMERCE.
9—3o~1995.

OWNER or: U.s. REG. NOS. 155,512, 1,432,868,
AND 1,434,352.

SEC.-2(F).

SN 74—572,76D, FILED 9-12-1994.

BARNEY CI-IARLON, EXAMINING ATTORNEY

B00605
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4/17/08 INTERNETWERE 00:00:00 Page 1

4/17/08 Internet Wire 00:00:00

Market Wire

Copyright 2008 Market Wire, Incorporated

April 17, 2008

Celebrate "Planet Healthy" at the Vitamin Shoppe
Stores Offer Health and Wellness on Earth Day

NORTH BERGEN, NJ O4/17/O8 NORTH BERGEN, NJ, April 17 / MARKET WIRE/ -—

Earth Day is quickly approaching on April 22, and The Vitamin Shoppe will be
celebrating "Planet Healthy" at all 350 store locations and online at
www.vitaminshoppe-com.

"Earth Day is a perfect time to launch our new recyclable shopping bags," said
Tony Truesdale, President of The Vitamin Shoppe. "Our customers are looking for
easy ways to help our planet, and our eco-friendly bags are made of 80% recycled
material and also recyclable themselves."

_Vitamin Shoppe stores and the website will be offering a free recyclable shopping
bag with any $50 purchase on Earth Day. Additional bags can also be purchased for
$.99 each.

To further encourage consumers to support "Planet Healthy," a copy of the book
"Living Green" by Author Greg Horn will be given free to customers with every pur-
chase at the stores on Earth Day. "'Living Green‘ is a wonderful book packed with
great ideas for making easy changes to live a more sustainable lifestyle," said
Truesdale.

Stores are also helping to save the rainforest through a promotion with Save Your
Skin products. Green wrist bands can be purchased for $5 throughout April in all
stores outside of New York City. Each wrist band sold saves one acre of rainforest
for one year with 100% of the profit donated directly to the rainforest conserva-
tion concession.

"The Vitamin Shoppe has always offered a number of organic supplements and natural
alternatives for those interested in their own health and wellness regime," said

Truesdale. "Earth Day is a great day to remind us all to reinvest in our planet
and in ourselves."

About Vitamin Shoppe Industries Inc.

© 2009 Thomson Reuters. No Claim to Orig. US Gov. Works.

B00293



4/17/08 WTERNETWIRE 00:00:00 Page 2

Vitamin Shoppe is a leading specialty retailer and direct marketer of nutritional
products based in North Bergen, New Jersey. The company sells vitamins, minerals,
nutritional supplements, herbs, sports nutrition formulas, homeopathic remedies,
and other health and beauty aids to customers located primarily in the United

States. The company carries national brand products as well as exclusive products
under the Vitamin Shoppe, BodyTech, MD Select, and VS Basics proprietary brands.
The Vitamin Shoppe conducts business through more than 350 company—owned retail
stores, national mail order catalogs, and two Web sites, www.vitaminshoppe.com and
www.Bodytech.com.

Add to Digg Bookmark with del.icio.us Add to Newsvine

Contacts:

Susan McLaughlin
Vitamin Shoppe

Email Contact
1-866~92l—4443

——~~ INDEX REFERENCES ————

COMPANY: VITAMIN SHOPPE INDUSTRIES

NEWS SUBJECT: (Health & Family (lHE30); Vitamins & Supplements (lVI80); Nutrition
(1NU67))

INDUSTRY: (Food & Beverage Production (lFO79); Retailers (lRE64); Chain Stores
(lCH45); Retail (IRES2); Nutraceuticals & Health Foods (lNU55); Personal Care &
Beauty Aids (lPE87))

REGION: (North America (1NO39); Americas (1AM92); USA (1US73))

Language: EN

OTHER INDEXING: (BASICS; CONTACTS :SUSAN MCLAUGHLIN VITAMIN; STORES; VITAMIN

SHOPPE; VITAMIN SHOPPE INDUSTRIES INC; VITAMIN SHOPPE STORES OFFER HEALTH) (Addi-

tional; Author Greg Horn; BodyTech, MD Select; Celebrate "Planet Healthy; Earth
Day; Green; Living Green; Planet Healthy; Tony Truesdale; Truesdale) (NORTH BER-
GEN, NJ) (NORTH BERGEN, NJ)

KEYWORDS: (Lifestyle and Leisure:Personal Care/Fitness); (Medical and Health-
care:Health and Nutrition); (Medical and Healthcare:AlternatiVe); (Retail:E—

Commerce); (Retailzcosmetics and Accessories); (Retail:Supermarkets); (Rem
tailzconsumer Interest)

COMPANY TERMS: VITAMIN SHOPPE (THE)

Word Count: 487

© 2009 Thomson Reuters. No Claim to Orig. US Gov. Works.

B00294
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4/17/08 INTEIRNETWIRE 00:00:00
END OF DOCUMENT

© 2009 Thomson Reuters. No Claim to Orig. US Gov. Works.
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12/1/07 FRZNFDIG 6 Page 1

12/1/07 Frozen Food Dig. 6
2007 WLNR 25936811

Frozen Food Digest

Copyright © 2003 The Gale Group. All rights reserved.Copyright 2007 Frozen Food Di"
gest Inc.

December 2007

Volume 23; Issue 2

$17.6 billion in organic sales.

U.S. sales of organic products grew overall by 21% in 2006 to reach $17.656 bil~
lion, according to the Organic Trade Association's 2007 Manufacturer Survey.

U.S. sales of organic food and beverages grew by 20.9% during 2006 to reach $l6.718
billion, up from $l3.831 billion in 2005. This represents approximately 2.8% of
all U.S. retail sales of food and beverages.

Meanwhile, U.S. sales of nonfood organic products ( organic supplements , per-

sonal care products, household products and cleaners, pet food, flowers, and fiber
products such as linens and clothing) grew from $744 million in 2003 to $938 mil-
lion in 2006, reflecting a 26% growth
rate.
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THEN AND NOW I OTTO STOWE

From perfect season to perfect balance?

RICK HEREIN, Star—Telegram Staff Writer

Otto Stowe played in the NFL only four years. That was all he wanted for his body,
but, in that short time, he packed in some meaningful history.

Stowe, a receiver who played for three teams from l971wl974, played on two Super
Bowl teams, including the undefeated l972 Miami Dolphins. He learned from Hall of
Fame receiver Paul Warfield his first two seasons and started opposite "Bullet" Bob

Hayes for the l973 Cowboys. In that season, Stowe led Dallas in touchdown recep-
tions, with six, despite playing only seven games before breaking a leg.

Stowe wasn't a typical NFL player. He became a vegetarian and took up yoga while in
the NFL.

A resident of Santa Barbara, Calif-, for almost 30 years, he now works with profes-
sional athletes as an organic healthcare consultant, helping heal injuries and pro-
vide career longevity. He uses, among other things, diet, organic supplements,
yoga, meditation, reflexology and homeopathic remedies.

He said he has worked with about 15 to 20 former and current Cowboys.

Why did you leave the NFL after four years? I figured that was enough. I felt at
that stage, how much could they pay me for my ankle? How much could they pay me for
my knee? I felt that I had done the things that I wanted to do. I would have loved

to be a Hall of Famer in four years. I figured if I kept playing, I was going to
get injured.

Did being a vegetarian help or hurt you in football? It was extremely hard. What I
did have was a lot of stamina. I could go forever. As far as getting bigger, I knew
I couldn't, being a vegetarian. I felt great, and I didn't have all those [supple—
ments] in my system. You start to get a little anxious before games with all those
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things in your system. I could control my thoughts a little bit better, and I was
able to get a lot more for my money so to speak.

Do you think another team will go undefeated in the NFL? Somebody will do it. A
lot of people don't appreciate what it takes to go undefeated. I thought Indianapow
lis would go undefeated last year. They keep putting up the numbers, but they have~
n‘t been able to do it. It will be interesting this year if the Patriots can do it.
it would be great for them.

What was it like being a part of the undefeated 1972 Dolphins? It was a great
feeling. We all knew while we were doing it that it was history in the making. We

were very lucky to be undefeated. I think we all knew we were going to go unde-
feated when we went to the playoffs. We were just too close and there was no stop-
ping us now.

Why did you decide to be a test study for the players‘ association for ex-players
and postecareer health? As you get older, you gravitate to helping others. It's not

so much about you; it's about helping someone have a better life. There is nothing
better than being able to help other people. If a player had a concussion back in
the day, they just patted you on the [rear1 and said everything is going to be OK.
A concussion is not something you want to play with.

Otto Stowe

Position: Wide receiver

NFL career:Miami Dolphins, l97l~72; Cowboys, 1973; Denver Broncos, 1974

Age: 58

Residencezsanta Barbara, Calif.

Occupation: Organic health care consultant for pro athletes through company he
founded, Organic Sports ( www.organicsports.net)

Family: wife, Judie

Notable: Played 36 NFL games.... Had 23 catches for 389 yards and six TDS for 1973
Cowboys.... Was second~round draft pick by Dolphins in 1971 out of Iowa State....

Wore No. 82 with Cowboys.... Coached college receivers for five years at Iowa
State, Washington State and Pittsburgh.
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Supplements seal natural fate.(TRENDS: OVER THE COUNTER)(Brief article)

GREEN BAY, Wis. —— Enzymatic Therapy in June began shipping a new line of six or~
ganic supplements called True Organics, the only supplements to feature the USDA
organic seal, with another eight supplements to come by the end of the year, said
Dave Betrus, Enzymatic vice president of customer development.

It's a moremnatural natural supplement. For example, Enzymatic's calcium supple"
ment is made from actual egg shells versus other minerals. “For people who really
want pure organics, this is a good alternative," Betrus said. "Even though you're
taking a supplement that claims to be natural, there could be chemicals in there

just on account of the ingredients that are sourced."

The USDA organic seal on Enzymatic Therapy True Organics means at least 95 per-
cent of the product is organically produced——no pesticides or harmful chemicals.

The products will carry a premium position in the marketplace, given the added
expense in sourcing the organic ingredients, Betrus noted, priced some 10 percent
to 15 percent higher than the top-tier brands.
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Real Food Organics: born on the bio: met the Flintstones vitamins already? Country
Life left the rocks in the biodegradable box design for its new line of Reel Food

Organics supplements .(DESIGN)
Ebenkamp, Becky

The idea: While the Country Life Vitamins brand is more than 35 years old, the
company went back to basics for the launch of its Real Food Organics supple-
ments this spring. For this new line of products derived from whole fruits and

vegetables, the design directive was to communicate the benefits of the produce in
packaging that supports the company's ideals of sustainability and zero environ—
mental impact.

How it was created: The design was developed by Country Life's in-house art de-
partment in Hauppauge, N.Y. The box is composed of Ultra Green, a 100% biodegrad-
able material made from mineral powders derived from stone (limestone or calcium
carbonate) manufactured without the use of trees, water or toxic agents.

What does it say? The team went into the project with a communications checklist.
The product name had to pop off packages, as did the idea that the supplements are
made from whole fruits and vegetables. It also was important to stress the easy—to-
swallow size of the tablet or capsule.

Who will buy it? Men and women between the ages of 25 and 70 are the target mar-
ket for the supplements. Focus groups were helpful in gaining insights on what was
important in Real Food Organics‘ package design. "Originally, we had the Real Food
logo on a vertical. To us, it looked really nice," said evp Jodi Billet—Drexler.

"But they said it was hard to read, so we made it horizontal. Now it‘s on the top
of the box, so it's the first thing you see when you pick it up."

(ILLUSTRATION OMITTED)

Challenges: Avoiding the pitfalls of too much information. Often vitamin packs
and supplements come across as wordy so Country Life used a co1or—coded system to
distinguish Real Food Organics‘ six different SKUS. This includes "His and Her

Daily Nutrition" formulas and "Food Form Mineral Complex." Such things as bone sup-
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port, immune support and increased energy are also called out on packages. Also,
the team had to weigh the extra expense of eco-friendly packaging with product
pricing.

The results: The new line of supplements, which retail from $24.99 to $76.99,

have been selling well since they hit Whole Foods Market and health foods stores
about seven weeks ago. Billet-Drexler said, "It's still early in the game, but the
retailers are telling us they like how the boxes look on their shelves and that
they are easy for them to merchandise."

(ILLUSTRATIONS OMITTED)

PROTOTYPES

Too hip, gotta go: While package prototypes (above) illustrate subtle design
tweaks, the original grainy, hippie canvas was replaced with a bright white one
that allowed playful colors to pop. "We never really went back to the drawing
board," Billet—Drexler said. "We were always on track--we just needed to refine and

make the packaging stand out and communicate that the boxes are made from stone and
the product inside is whole food." The design team also called out how many fruit
and vegetable servings each vitamin contains since that was seen as a unique bene-
fit.

THE FINAL DESIGN

Pop rocks: "A pleasing and vibrant image that entices the customer," Billet-
Drexler said. "Supplements have a stigma of being ‘boring,’ but (we knew) this
product wasn't going to be ordinary and packaging had to speak to that."

By Becky Ebenkamp

bebenkamp@brandweek.com
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EX-boxer busy as a retiree

By TRAE THOMPSON, Star-Telegram Staff Writer

Paulie Ayala has a full schedule.

The former world champion hasn't fought in two years, but he stays busy. He'll help
out at his church, spend time with his family, put in time as a personal fitness
trainer in west Fort Worth, or keep working in the organic supplement busi-
ness he's involved in.

His days as a fighter are over, but life away from boxing has been a blessed one
for Ayala.

"I don't miss the fighting," Ayala said. "I miss everything leading up to it. The

training, the press conferences. T miss that."

Ayala still pays attention to boxing. He enjoys watching certain fighters who "let

it all out" like Marco Antonio Barrera and Manny Pacquiao. Ayala attended Fight
Night at Sundance Square in June, then went to Evander Holyfield‘s fight at the
American Airlines Center.

Fans continued to embrace him.

"Once a guy's a world champion, he's a made man with boxing fans," said Lester Bed-
ford, who helped organize both events. "They never forget that. It doesn't matter
what you do after you win the title, how many losses you have. They remember the
great fights you had and the warrior you were. Paulie can take great comfort in
everything he accomplished."

His accomplishments were impressive. In his l2“year career, Ayala was 35H3 with 12

knockouts. He won Fighter of the Year honors in 1999 following an upset victory
over Johnny Tapia for the WBA,bantamweight title, and won the International Boxing
Organization super bantamweight title in 2001 with a split decision over Clarence
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"Bones" Adams.

Ayala, who was promoted by Top Rank, lost two of his final three fights, including
a lOth-round technical knockout by Barrera in 2004. After that, Ayala retired.

"Even before the fight, we knew, ‘This is it,'" said Leti Ayala, Paulie's wife.

"Win or lose. Everybody told us it would be hard to walk away. But win or lose, we
were walking away. It would've been better to walk away with a win, but with the
loss, it was time. We were all sure. He was already sure."

There have been things Paulie has finally enjoyed, like not worrying about making
weight. It was something he realized when he attended weigh-ins for the Holyfield
fight.

"I see all these guys dried up like a raisin, and I feel like a grape," Ayala said.

While he enjoys talking about boxing and giving his opinion on the state of boxing
in Fort Worth ("it will be a while" before the next world Champion arrives, he
says) and Floyd Mayweather Jr. ("absolutely" one of the greatest fighters of this
era), Ayala is passionate about his church.

Ayala attends Truth Foundation Church in Fort Worth and mainly works with young
people.

Ayala can't bond with every kid but said there are some he relates to and is able
to mentor one-on-one.

"It's fulfilling when I see progress," Ayala said. "Most of the time it seems like
you‘re not making progress, so it's hard in that sense. It's more challenging try~
ing to get the point across, and by not just force-feeding it. I want them to re-
Ceive it."

When he's not helping at church, Ayala works as a personal fitness trainer. He is
set to begin construction of his own gym in the Fort Worth area and said lessons

from boxing have carried over to the business.

"I learned that I should be a little more aggressive on the business," he said.

"I'm not going to get fined, or have sanctioning fees. The worst thing that can
happen in business is for a person to say no."

His boxing career allowed him to work in his church and as a trainer. But now that

it's done, he's able to spend time with his two children. Paulie Anthony is now 15
and a freshman, while daughter Aleah is a second—grader. Important ages for both.

"Absolutely," Ayala said- "I want to have all my marbles that I have left and be
able to communicate to them."
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Trend impacts personal care.
Natural Products

CHICAGO we Organic personal care products showed an average growth rate of about
11% in 2006, according to the preliminary results of a survey of manufacturers con-
ducted by the Organic Trade Association (OTA).

Organic hair care products did even better, posting sales growth rates of about 17%
for the year, while sales of organic supplements advanced about 15%.

OTA presented the results of the survey at its All Things Organic conference and
trade show, which was held last month at Chicago's McCormick Place convention
center.

Among the other findings:

* Sales of organic fresh fruit and vegetables grew about 7% in 2006, while sales of

organic dairy products (including yogurt) increased 27%. ' '

* Organic baby food is an up and coming category, with sales advancing 21.5% in
2006.

* Organic beef sales grew about 13.5% last year, admittedly from a very small base.
But the growth is impressive because overall beef sales are comparatively flat,
with sales increases of only about 3%.

* Sales of organic women‘s apparel grew 28% in 2006.

The survey was conducted on behalf of the OTA by Packaged Facts Inc. of Rockville,
Md.
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Allentown critic of quacks moves to "milder winters’ ** Stephen Barrett, 73, says
he'll keep exposing false medical claims.

Ann Wlazelek Of The Morning Call

Allentown's chief critic of chiropractors, vitamins and diet pills has left town
but not his task.

Stephen Barrett, a retired psychiatrist known nationally for his war against quack-
ery, has moved to Chapel Hill, N.C., after 40 years in the city to be closer to his
daughter and farther from the North Pole.

"I prefer milder winters,“ he said about relocating his wife, family doctor Judith
Barrett, 6,000 books and the contents of 44 file cabinets.

Barrett, 73, said he doubted anyone would notice the change because he still plans
to write a free newsletter for 12,000 subscribers; maintain his anti—quackery Web

site, www.quackwatch.com; and answer calls and e—mails from consumers and report-
ers.

"I may spend a tiny bit less time working, but my output will stay the same," he
said. "I have no plans to stop."

The only difference, he added, is that his new work space has been planned rather
than forced to fit.

Since he came to Allentown in 1967, Barrett's outspoken opinions on various sub-

jects, especially fraudulent claims, have brought him national acclaim.

He has been a staunch proponent of fluoridating the water in Allentown and licens-
ing dietitians, but is probably better known for his criticism of chiropractors who
sold vitamins, ran lab tests or advertised spinal manipulations as cures to condi-
tions such as cancer.
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For years, he filed complaints of false and misleading advertising against chiro—
practors, diet pill makers and publications that ran the ads.

Barrett said few of his positions have changed, "some have just become more refined
and detailed."

Friends and foes were surprised by Barrett's relocation at the end of May.

I!

I see it as the end of a non-illustrious career," said Dr. Louis Sportelli, a re-
tired chiropractor in Palmerton who once headed a statewide association. "I shed no
tear."

Sportelli said he and Barrett used to debate the merits of allied health services,
such as chiropractic and acupuncture, and on most points, Barrett's position
failed.

"The people in need are baby boomers who don‘t hold the same bias, resentment,"
Sportelli said. "They say anything that works, let me try it."

But Denice Ferko—Adams, a registered dietitian from Nazareth who runs her own well-

ness business, said she appreciated Barrett's efforts to educate the public, put a
stop to false claims and to license nutritionists.

"I am sure Dr. Barrett's work was instrumental in having the organic supplement in-

dustry create more uniform standards for their products," she said, glad to hear he
would continue the fight.

ann.wlazelek@mcall.com

610-820-6745

Barrett speaks

Some of Dr. Stephen J. Barrett's statements over the past 40 years:

Chiropractic medicine —- "If chiropractors and their patients want insurance, they
should start their own program...Although most chiropractors are sincere people,
they just don't know any better. While other health professionals learn science and

a rational approach to health, chiropractors get brainwashed." (1972 public hearing
on insurance coverage for chiropractic treatment)

Organic foods "are not different from conventional foods —- just higher priced."
(State House testimony 1973) The term "cannot be meaningfully defined in a way that
is not misleading." (Federal Trade Commission hearing 1977)

Fluoridation —— Those who oppose fluoride in drinking water use "deception" when
they argue that fluoride is a dangerous poison or an infringement of rights.
(Muhlenberg College symposium, 1970)
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Take your vitamins - but with a grain of salt

KERRY DOUGHERTY

I?ve never mentioned this before because I didn?t want to sound like a whiner. But
as a kid, I was unloved.

Every time I went to my best friend?s house, I was reminded of this tragic fact.
There, in the center of her family?s kitchen table, was the symbol of her mother?s

affection and my mother?s indifference: a statuesque, see—through bottle of red-
dish pills.

One—A—Day vitamins.

How I longed to swallow one and glow with good health.

Not only did my mom stubbornly refuse to buy Vitamins for our family, she forbade
me to take them at the house that overflowed with love and vitamins.

?You don?t know what?s in those things,? my mother would say, pouring a cup of

coffee and lighting another Pall Mall. ?They can?t be good for you.?

She lumped Vitamin-takers in the same pathetic category as people who were ?always
running to the doctor.? They were self—absorbed hypochondriacs, nothing more.

Eat right and you don?t need pills, she said.

True.

But we weren?t eating right. This was the early 1960s, when the American diet con-
sisted of three main foods: ground meat, canned spinach and Jell~O . We were barely

getting enough nutrients to grow our hair.
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Still, there were no One-A—Days ? or Flintstones ? allowed in our house.

After college, I rebelled. I flirted with health foods and stocked my apartment
with organic supplements, just

to annoy my mother. She looked at my shelves and rolled her eyes.

?Go ahead,? she shrugged. ?Waste your money.?

Eventually I learned that vitamin—taking, like tooth—brushing, was a habit that
had to be learned in childhood. When I found myself flushing my expensive, expired

pills down the toilet, I gave up.

That may have been a good thing.

The Journal of the American Medical Association published a report this week that
say s many antioxidant vitamins don?t contribute to a long life at all.

In fact, they could kill you.

Somewhere, my mother is sipping a cup of cosmic coffee and smirking.

I don?t know if this report is true. I do know it?s startling.

According to The Washington Post, ?The analysis, which pooled data from 68 stud~
ies involving more than 232,000 people, found no evidence that taking beta caro-
tene, Vitamin A or Vitamin E extends life span and, in fact, indicated that the

supplements increase the likelihood of dying by about 5 percent. Vitamin C and se-
lenium appeared to have no impact ? either way ? on longevity.?

There?s more: ?By taking these supplements, you might be impeding your immune sys-
tem?s ability to fight off disease or risk factors for chronic disease,? said Edgar
Miller III of Johns Hopkins University, who noted that health- conscious folks take
the pills to live longer when they may actually be ?at higher risk of dying.?

Not good.

Get ready for a big blow-back from the vitamin industry. CNN reports that Ameri-
cans spent at least $2.3 billion last year on nutritional supplements. The manufac-
turers already were in attack mode Wednesday, arguing that the vitamin research was
flawed.

Look for more studies, different conclusions.

Meanwhile, vitamin makers are livid. Vitamin—takers are confused.

And me? I?m feeling the love.
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* Reach Kerry at (757) 446w2306 or at kerry.dougherty@Cox.net.
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CA Entrepreneur List 12 13

bc—CA-Entrepreneur—List l2wl3

1/BSTK 3/8

l/BIN 3/8 ENT MAG PUB FIN

l/BSU 3/8 SBS SVY

TO BUSINESS AND ENTERTAINMENT EDITORS:

Entrepreneur's 2007 Hot List of Business Trends: What to Get In On Now

chocolate, andIRVINE, Calif., 13 /PRNewswire/ " Nreen products,Dec.

kids’ education and tutoring were among the many business trends that made it

to Entrepreneur magazine's 2007 Hot List,

the magazine. The annual Hot List spotlights businesses, markets and ideas

prime for entrepreneurial development.

Rieva Lesonsky, senior Vice president/editorial director at Entrepreneur

magazine, says, "We cover some of the top markets and businesses that really

With the Hot List, readers get anhave what it takes to hit it big.

indispensable look at these trends to help them discover another opportunity

or spark a new business idea."

One big trend on the list is green products, which form a newly

© 2009 Thomson Reuters. No Claim to Orig. US Gov. Works.

as revealed in the December issue of

B00342



12/13/06 APALERTENT 11:03:23 Page 2

highlighted opportunity this year thanks to the heightened demand for

environmentally friendly or organic supplements, personal care and household

items. While even WalHMart sells organic cotton T—shirts these days, this

direction holds great potential for entrepreneurs that have a real passion for

going green.

Back for the second time on the list is chocolate, which is fast becoming

"the new coffee." Also, with colleges getting increasingly competitive,

education and tutoring is still hot among parents looking to give their kids

the extra edge.

Entrepreneurs use the annual Hot List to determine what the next viable

business trend is, whether it's right personally and professionally, and

Other hot businesses andwhether it can create sizeable success for them.

markets for 2007 include wine, healthy food, nanotechnology and virtual

economies.

The complete Hot List can be found in the December issue of Entrepreneur.

To learn more about how to start one of the hot businesses described or the

trends that may affect a particular business, go to

http://www.entrepreneur.com/hotcenter.

About Entrepreneur Media Inc.

Entrepreneur Media Inc. is an organization of people dedicated to

empowering entrepreneurs worldwide to start and grow successful companies. To

provide entrepreneurs with the relevant information they need to make informed

decisions, Entrepreneur Media Inc. offers a full range of products and
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services. Products include: Magazines -~ Entrepreneur, Entrepreneur's

StartUps, Entrepreneur Mexico, Entrepreneur Philippines, Entrepreneur Hungary,

Entrepreneur Russia and Entrepreneur South Africa; Websites --

Entrepreneur.ccm, SoyEntrepreneur.com, SmallBizSearch.com,

EntrepreneurPress.com, Smallbizbooks.com and Freebks.com; Book Publishing --

Entrepreneur Press, Entrepreneur eBooks and Business Startup Guides; Also ~—

Conferences and Custom Publishing.

SOURCE Entrepreneur Magazine

-0- 12/13/2006

/CONTACT: Lisa Murray of Entrepreneur Media Inc., +l—949u622—5220,

lmurray@entrepreneur.com!

/Web site: http://www.entrepreneur.com

http://www.entrepreneur.com/hotcenter /

CO: Entrepreneur Magazine; Entrepreneur Media Inc.

ST: California

IN: ENT MAG PUB FIN

SU: SBS SVY

TD-LP

—~ LAWOIZ --

5049 12/13/2006 06:00 EST http://www.prnewswire.com

———— INDEX REFERENCES ————

COMPANY: WAL MART STORES INC; WAL MART; COMPUTER ASSOCIATES SAU; CA (FRANCE); MEDIA
ENTREPRENEUR INC
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REGION: (USA (lUS73); Americas (lAM92); North America (lNO39); California (1CA98})
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Research Alert

COPYRIGHT 2006 EPM Communications, Inc.

November 17, 2006

Volume 24; Issue 22

More consumers are buying organics, but price and availability remain barriers to
purchase.

Nearly three quarters of Americans (73%) bought organic products at least occa-
sionally in 2005, up from 55% in 2000, according to the Hartman Group. Almost a
quarter of those (23%) buy organics at least weekly.

Hartman has segmented organic consumers into three categories:

* Peripheral consumers (13% of organic shoppers) are those who are just joining
the organic movement. They don't understand what the label "organic" means for a
product and are skeptical about the benefits. The main reasons they don‘t buy more
are price and lack of interest.

* Mid—level consumers (66%) can define "organic" as well as related terms (such
as "fair trade" and "hormone free"). They believe organic food tastes better,-and

they have faith in the health benefits of organic but want proof. The reasons they
don't buy more are availability and price.

* Core consumers (21%) view organics as a political and lifestyle choice. They've
been involved with organics for a long time, have a deep understanding of the cate—
gory, and want to share their knowledge with others. They cite specific health
benefits of eating organic and have few reasons not to buy.

What Is "Organic?"

American consumers primarily define organics by what's not used in growing, rais-
ing, or processing the product: pesticides (83%), growth hormones (67%): and ge-
netic modification (62%). They also say organics are safer for one's health (59%)
and environmentally friendly (57%). The top two reasons that core and mid—level
consumers continue to buy organic (despite their price and lower availability) is
to avoid products that rely on chemicals or other pesticides (73% of core and 51%
of mid—level users) and to avoid products that rely on antibiotics or growth hor-
mones (6l% of core and 40% of mid~level consumers. The top reason that peripheral
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users buy organic is to try new products (36%), followed by avoiding pesticides and
chemicals (25%) and growth hormones and antibiotics (17%).

Just one in 10 consumers (l0%) can correctly identify the U.S. government‘s ren

guirements for a product to display the USDA's organic seal-—it must be 95% or-
ganic. More than a quarter (27%) say that it means that a product is 100% organic,
and 43% percent admitted they had no idea what it meant. Proof of the confusion
lies in the brands consumers named as organic brands they're most familiar with
(see box at right); most of Kashi’s products are natural, yet consumers percieve
them to be organic.

Finding Organic Products

Half of core consumers (51%), 43% of midelevel consumers, and 27% of peripheral

consumers would buy more organics if they could find them. Perhaps that's why the
majority of consumers would like to see more organic products and fewer conven-
tional products (56%), led by the 90% of core consumers who say so. Nearly four in
10 (39%) are satisfied with the number of organic products available.

Most consumers (54%) buying organics get them only at the same store at which
they do their regular grocery shopping. Peripheral organics users (81%) are most
likely to shop for organics at their regular grocery store. Some 14% of organics
users shop for them only at a different store than where they regularly grocery
shop (such as a natural food store). Not surprisingly, it's core consumers (61%)
who are most likely to shop for organics elsewhere. Nearly two thirds of consumers
overall (64%) say that organics are not always available where they like to shop,
and 43% say that organics are hard to find.

A smaller percentage of consumers bought organics from grocery stores in 2005
(58%) than in 2000 (63%). Natural food stores served nearly two thirds more organ-

ics shoppers in 2005 (49%) than in 2000 (29%). Supercenters and discounters (such
as Wal~Mart and Kmart) and club stores (such as Costco) have also seen significant

increases in organics shoppers.

Price Is A Barrier

A large majority of consumers overall (85%)--including those who don't buy organ-
ics—think that organics are more expensive than conventional products. It's the top
reason that all segments of consumers say they don't buy more organics: 72% of core
and mid—level consumers say they're too expensive, as do 68% of peripheral consum-
ers and 66% of those who don't buy organics.

The majority of core consumers_are willing to pay up to 30% more for several
categories of organics than for conventional products, and some mid-level consumers
will too. Topping their lists are fruits and vegetables, with almost half of even
peripheral consumers willing to pay more for these items. Seven in 10 core consum-
ers (71%) and 49% of mid-level consumers say they'd pay more for meats and poultry,
and slightly fewer will do so for milk and eggs. There seemingly is strong poten-
tial for growth in categories that currently have low penetration but a high number
of consumers willing to pay more for organic, such as baby food. (See chart, p. 5.)
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tate Of The Industry

,7 K
in 10 consumers (61%) say that they want to increase their family's use of

anic food in the coming year, according to The Shopper Report from The Consumer
work. More than half (56%) say they want to increase their use of organic pera
:a1 care items, a category that has been gaining more attention as consumers ins

asingly believe in the efficacy of personal care organics. A majority (55%) say
y want to increase their use of everything Organic.

0

rt"('1U2Z Li‘HO:0H (D(D"JHKQU)
Retail sales of organic products--including food, clothing, personal care, pet
re, and other items——grew 17% between 2004 and 2005 to reach $14.6 billion, ac-

rding to the Organic Trade Association. There is little awareness of organic
products other than food, but room for growth. Hartman Group president Laurie
Demeritt explains, "When consumers hear the phrase, ‘organic fiber‘ (meaning cote
ton, for example), they associate it with organic food'products, asking, ‘like in
natural cereal?‘"

Food accounts for 95% of the organics market, but organic food represents just 3%
of all food sales. But organics‘ market penetration has been growing about 20% an-
nually since 1997. Natural food stores generate nearly half the dollar sales of or—
ganic food (47%). Mass merchandisers account for about the same portion of sales
(46%). The remaining 7% comes from farmer's markets and other non~retai1 stores.

(More information concerning consumers‘ food shopping choices is available in
Profiles of the U.S. Food Shopper, published by EPM Communications in conjunction
with The Consumer Network.) (FOOD/BEVERAGE, CONSUMER SPENDING & ATTITUDES)

SOURCES: "Organic 2006: Consumer Attitudes & Behavior, Five Years Later & into

The Future," The Hartman Group, Blaine Becker, 1621 114th Ave., SE, #105, Bellevue,
WA 98004; phone: 425-452-0818 X124; e-mail: blaine@hartman-group.com; website:
http://www.hartman—group.com. Price: $17,500.

"The Shopper Report, November 2006," The Consumer Network, Mona DOYle: PO BOX

42753, Philadelphia, PA 19101; phone: 215-235-2400; e-mail: shopperreport@cs.com.
Price: $195 for an annual subscription.

"2006 Manufacturer Survey," Organic Trade Association, Holly Givens, PO Box 547,
Greenfield, MA 01302; phone: 413-774-7511 x18; e—mai1: hgivens@ota.com; website:
http!//www.ota.com. Price: $195 for members, $495 for non-members.

ORGANIC BRANDS WITH WHICH CONSUMERS ARE MOST FAMILIAR

1) Silk 2) Ben & Jerry's Organic 3) Celestial Seasonings 4) Kashi 5} Kettle Chips
6) Morningstar Farms 7} Newman's Own Organics 8) Boca Foods 9) Trader Joe‘s Organic
10) Soy Dream

SOURCE: The Hartman Group

HOW OFTEN CONSUMERS USE ORGANIC
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PRODUCTS, 2005 VS. 2000

2005 2000

Daily 9% 8%

Weekly 14% 9%

Monthly 6% 5%

Occasionally 44% 34%

Never 27% 45%

Note: Table made from bar graph.

SOURCE: Hartman Group

PERCENTAGE OF U.S. CONSUMERS WHO HAVE BOUGHT

ORGANIC FOOD, BY CATEGORY, 2006

Fresh fiegetables 55%

Fresh fruit 58%

Eggs 29%

Breads 28%

Milk 27%

Yogurt. 22%

Cold cereal 21%

Meat, poultry 21%

(dell and fresh)

Soymilk 19%

Baby food 7%

SOURCE: The Hartman Group

Note: Table made from bar graph.
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CATEGORIES FOR WHICH U.S. CONSUMERS

WOULD PAY UP TO 30% MORE FOR ORGANIC

THAN CONVENTIONAL FOOD, 2006

Fresh vegetables 55%

Fresh fruit 59%

Eggs 46%

Breads 40%

Milk 49%

Yogurt 32%

Cold cereal 37%

Meat, poultry 54%

(deli and fresh)

Soymilk 41%

Baby food 53%

SOURCE: The Hartman Group

Note: Table made from bar graph.

ORGANIC FOOD CATEGORY SALES AND GROWTH, 2005

SALES GROWTH

(IN MILLIONS) 2004~2005

Fruit and vegetables $5,369 10.9%

Dairy $2,140 23.6%

Beverages (not including dairy) $1,940 13.2%

Packaged/prepared foods $1,758 19.4%

© 2009 Thomson Reuters. No Claim to Orig. US Gov. Works.
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Bread and grains $1,360 19.2%

Snack foods $667 l8.3%

Sauces and condiments $341 24.2%

Meat, fish, and poultry $256 55.4%

Total $13,831 16.2%

SOURCE: Organic Trade Association

ORGANIC PRODUCT CATEGORIES, EXCLUDING FOOD, BY SHARE OF SALES, 2005

SALES GROWTH

(IN MILLIONS) 2004~2005

Organic personal care $282 28%

Organic supplements $238 29%

Organic fiber (linens and clothing) $160 44%

Organic pet food $30 46%

Organic household products $19 29%

Organic flowers $16 50%

Total $744 33%

SOURCE: Organic Trade Association

———— INDEX REFERENCES ————
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Copyright 2008 Business Wire

September 25, 2008

O Organics(TM) Debuts Grocery Retail Industry's Most Comprehensive Line of USDA
Certified Organic Supplements

Business Editors/Retail Writers

LOS ANGELES——(BUSINESS WIRE)-Hseptember 25, 2008——O Organics, one of the country's
largest organic brands by retail sales, announced today the launch of O Organics
Supplements , the mainstream grocery retail industry's most comprehensive line of

USDA certified organic supplements . Featuring popular supplements including Vi-

tamin C, Calcium and St. John's Wort, the 12 SKU line brings additional depth to O
Organics‘ extensive product portfolio of affordable, high quality organic offer-
ings. Available in Safeway supermarkets beginning today, 0 Organics Supplements
will be rolling out across additional retailers nationwide during 2009.

The Supplements line represents the latest step in the evolution of the O Organics
brand, growing from an initial launch of 30 products in 2005 to a multi-category
lifestyle solution of over 300 USDA certified organic products with offerings in
every aisle of the supermarket. Supported by a multi-million dollar consumer mar-

keting campaign to drive traffic to its retailers, O Organics offers supermarket
chains and food service organizations a complete and proven solution to quickly and
easily implement a comprehensive organic strategy across their organizations.

"As one of the retail world's fastest growing product segments, the organic sector
is rapidly outgrowing its niche status and becoming a mainstream staple with
strong, across-the—board demand from the many shoppers who are looking for health-
ier, more environmentally friendly options," said Sheetal Khanna, Director of Brand

Strategy for Global Brands at Lucerne Foods Inc. "We're continually developing new
products to best serve this fast—changing market and the O Organics Supplements

line delivers exactly the type of simple, effective and affordable solutions these
consumers desire."

The 12 organic supplements initially available from the O Organics Supplements line
are Vitamin C, Calcium, Iron, Cranberry, Echinacea, Echinacea & Golden Seal, Gar-
lic, Ginseng, St. John's Wort, Ginkgo Biloba, Saw Palmetto and Green Tea. Made from

the highestwquality organic ingredients, 0 Organics is able to leverage the na-
tional resources of the recently formed Better Living BrandsTM Alliance to offer
the new supplements at affordable prices while minimizing the impact on the envi-ronment.

© 2009 Thomson Reuters. No Claim to Orig. US Gov. Works.
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About 0 Organics

0 Organics is one of the nation's largest organic brands by retail sales and of-
fers consumers and retailers a complete, multi—category lifestyle solution with
over 300 products in 30+ categories. Launched in October 2005, O Organics offers a
complete range of the highest quality organic foods at prices that are in reach of
everyday shoppers. Available in mainstream grocers, 0 Organic simplifies the shop-
ping experience by allowing consumers to take care of all their organic and conven-
tional food needs in a single location. Additionally, the brand has been recognized
as one of the key players transforming the organic sector from niche to mainstream
by making great-tasting organic foods affordable and widely available to consumers
nationwide.

About Better Living BrandsTM Alliance

Better Living Brands Alliance is a group of world—class food and beverage manufac-
turing, marketing and distribution companies formed to meet consumer demand and
fuel consistent growth in consumption of organic and health and wellness foods and
beverages. The Better Living Brands Alliance mission is to help consumers live betw
ter lives everyday by offering brands that delight.

Neighbor Agency
Katy Saeger, 310-597M233?
katy@neighboragency.com
or

Peter Epstein, 323—251—3567
peter@neighboragency.com

State Keywords: California

Industry Keywords: Health; Fitness & Nutrition; Environment; Retail; Food/Beverage;
Supermarket

Source: Better Living Brands Alliance

—--— INDEX REFERENCES ————

COMPANY: RETAIL AND RESTAURANT GROWTH CAPITAL LP; ALLIANCE; FOOD AND ALLIED SERVICE

TRADES DEPT AFL CIO; ENVIRONMENT AND ENERGY PUBLISH; FOOD AND DRINKS PUBLIC CO LTD;
FOOD AND BEVERAGE MASTERS KAZAKSTAN INC

NEWS SUBJECT: (Food & Beverage Laws (lFO27); Nutrition (lNU67); Sales & Marketing
(lMA5l); Economics & Trade (lEC26); Target Markets (lTAO3); Health & Family
(lHE3G); Business Management (lBU42))

INDUSTRY: (Food & Beverage Production (lFO79); Agriculture, Food & Beverage
(lAG53); Retail (lRE82}; Agriculture, Food & Beverage Regulatory (lAG55)£ Specialty
Foods (lSP29); Retail Regulatory (lRE54); Food & Beverage Distribution & Services
(lFO39); Organic Foods (lOR43); Food & Beverage Regulatory (lFO94); Supermarkets
(lSU04}; Nutraceuticals & Health Foods (lNU55))
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Business Wire

Copyright 2008 Business Wire

September 8, 2008

New Report Reveals Details from Manufacturers, Retailers and Analysts on the Or-
ganic Market ‘

Business Editors

DUBLIN, Ireland-—(BUSINESS WIRE)e~September 8, 2008-—Research and Markets
(http://www.researchandmarkets.com/research/913312/report_on_organic) has announced
the addition of the "Report on Organic Markets 2008" report to their offering.

Prices rise as growing consumer demand, increased competition from biofuels worsen
supply squeeze for organic farmers and manufacturers

Today’s U.S. organic industry is straddling two extremes. On one side, the industry
is continuing to experience an enormous growth rate that, as industry veteran and
Aurora Organic Dairy President Mark Retzloff put it, is "floating all boats." Yet,
on the other side, this widespread growth threatens to deluge the supply—strapped
organic industry.

Hampered by the limited availability of raw organic materials, some companies are
already finding their growth rates curbed by their ability to keep pace with bur-
geoning demand. Said Annie's Inc. CEO John Foraker: "We could have grown our or~
ganic business and our organic—positioned products much faster at any time over the
last five years if there had been a much broader availability of supply."

Manufacturers, retailers and industry analysts all agree that the most significant
damper on the bright future of U.S. organics is the worsening supply squeeze con-

fronting the industry. While more nuanced challenges linked to consumers‘ percep-
tions about health, taste and sustainability; government regulations and support of
organic farming; new technology such as cloning and nanotechnology; and even recesw
sion will continue to shape the industry's evolution, the supply issue is the piv~
otal factor facing U.S- organic companies right now.

Executive Summary:

This report take a deep look into the Natural and Organic Personal Care (N&OPC)
market as it moves into the next stage of its business lifecycle.
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The follow topics are discussed:

New products

Supply Shortages

Organic sales and what‘s currently hot

Key Topics Covered:

ACKNOWLEDGMENT
EXECUTIVE SUMMARY

LUNDBERG FAMILY FARMS.

IF YOU CAN'T BEAT ‘EM, JOIN ‘EM: ORGANIC GROWERS ENTER BIOFUELS WITH MUSTARD SEED
ELA FARMS MAXIMIZES THE FRUITS OF ITS LABOR

MULTINATIONALS PUSH DEEPER INTO ORGANICS WITH NEW PRODUCTS

SUPPLY SHORTAGES PINCH DISTRIBUTORS, TOO
ORGANIC MEAT DRIVES BEEFED~UP SALES FOR NATURAL, MASS STORES
NEXT PROTEIN HOOK? ORGANIC FISH

ORGANIC YOGURT, DAIRY SALES SPIKE IN CONVENTIONAL STORES
ALBERT'S ORGANICS‘ SALES SLOW AS ORGANIC PRODUCE MARKET MATURES
HEALTH CONCERNS DRIVE GROWTH SPURT FOR ORGANIC BABY FOOD

CONSUMER DEMAND, INNOVATIVE FLAVORS MAKE CHOCOLATE AN ORGANIC SWEET SPOT

ORGANIC WINE SALES GROW DESPITE LABELING CONFUSION, REPUTATION
SALES OF ORGANIC, NATURAL PET FOOD SKYROCKET AFTER 2007 RECALL

ORGANIC SUPPLEMENT SALES SOAR, BOOST OVERALL SAGGING SECTOR
ORGANIC FIBER GOES HIGH END; SALES JUMP MORE THAN 50%
ORGANICS, ACQUISITIONS FUEL STRONG GROWTH FOR HAIN CELESTIAL
ONCE AGAIN NUT BUTTER FINDS CREATIVE WAYS TO GROW SALES POTENTIAL
NEWMAN'S OWN TRANSFORMS ORGANICS INTO GIVING MACHINE

For more information visit

http://www.researchandmarkets.com/research/913312/report%onAorganic

Research and Markets

Laura Wood, Senior Manager
press@researchandmarkets.com
Fax (USA): 646-607-1907

Fax (International): +353—l—48l-1716

State Keywords: Industry Keywords: Retail; Food/Beverage
Source: Research and Markets Ltd.

———— INDEX REFERENCES w—~«

COMPANY: NATURAL; E AND M

NEWS SUBJECT: (Nutrition (INU67); Sales & Marketing (IMASI); Market Data (lMAl1);
Health & Family (lHE30); Business Management (18042))
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INDUSTRY: (Food & Beverage Production (IFO79); Agriculture, Food & Beverage
(lAG53); Retail (lRE82); Alternative Energy Sources (lALO5}; Specialty Foods
(lSR29); Organic Foods (lOR43); Organic Farming (lOR4l): Natural Resources (INASO);
Agriculture (lAG63); Nutraceuticals & Health Foods (lNU55})
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NUT BUTTER FINDS CREATIVE; ORGANIC PRODUCE MARKET MATURESHEALTH CONCERNS DRIVE

GROWTH SPURT; ORGANIC SWEET SPOTORGANIC WINE SALES GROW; Prices; PRODUCTSSUPPLY
SHORTAGES PINCH; Research and MarketsLaura Wood; SAGGING SECTORORGANIC FIBER)

{North America)
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Volume 25

Section: 16

Trend has impact on PL brands.

NEW YORK -~ The market for organic and natural food is growing, and some mainstream
grocery retailers have responded by developing private label lines designed to meet
that consumer need while offering better value.

Safeway Inc. has been particularly aggressive, introducing its 0 Organics line as a
store brand in 2005 with 30 products, and quickly expanding its SKU count and its

distribution. The line now includes more than 300 items, and is sold through other
outlets besides Safeway's own supermarkets. The products currently are being sold
through international retailers and via food service operations in the United
States.

The brand recently added a 12—SKU line of nutritional supplements, including vita~
min C, calcium and Saint-John‘s-wort. Now available in Safeway stores, the products
are slated to roll out to additional retailers in 2009.

"As one of the retail world’s fastest~growing segments, the organic sector is rap-
idly outgrowing its niche status and becoming a mainstream staple with strong,
across-the~board demand from the many shoppers who are looking for healthier, more

environment-friendly options," says Sheetal Khanna, director of brand strategy for
global brands at Lucerne Foods Inc., which makes private label products for Safe-

way. "We're continually developing new products to best serve this fast—changing
market, and the O Organics Supplements line delivers the type of simple, effective
and affordable solutions these consumers desire."

———— INDEX REFERENCES ————

COMPANY: SAFEWAY INC; GLENCOURT INC

NEWS SUBJECT: (Sales & Marketing (lMA5l); Business Management (lBU42))
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Volume 70; Issue 10

product spotlights

Anonymous

IMMUNITY TAKE CARE: New Chapter proudly offers Immunity Take Care, a doseetovdose
reliable herbal therapeutic that enhances the immune system and enters the blood—
stream in less than 30 minutes. A DARTvision supercritical elderberry extract with

targeted bioactives, Immunity Take Care is available as a blueberry flavored loz-
enge in 7-, 14-, and 30—count sizes.

VECTOMEGA: A whole—food omega-3 DHA and EPA complex bound to phospholipids and pep-
tides that occur naturally in salmon. It is extracted without heat, solvents, or
chemicals, unlike all other fish oil products. Vectomega is clinically effective up

to 50 times that of typical fish oil and is formulated into a dry tablet.

REACTA-C: A patent-pending vitamin C formulation that provides immune support and
antioxidant protection. It also protects against free radical damage and supports
healthy skin, heart, vision, joints, and bones. A controlled bioavailability study
on human subjects at Weber State University demonstrated that Reacta—C has a more
efficient uptake into the bloodstream than standard vitamin C, and remains in the
bloodstream longer.

ENZYMATIC THERAPY TRUE ORGANICS: The first line of USDA certified-

organic supplements. The USDA seal on the package means 95 percent or more of each

product has been organically produced according to the strictest standards-no pes-
ticides or harmful chemicals. Just true health benefits for your family. Trust
what's True.

REVIVA LABS: Spider Vein & Rosacea Day Cream, a specific formulation of rutin and
bioflavonoid (vitamin P} diminishes rosacea‘s redness on the face by strengthening

capillaries while protecting against future damage. Also with SP? 15, which helps
protect skin from the sun's harmful ultraviolet rays.

WOBENZYM N: The authentic Wobenzym N formula is now available. Systemic enzyme sup—
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port uses enzymes to assist your body's immune, regulatory, and communication sys-
tems. A healthy and strong immune system is a prerequisite for what we all want:
good health.

—~—~ INDEX REFERENCES ————

COMPANY: WEBER STATE UNIVERSITY; UNION SDA 

NEWS SUBJECT: (Health & Family (lHE30); Vitamins & Supplements (lVI80); Nutrition
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Volume 22

Section: 10

Easy to swallow: no choking here--despite the troubled economy, demand for vitamins
and supplements remains strong.

With the pursuit of health and wellness topping the agenda of many today's consum-
ers, it should come as no surprise that sales of vitamins and supplements are up
overall.

Data from Chicago-based Information Resources Inc. (IRI} show the total U.S. vita-
mins category (including liquid vitamins/minerals, mineral supplements, multivita-
mins and one- and two-letter vitamins) up 8.5 percent in dollar sales and 6.9 per-

cent in unit sales during the 52 weeks ending July l3, 2008 (food, drug and mass,
excluding Wal-Mart). Even more impressive are the 45.7 percent and 52.6 percent re-
spective dollar and unit sales gains for the total liquid minerals/vitamins cate-
gory during the same timeframe. '

And conditions look just as rosy on the supplements side, with industry observers
pointing to no signs of a slowdown anytime soon—-despite the troubled economy. In

fact, in its September 2008 "Nutritional Supplements in the U.S., Third Edition,"
Packaged Facts, a Rockville, Md.-based division of Market Research Group LLC, fore-
casts a 39 percent rise in sales in the U.S. nutritional supplements market between
2007 and 2012, with sales predicted to reach $8.5 billion.

"Helping to protect the category as consumers tighten their discretionary spending
belts are the strong preventive health—care angle of supplements and the market‘s
sizeable component of better-off demographics, including aging baby boomers," Pack-
aged Facts says.

The report adds that numerous other positive factors are at play, including indus-
try's efforts to promote supplements as a costeffective means to avert the need for
costlier prescription drugs and medical treatments, greater credibility resulting
from new federal requirements related to good manufacturing processes and adverse
event reporting, a steady stream of new products, and more.
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MATTER OF CONDITION

One of the most significant recent trends in the vitamin and supplement industry is

growing interest in-—and availability of——condition—specific formulations: Such
formulations tackle everything from heart health and joint health to cholesterol
reduction and diabetes management.

"As the economy continues to spiral downward, consumers seek basic products to pree
vent disease and avoid costly medical expenses," stresses Erin Silva, technical

marketing manager for Irvine, Calif.—based Vitaceutical Labs and a registered die-
titian.

Silva adds that consumers appear to be moving toward what she calls "core" nutri—

tional supplementsw~psyllium husk, letter vitamins (vitamin D, in particular), cal-
cium and magnesium, joint health products and essential fatty acidsmmwhich have
"solid science and consumer recognition behind them."

Shane Conti, regional sales manager for Reliance Vitamin Co. Inc., Somerset, N.J.,
believes consumers are looking for natural alternatives to synthetic drugs"-at
least as a first line of defense. Supplements long have Played a major role in

Europe's preventive health care programs, he adds. And since FDA passed the Dietary
Supplement Health and Education Act of 1994*-allowing companies to describe health-
specific benefits for various categories--condition-specific supplements have been
building a fan base here in the states. Tim Greene, director of sales for branded
and private label at Sparta, Wis.—based Century Foods International, agrees, noting
particularly high consumer interest in immune—support type products similar to the
Emergen—C national brand. The vitamin C/mineral combination comes in a powdered
form that becomes effervescent when added to water. Both powdered and effervescent
formats also are on trend, Greene says.

And probiotics have become extremely popular, not only for their gut health bene-
fits, but also for their ability to replenish the "good bacteria" lost during an
antibiotic regime.

"Probiotics are continuing to grow, but there's so much more room to grow, in our

opinion," Conti says. "We partnered with a probiotic company, and that's been our
biggest growth over the last six to 12 months. Fish oil, too, over the last five
years has just continued to increase in sales," he adds. For his part, Brendan
Gaughran, director of sales for Sunrise, Fla.-based Nature‘s Products Inc., notes a

move toward organic ingredients——and against GMO and hormone-infused productswwin
the supplement arena.

"This seems to be the fastest—growing part of our business," he says. "Not only are
we gaining new accounts concentrating solely on organic supplements, but our exist—
ing [customers] are reformulating products to gain the USDA organic designation."

On the vitamin side, Silva says liquid vitamins and minerals are still a fairly new

market entry and, therefore, growing.
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"I think the gains seen for unit sales result from more new liquid products coming
to market, not necessarily organic growth," she adds.

Gary Pigott, senior vice president of sales and marketing for Mason Vitamins, Miami
Lakes, Fla., says the national brands have reformulated their top SKUS here more
frequently and are offering more aggressive FSIs.

"Various deliveries——gummies, drinks, etc., all impact the demand, but eventually
studies will confirm product stability is best in solid form," he contends.

HEALTHY DOSE OF OPPORTUNITY

Although the economy doesn't seem to be adversely impacting the vitamins and sup-
plements category, it could actually be a boon to the category's private label
side-—if retailers play their cards right. "With the increased prices in every-
thing, private label is continuing to grow--in general, not just in this category,"
Conti notes. "The quality has gone up, and grocery and mass market accounts are
promoting their private label as the premier brand, which is smart. People aren't
as brand loyal anymore."

Conti says retailers would be wise to bring in proprietary products under their own
private label, not simply a control brand, to gain "free advertising" for the
store. He also recommends that they offer more condition—specific supplement formu-
lations that set them apart from their competitors.

"Vitamin C is vitamin C, but if you have a really high—end heart health product, we

find people are very loyal in the dietary supplement category," he says. "Once they
try it, they want to stick with it, especially if it's working."

That said, other private label opportunities pretty much mirror those of the na-
tional brands, according to Greene. A new launch from Century Foods~-slated for de-
but at the PLMA Private Label Trade Show this November~-gives retailers the oppor-

tunity to appeal to current consumer excitement around powdered formulations--as
well as protein.

The product puts a new spin on the Ensure national brand drink concept, providing
retailers with a nutritious supplement offering in a powdered form that costs less

to ship. Available in pouches and in a resealable canister, the product simply is
mixed into milk.

"We're trying to take some of that freight component out," Greene notes. "It will
be ready for market by the time PLMA hits."

Silva also points to the essential fatty acid category and supplements to promote
joint health as major opportunities for private label programs because they mesh
well with the needs of the aging U.S. population.

Pigott adds vitamin D and heart health, sleep/relaxation and digestive formulations
to the condition-specific private label growth areas.
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"[An] increase in medication intake creates digestive imbalances and inhibits gas-

tric juice production," he adds. "Side effects from medications and OTCS are becom-
ing consumer concerns, so alternative care is moving full speed with positive me-
dia."

Probiotics, too, represent a huge opportunity on the private label side, Conti
says——especially for retailers willing to develop what he calls a pharmacy "nutri-
ent depletion program," whereby the in-store pharmacy recommends a probiotic to
consumers who are prescribed an antibiotic. Such programs can be implemented in a
number of ways, he adds, with some retailers placing probiotic displays right at
the pharmacy counter and others relying on stickers (on-bag) or other educational
tools.

Finally, Gaughran sees a private label market for organic ingredients and recycled
material.

"They will never get the USDA label because of the inability to hit those percent-
ages of organic material required," he says, "but to be able to make any claim
would be helpful."

POLISH THE PROGRAM

Retailers have much more to consider, of course, than the types of vitamins and

supplements they want to offer under their private label programs. The decision
process also involves vendor selection, education, merchandising and promotion
strategies, and more. Pigott advises retailers not to "put all their eggs in one
vendor," but instead to consider multiple vendors to supply products that comple-
ment the specific program.

"Most retailers have reactive vendors handling store brand programs," he says.

"They do not have the pulse of the next trending segment——for example, colon
cleansers, etc.

"There is no need for five forms of three-a-day glucosamine chondroitin," he adds.
"They are just occupying shelf space."

Once the vendors and products have been decided on, education plays a huge role in
winning shopper dollars.

In Silva‘s experience, the most successful retailers take the time to thoroughly
train store staff about specific products her company supplies--and about nutrition
and wellness in general.

"Education is a powerful tool that yields more sales and employee and customer re-
tention," she stresses.

Vitaceutical long has been on the forefront in producing science—backed quality
products that are formulated by scientists, including a registered dietitian, Silva
adds. Registered dietitians (such as Silva herself) are becoming more prominent
players in both the natural and mass market retail arenas, and are part of a team
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that can provide expert training to help educate retail staff.

"We also offer extensive technical literature and information for our retailers to

advertise or promote," Silva says, "and also shelf tags."

A welleeducated staff also would be better equipped to implement the nutrient de—
pletion program Conti recommends to promote the sale of probiotics——or boost sales
of other supplements. For example, pharmacies could promote a private label coen-
zyme Q10 (CoQlC) supplement to patients who are prescribed a statin cholesterol-
reducing drug (which lowers CoQlO leve1s)——using counter displays, shippers, on-
pack stickers and/or information programs.

"We have pharm techs or assistants who are helping with such programs, and the num-
bers are unreal," Conti says. "I think it could be implemented on a much larger

scale; it's a huge way to supplement income being lost in those areas. It's a huge
opportunity because there are more people on antibiotics or statin drugs——or even
birth control, which reduces the vitamin Bs in your body."

Beyond nutrient depletion programs, Greene advises retailers to apply traditional
grocery merchandising tactics to the vitamin and supplement arena.

"There seems to be more and more receptivity to doing that in the more traditional
channels than there ever has been before," he says, "and I think it‘s a great way
to see incremental volume and sales."

VITAMIN AND MINERAL PERFORMANCE %
CHANGE DOLLAR SALES VS. YR. DOLLAR CATE—

GORY (IN MILLIONS) AGO SHARE VITAMINS TOTAL CATE-

GORY $2,621.90 8.5% 100% LIQUID VITAMINS /MINERALS TOTAL PRI~
VATE LABEL $5.30 17.8% 3.3% TOTAL SUBCATEGORY $162.70
45.7% 100% MINERAL SUPPLEMENTS TOTAL PRIVATE LABEL

$398.90 6.6% 28.5% TOTAL SUBCATEGORY
$1,399.30 9.3% 100% MULTIVITAMINS TOTAL PRIVATE LABEL $155.80
-2.5% 21.7% TOTAL SUBCATEGORY $719.60 2.3% 100% ONE- AND

TWO—LETTER VITAMINS TOTAL PRIVATE LABEL $111.00 -6.5% 32.6% TOTAL
SUBCATEGORY $340.30 6.3% 100% UNIT
SALES % CHANGE AVG. PRICE CATEGORY (IN MILLIONS) VS. YR.
AGO PER UNIT VITAMINS TOTAL CATEGORY 315.2 6.9% $8.32
LIQUID VITAMINS /MINERALS TOTAL PRIVATE LABEL 0.8 24.4%
$6.59 TOTAL SUBCATEGORY 22.9 52.6% $7.11 MINERAL SUPPLEMENTS
TOTAL PRIVATE LABEL 52.8 5.4% $7.56 TOTAL SUBCATEGORY
154 7.5% $9.09 MULTIVITAMINS TOTAL PRIVATE LABEL

23.1 -1.7% $6.75 TOTAL SUBCATEGORY 80.6 -
0.4% $8.93 ONE- AND TWO-LETTER VITAMINS TOTAL PRIVATE LABEL
23.2 -6.8% $4.78 TOTAL SUBCATEGORY 57.7

3.5% $5.90 Source: Information Resources Inc., a Chicago-based market re-

search firm. Total U.S. FDMX (supermarkets, drug stores and mass market retailers,
excluding Wal~Mart, club stores and c~stores) sales for the 52 weeks ending July
13, 2008.
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Pioneering Supplements Manufacturer Enzymatic Therapy Joins Better Living Brands
Alliance

Better Living Brands Alliance

Better Living Brands Alliance, a consortium of world—class manufacturing, marketing
and distribution companies delivering the best in organic and health and wellness
products to consumers, announced that Enzymatic Therapy, Inc. (ETI), a leading de-
veloper and marketer of health supplements, has joined the Alliance as its newest
member. One of North America's largest manufacturers and distributors of dietary

supplements and natural medicines, ETI is unique in the industry as one of the few
supplements makers to operate and manufacture its products in an FDA registered
drug facility that fulfills the FDA's Good Manufacturing Practice (GMP) Regula-
tions. The company is also one of the only supplement makers to be certified as an
organic processor (see also Better Living Brands Alliance).

A pioneer of science-based supplement development with a rigorous commitment to
pharmaceutical—grade standards, ETI's manufacturing expertise complements Better —
Living Brands’ strategy of delivering a full range of better-for—you organic and
health and wellness products to mainstream audiences through its alliance brands O
Organics(TM) and Eating Right(TM). In addition to its manufacturing controls, ETI
has been responsible for a number of industry firsts including the introduction of
glucosamine sulfate to the supplements market and the adoption of advanced testing
methods such as Atomic Absorption Spectroscopy (AA), and other chromatographic
techniques to ensure the purity of the raw materials used to produce its products.

"Enzymatic has a distinguished track record of innovation in the natural health and
supplements arena and as a new Alliance member enhances our ability to satisfy the
fast-growing consumer demand for organic and wellness products," said James D.
White, leader of the Better Living Brands Alliance and president of Lucerne Foods,
a Better Living Brands alliance company. "Both 0 Organics and Eating Right are
among the largest and fastest growing brands in their categories and the addition
of Enzymatic to our Alliance allows us to offer an even more comprehensive solution
to retailers looking to deliver the organic and health and wellness lifestyle solu~
tion their shoppers are seeking."

As an Alliance member, ETI enables Better Living Brands to extend its multi~
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category lifestyle offerings into the Supplements market, delivering high quality
and affordable products to consumers nationwide. The first step was the launch last
month of the O Organics Supplements line, the mainstream grocery industry's most
comprehensive line of USDA certified organic supplements. Produced in ETI‘s certi—
fied organic facility, the raw materials used to make 0 Organics supplements are
sourced from only the most high quality producers and carefully manufactured to re-
tain their nutritional value. In order to best preserve these health benefits, ETI
developed two patent—pending processes to convert the delicate organic materials in
the Supplements line from their raw state to tablet form.

Randy J. Rose, President and CEO of Enzymatic Therapy, Inc. noted, "We are de-
lighted to join the Better Living Brand Alliance. The high integrity of each of the
Alliance members, and the collective vision focused on elevating the access to high
quality and health enhancing products, squares perfectly with our company’s mission
to provide ‘what BETTER feels like!‘ to consumers everywhere."

About Enzymatic Therapy, Inc.

Enzymatic Therapy, Inc., (ETI) based in Green Bay, Wisconsin, is North America's
leading manufacturer and distributor of over 200 dietary supplements and natural
medicines. Committed to safety and quality, ETI 1S one of the few manufacturers in
the industry to be both an FDA registered drug facility and a certified organic
processor. The company‘s products and ingredients are collectively the subject of
over 2,500 independent, peer~reviewedepublished clinical trials and studies. For
more information, visit www.enzymatictherapy.com.
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Q1 2009 United Natural Foods Earnings Conference Call - Final

OPERATOR: Good morning, ladies and gentlemen. Thank you for standing by and weln
come to the United Natural Foods first quarter 2009 conference call. During today's
presentation all parties will be in a listen—only mode. Following the presentation
the conference will be open for questions. (Operator Instructions). This conference
is being recorded today Tuesday, November 25, 2008.

At this time I would like to turn the conference over to Scott Eckstein with Fi-

nancial Relations Board. Please go ahead, sir.

SCOTT ECKSTEIN, FINANCIAL RELATIONS BOARD, UNITED NATURAL FOODS: Thank you, opera-
tor, and good morning, everyone. By now you should have all received a copy of this
morning's press release. If anyone still needs a copy, please Contact Joe Calabrese
in our New York office at 212-827-3772 and we will send you a copy immediately fol“
lowing this morning's conference call.

With us this morning from management is Steve Spinner, President_and Chief Execu-
tive Officer; Mark Shamber, Chief Financial Officer; and Michael Funk, Chairman of

the Board. We will begin this morning with opening comments from management and
then we will open the line for questions.

As a reminder, this call is also being webcast today and can be accessed over the
Internet at www.unfi.com. Before we begin, as usual, we would like to remind every—
one about the cautionary language regarding forward-looking statements contained in

the press release. That same language applies to comments made on this morning's
conference call.

With that, I would like to turn the call over to Steve Spinner. Steve, please go
ahead.

STEVE SPINNER, PRESIDENT & CEO, UNITED NATURAL FOODS: Thank you. Thank you, Scott.
Good morning and thank you for joining us. Today UNFI announced operating results
of its first quarter of 2009. Total sales grew 17.4% to $864.2 million. Net of our
specialty business, which is not included in our 2008 results, sales grew 10.1% to
$811.1 million. Our sales growth was driven primarily by our sales to independent
retailers and conventional supermarket channels which grew by 11.5% and 56-2%, re~
spectively.
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Net of specialty conventional supermarkets grew at 7.6%. As a percentage of our

business in the quarter, super naturals were 31.9%, supermarkets 19.8%, independ-
ents 42.9%, and food service 2.8%. EPS in the quarter was $0.31 per share. Adjust-
ing for Specialty, which was not in our numbers in prior year's results, EPS grew

by $0.02 per share and 7.7%. Dilution from Specialty in the current year was nega-
tive $G.O3 per share and nonrecurring expenses in the quarter were $2.58 million.

Our results demonstrate that our initiatives to integrate our Specialty business
is on track. In addition, based on the efforts of our associates working on this

t, our service levels and customer retention are exceeding our internal ob~
jectives. UNFI Specialty Distribution will become the fastest—growing segment of
our business following its integration into our national footprint of distribution
centers by adding new customers in this space and more fully penetrating existing
customers. ' '

Gross margin in the quarter was 19.4% versus 18.4% in the prior year. The l00 ba-
sis point improvement was reflective of higher Specialty gross margins and fuel
surcharges offsetting increased fuel costs, as well as our continued focus on pass-
ing through cost of goods inflation. Gross margin net of specialty was 15.6% versus
15.1% in the prior year.

Inflation during the quarter was 7.48%, primarily driven by increases in bulk

grains, pasta, and dairy and perishable. On the product side, sales of bulk grains,
cereals, baking supplies, and shelf stable products had double-digit growth while
general merchandise including personal care, paper and plastic goods, household
cleaners, pet food, and bottled water had declines. All indicative of a shift in

consumer behavior that retail towards less expensive, more value-oriented products.

Operating expenses in the quarter were 16.4% versus 15.1% in the prior year. In-
creases in expenses during the quarter were driven by 10 basis points of fuel in-

creases and nonrecurring expenses of 29 basis points in the quarter versus 31 basis
points in the prior year.

CapEx during the quarter was approximately $11 million. We are now operating from
our Moreno Valley, California, facility. Our York, Pennsylvania, facility is near-

ing completion and will be online in January. In addition, we announced earlier
that our corporate headquarters would be moving to a renovated facility in Provi-
dence, Rhode Island. We expect to take occupancy during early summer 2009.

We have also previously announced our intention to build a distribution center in
Texas. This is expected to begin in calendar year 2009. Once Texas and a Connecti-
cut facility expansion are completed we will have a fully built-out national struc-
ture providing us with the ability to compete on a national scale with the most
cost-efficient platform in the industry. Additionally, we expect CapEx to moderate
substantially following completion of these construction projects.

During the last two months I have traveled the US visiting UNFI customers, suppli-
ers, and associates. We are a passionate group. Strategically during the next year
UNFI will be focused on continuing to be the leader in the organic naturals supple-
ment space while integrating Specialty and working diligently to acquire new con-
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ventional organic supplement and Specialty customers.

In addition, we will be reviewing how UNFZ utilizes its national scale to take ad—
vantage of efficiencies and the implementation of some common metrics that ensure
the highest level of service while more effectively managing return on capital. We
will also focus on building market share in our existing customer base by utilizing
our industry—leading divisions, Select Nutrition and Albert's Organics.

UNFI also will further enhance its commitment to alternative energy, sustainabil-
ity, and the environment. I look forward to scheduling an investor meeting and tour
at our new York, Pennsylvania, facility during late spring 2009.

Looking ahead we are cautiously optimistic. Top—line revenue, while strong in the
first quarter, has softened during the first weeks of November. While fuel costs
and interest expense have moderated, we remain concerned about continued top~line
revenue growth across all of our channels of distribution. We will continue to be
vigilant in controlling our expenses and monitoring the economic environment and
its implications on our business. Based on current trends we remain comfortable
with our earnings estimates through the second quarter of our fiscal year.

Now I would like to turn the call over to our CFO, Mark Shamber.

MARK SHAMBER, CFO, UNITED NATURAL FOODS: Thanks, Steve, and good morning and wel-

come to everyone listening in on the call and the webcast. As Steve mentioned, net
sales for the first quarter were $864.2 million which represented an increase of
$127.8 million over last year's first quarter net sales of $736.4 million resulting
in sales growth for the quarter of 17.4%. Excluding the impact of the acquisition
of UNFI Specialty Distribution Services, net sales grew by $74.7 million, or 10.1%,
to $811.1 million.

For the first quarter of fiscal 2009 the Company reported net income of $13.2 mil-
lion, or $0.31 per diluted share, a decrease of approximately 2% over the prior
year. Net income for the first quarter of fiscal 2008 was $13.6 million, or $0.32
per diluted share. Excluding approximately $0.03 of dilution associated with UNFI
Specialty, net income would have been $14.7 million, or $0.34 per diluted share, an

increase of approximately 8% over the prior year.

Gross margin for the quarter was 19.4%, which represents a 99 basis point increase
from the first quarter of fiscal 2008, which had a gross margin of 18.4%, and a 12
basis point decline from the previous quarter. The year-over—year gross margin im-
provement is due to a combination of improved gross margins at our Specialty Divi-

sion, higher fuel surcharge revenues, and increased focus on efficiencies such as
forward buying by our purchasing teams.

It's important to note that the recent declines in fuel prices will result in

lower fuel surcharge revenue going forward, which will negatively impact gross mar-
gin. As a reminder, the offsets for our fuel surcharge revenue are outbound fuel
costs that are reflected within operating expenses on our income statement.

Operating expenses for the first quarter were 16.5% of sales compared to 15.1% for
the same period last year, a l38 basis point increase. During the quarter we in-
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Cuffed $2.: million, or approximately 29 basis points in nonrecurring expenses and
startup costs associated with our new facilities in Moreno Valley, California, and
York, Pennsylvania. We expect to incur nonrecurring expenses at a similar level to

the first quarter in Q2 as we prepare to move to our York, Pennsylvania, facility
from our New Oxford, Eennsylvania, facility in mid-January 2009.

The incremental cost of fuel for the quarter had a negative impact of l0 basis
points in Operating expenses in comparison to the first quarter of fiscal 2008, as

fuel represented 110 basis points of distribution net sales in the quarter. Sequen-
—‘=lly, fuel declined by 29 basis points over the fourth quarter of fiscal 2008.
uel costs in the first quarter declined by approximately 16% from our fourt fis-
al quarter to a national average price of $3.86 a gallon using the Department of
nergy's weekly prices, which represent an increase of approximately 30% over the

rior year average for the first quarter of $2.97 a gallon.

  

"U[*1O“J:
Share—based compensation during the quarter was approximately $1.7 million, or 20

basis points, compared to $1 million, or l4 basis points, in the prior year. Oper-
ating income for the quarter was 2.9% on a GAAP basis, a 39 basis point decline
over the prior year's fourth quarter operating income of 3.3%. Adjusting for the
costs associated with the Moreno Valley and York facilities, operating income would
have been 3.2% for the first quarter of fiscal 2009.

Our effective tax rate for the quarter ended October —— I'm sorry, November 1,
2008, was 39.6%. The increase in the tax rate for fiscal 2009 is due to the prior
year yielding a benefit related to tax credits associated with our solar panel in-
stallation projects at both our Rocklin, California, and Dayville, Connecticut,
distribution facilities.

Our inventory was at 56 days for the first quarter, above our target range of 47
to 50 days and an increase of five days in comparison to the prior year. Our higher
inventory levels at the end of the quarter were due to the inventory build that is
currently in process for the mid-January opening of our York facility, as well as
our continued efforts to work down inventory levels in our Moreno Valley facility
following its opening in September. ‘

In addition, this year we have a higher inventory build out our Specialty Divi-
sion, which was not part of the Company in the first quarter of fiscal 2008, as the
holidays in the second quarter represent Specialty's peak periods.

We expect to work our inventory levels down towards the high end of our target
range by the end of the second fiscal quarter. DSO for the first quarter was at 20
days, favorable to our target range of 22 to 25 days and a one—day improvement over
the prior year. Capital expenditures were $11.4 million, or 1.32% of net sales, for
the three months just ended which is slightly below our target spending.

At this time we continue to expect our CapEx to be in line with our previously an-
nounced guidance of $55 million to $62 million as we look to relocate from our ex-

isting Pennsylvania facility to a new facility in January 2009 and we continue to
evaluate potential facility sites in the Texas market.

At $3.4 million, interest expense reflected an 18% increase on a year-over—year
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basis due to higher debt levels associated with the prior year acquisition of UNFI
Specialty, partially offset by lower interest rates during the quarter.

The Company's outstanding commitments under our amended and restated credit facile

ity as of November 1 were approximately $321.7 million with available liquidity of
$85.8 million including cash and cash equivalents. Our leverage as of the end of
the first quarter was approximately 3.1 times based on a trailing 12 months, while
our return on capital was approximately 10% and our return on equity was 10.3%.

At this time, I would like to turn the call over to our Chair of the Board, Mi—
chael Funk.

MICHAEL FUNK, CHAIRMAN, UNITED NATURAL FOODS: Thank you, Mark. I just want to make
a couple of final comments. The Board is very pleased with the results of this
quarter, especially considering the challenges of this economic environment. In ad-
dition, we are also very pleased with the progress of our leadership transition,
which began in midmseptember and has gone very smoothly.

Now we would like to open up for any questions that you may have for us. Operator?

OPERATOR: (Operator Instructions). John Heinbockel, Goldman Sachs.

JOHN HEINBOCKEL, ANALYST, GOLDMAN SACHS: Steve, a couple of things. You talked
about the softness in November. How broad—based is that if you look at your distri-

bution channels, you look at geography, you look at product categories? Fairly
broadfbased or is it more concentrated?

STEVE SPINNER: No, I think generally speaking we are seeing the softness across

all the channels. Obviously we have some product categories that are increasing. I
mentioned that in the commentary a little hit; some categories that are decreasing.
But generally speaking, there was an overall softening in November across supple-
ments, produce, and organic & natural.

JOHN HEINBOCKEL: Is it significant enough where you need to do something different
tactically or not that —- it's not that material?

STEVE SPINNER: You know it's premature I think, John, for us to make that kind of

a judgment. We have seen a lot of volatility in the sales, swings up-andwdown week-

to~week. We really want to take a look and see what happens over the holiday sea-son.

Thanksgiving is a week later this year. We want to see what happens between
Thanksgiving and Christmas before we were really in a position to give a real good
feel for where we see sales going throughout the rest of the year.

So in answer to your question, right now we are pretty comfortable with the pro-
jects we have going on. We are not in a position to modify those as of yet.

JOHN HEINBOCKEL: Sort of as a follow-up to that, how do you think moderating inn

flation is going to play through the P&L next year? When do you think that is going
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to happen? I assume you will think it will be a little bit of a benefit, but where
is it going to be a benefit on the P&L and when do you think that takes place?

STEVE SPINNER: Well, number one we have seen elevated inflation now for a while.

Our hope is that we are seeing the last of the supply to manufacture catch up in
this quarter with the hope that inflation will start to trail off in the third
quarter. It seems unlikely, I mean, with everything that is going on that we would
have these kind of unprecedented levels of inflation continue beyond that.

JOHN HEINBOCKEL: Do you think manufacturer trade spend goes up and promotions go
up and that is how you capture it?

STEVE SPINNER: I'm sorry, say that again, John?

JOHN HEINBOCKEL: Do you think manufacturer trade spending or promotional activity,
as opposed to list price reductions, that is how it will play out and that is how
you will see it?

STEVE SPINNER: Yes.

JOHN HEINBOCKEL: All right. Then, finally, you mentioned forward buying. How big
an issue is that? Because I know one of the things for the traditional guys they

have said because of just-inmtime inventory and changes in manufacturing behavior,
you are just not seeing as much forward buying opportunity as before. Was that sig-
nificant or pretty modest?

STEVE SPINNER: No, we haven't seen that. We are taking a look at the entire sup-

ply-chain model as we speak, as it relates not only to forward buy but the way we
go to market with our suppliers across the country, what kind of value proposition
we provide them. All those things are taking place and they are in the very beginw
ning phases. But specifically answering your question regarding forward buys, we
haven't seen a lot of change there yet.

JOHN HEINBOCKEL: All right, thanks.

OPERATOR: Greg Badishkanian, [BD Company}.

GREG BADISHKANIAN, ANALYST, BD COMPANY: Great. Thanks. Just a few questions, just
on the slowness that you saw the last month or so. What does your 2009 guidance as-
sume for organic sales growth as well as just for fuel price surcharges and those
types of items?

STEVE SPINNER: Well, I mean, I would say that the organic sales growth —— we had
this last quarter or —- our first quarter was the only quarter where we were going
to still have the benefit of the Specialty year—over-year. So I think if you backed

that out it would give you an organic growth in the range of I think it's 8.5% to
10.5%, 9% to 11%, something in that range. So that is what we had from an organic
standpoint. No additional customers, etc., built—in from that perspective.

Then with respect to the fuel surcharge, I think we have talked about it before is
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that in a rising environment we gain additional revenue which helps us on the gross
margin side with -- as the fuel surcharge increases. But it only covers a portion
of the cost and so it's maybe a 70% to 80% recovery on the rising fuel prices as we
don't pass that on completely to our customers. so in a declining environment we
have the reverse benefit where there_may be a 20% to 30% tailwind for each dollar
drop in fuel prices.

I mean, ultimately, on fuel the hope is that it's neutral; in a rising or a fal-
ing market that the expense and the charge offset one another.

GREG BADISHKANIAN: Right. Good. Looking at when you look at sort of your branded
food business you look at the Millbrook business, I know it's a tough environment
for, in terms off from a liquidity perspective. But is there —— do you think there
might be some acquisition opportunities over the next 12 months?

Are you having companies come to you that might be good brands to fit into your
businesses? Is that something you are looking at? And are the take—out multiples
that are in the industry have they come down similar to what the public market
valuations have come down as well?

MARK SHAMBER: Yes, I mean as it relates to brands, we continue to make small
brands acquisitions. As a matter of fact, we just completed one; we will probably
do another one or two. They tend to be smaller very accretive deals that are a
great addition to our Blue Marble Brands program.

As it relates to the overall acquisition market, we haven't seen a lot of activity
so I really can't comment on whether the multiples have come down. I can tell you
from our perspective that it would be nice to take a little bit of a breather to
really make sure that Specialty gets integrated before we take another jump into an
acquisition of significance. However, if the opportunity was presented to us we
would take a look at it.

GREG BADISHKANIAN: Right, good. Maybe just a little bit on some of the opportuni-
ties —~Millbrook in terms of gaining new supermarket business because now you have
a full platform of products, a whole portfolio of products. Just some color on that
in terms of what the opportunities are.

MARK SHAMBER: Yes, clearly, that is one of the most significant opportunities we
have as a company, not only in Specialty but in customers that buy specialty, natu-
ral, and organic more in the conventional space or the mass market space. And that
is where we are putting a lot of effort towards to significantly grow our share in
those categories of customers and I feel pretty confident that it's going to hap—
pen. I don't want to comment as to when, but we are putting a lot of effort into
it.

GREG BADISHKANIAN: Great. Thank you very much.

OPERATOR: Edward Aaron, RBC Capital Markets.

ED AARON, ANALYST, REC CAPITAL MARKETS: Great, thanks, good morning. A couple of

© 2009 Thomson Reuters. No Claim to Orig. US Gov. Works.

B00390



11/25/08 FINDISCLOSURB 16:00:00 ?age 8

questions. So if fuel stays where it is right now it seems possible for you to
maybe come up short on your sales guidance for the year but still hit earnings. And

in that scenario what would you think is kind of a minimum level of sales that you
would need to still meet your earnings guidance?

STEVE SPINNER: That is a great question and that is one that we have obviously
spent a lot of time talking about. With the sales softening, based upon what we see
today we still think our numbers are attainable. We have got a couple of things
moving in our direction —~ fuel interest, expense control, being able to increase
our market share in some of the customers I just talked about. So I think you are
right, should the sales soften to a much greater degree, well, I guess that will be
a conversation we will have at the next quarterly call.

ED AARON: If I were to assume that organic or internal sales growth over the next
three quarters is in kind of the mid to high single-digit range, do you think in
that scenario your earnings guidance would be achievable based on what you know to-
day?

MARK SHAMBER: Yes, I think in that scenario we still feel that we could achieve

it. As you mentioned there is a number, and Steve responded, there are a number of
different levers that we could pull. And so in that sort of scenario we would still
feel comfortable with the guidance.

ED AARON: Thanks. Then on Millbrook, so it looks like adjusting for the extra

weight that you had last quarter it looks like sequentially the sales might have
been a little bit lower. But I am just trying to understand how much of that would

be seasonality versus any incremental weakness in that business. Then similarly how
should we think about seasonality of that business in the current quarter?

STEVE SPINNER: I will give you kind of two comments on that. Number one, we did
see that the Specialty business softened a little bit sooner than the business in
the other channels. Two, the biggest sales softness in Specialty when you look at

year~over—year was resulting from a group of supermarkets that we sold last year
that closed. So it wasn't a business loss, it was just that those supermarkets
closed. That represented the largest portion of the decline year~over-year.

But, clearly, the greatest opportunity for us is to obviously take market share in
the Specialty channel.

ED AARON: Right. Okay, and then last question just on the fuel surcharges. So you
mentioned that it hurts the gross margin as the surcharges come out, but it seems

like there is -- from a timing perspective there is “H you kind of get a benefit
because there is a lag period between when the fuel prices come down and when the

surcharges come down. So in that first one or two quarters initially will it hurt
the gross margin over the next one or two quarters or is it more two or three quar-
ters down the road?

MARK SHAMBER: It certainly benefited us this quarter as prices started to decline,
but we are working with our —— in order to try and work with our customers to be
more timely, both on the increasing prices as well as when prices decline, we are
looking at changing the frequency with which the fuel surcharge is adjusted.
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And as a result of that I would say that in the second and the third quarter and

going forward that it will have, certainly in this price environment with oil at
$52 a barrel, I think that you will see much more of an impact on the gross margin
this quarter than you might have had we not made that change.

STEVE SPINNER: We are looking at adjusting the fuel surcharge more on lines of
like a four— or five—week basis than sort of a trailing threeemonths basis which we

have been using before.

ED AARON: Do you have a sense of whether your competitors are doing the same
thing?

STEVE SPINNER: I do not know from that standpoint I couldn't answer that for you.
But we think it's the right thing to do, particularly with the rate at which we
have seen prices decline recently.

ED AARON: Very good. Thanks, guys.

OPERATOR: Andrew Wolf, BB&T Capital Markets.

ANDREW WOLF, ANALYST, BB&T CAPITAL MARKETS: Good morning. A couple of follow—ups.
First on Ed's questions and in relation I think Mark to your prepared comments. You
still expect to gain back some of the, I think you said 20% to 25% if I remember,

of the —— here in the deflationary period for fuel that you essentially ate on the
way up, right?

MARK SHAMBER: Correct.

ANDREW WOLF: And just help us do the math, I have been looking at trying to figure
out how many gallons you guys use a year. Is it about 9 million to 10 million gal-
lons of diesel fuel per year? Is that a good ballpark guesstimate?

STEVE SPINNER: I would say that it's in the range, Andy. I mean it certainly is
changing all the time, particularly as we relocate facilities. We make —— we con-
tinue to make efforts to reduce our consumption. I would say it has probably hov-
ered in that range consistently for the last two or three years.

ANDREW WOLF: Thank you. And on the sales, how much does the late Thanksgiving fac-
tor into potentially things not being quite as —- the slippage not being what you
think? I mean, do you have any sense? Last week must have been really down because
the year—ago was probably the biggest shipping week of the year. So is it really, I
mean, do you really have valid information to work off or do you need to see this
week?

MARK SHAMBER: See that is the reason why we really don't want to comment on the

sales number because you are exactly right. We really want to wait until we see
this week as well as the next couple of weeks up until Christmas before we can
really feel like we have enough information to get to an intelligent basis for how
we look at sales moving forward.
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ANDREW W LE: Then I guess a lot of the food at home retailing space is doing bets
ter; people are preparing more at home. Thanksgiving shouldn't be any different. Do
you have any sense how this week might look for the retailers or on your shipping
side?

STEVE SPINNER: Not at this point.

ANDREW WOLF: Okay, and Steve, I wanted —— both in the press release and in your
remarks you know you guys are sounding increasingly bullish about getting new cus-
tomers as an integrated company with Specialty. Is that more of informed, if you
will, from things you are seeing out in the field and hearing from your sales
pitches? Or is it more just internally, like the integration is finally where it
should be and you feel you are prepared to go to market with a persuasive sales
pitch?

 

So is it more evidence that people are listening to what you are saying or is it
more you just feel like you are ready to go to market?

STEVE SPINNER: I think it's both. I mean I think people -- you know, the reason

why we bought the Specialty is because our customers told us that they wanted us to
sell it to them. We needed the year to get that business turned around, start the

integration, make sure our service level was good before we really wanted to go in
front of them to tell them we were ready.

We are now going in front of them to tell them we are ready. So, again, we have
got that process and that project resourced up and we are out there making the
calls. I am out there making the calls and it’s very important for us to land some
new business in that space.

ANDREW WOLF: And just a quick follow-up. I mean, I think you have alluded to this
but is there a structural advantage for UNFI that is part of either pricing or ser-

vice levels? What are you saying that distinguishes UNFI from some of the competi-
tors that a retailer is going to really get interested in?

STEVE SPINNER: I think the answer is that number one we have the most robust dis-

tribution network, so when you look at where our DCs are we can do it more effi-
ciently from a cost perspective than most, if not all. Secondly, I don't think
there is anybody that competes with us on an SKU to SKU on the natural organic
space. So for the retailer that really has a commitment to being in the natural and
organic business, we carry 20,000—plus line items. So that is a tremendous point of
differentiation.

But I would tell you that the biggest reason is that if you look at our distribuw
tion network, the way we can go to market throughout the United States and cover
all of our customers‘ facilities without running thousands of miles, we are the one
that can do it.

ANDREW WOLF: So does that translate into a better dead net cost delivery or just a
better service levels or both?
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STEVE SPINNER: It‘s all of the above.

ANDREW WOLF: Okay, thanks.

OPERATOR: Scott Van Winkle, Canaccord Adams.

SCOTT VAN WINKLE, ANALYST, CANNACORD ADAMS: Sorry, can you hear me guys?

STEVE SPINNER: Yes, Scott.

SCOTT VAN WINKLE: I guess for you, Mark, when you think about inflation does that
include fuel surcharges?

MARK SHAMBER: No.

SCOTT VAN WINKLE: So you would add that on top of inflation? That is really kind
of an inflation measure, wouldn't it be?

MARK SHAMBER: It would be, but I mean depending on where the prices increase and
the timing of how the quarter had been on a trailing basis, it doesn't always work
itself out to be a fair reflection. If there is a week that changes -- if there is
a week that moves us from one bracket to the next by a penny and then it jumps
right back down, it sort of becomes a false measure for that quarter.

So I mean there are some aspects off it, if you were looking at the fuel overall,
but from the surcharge and the way it's calculated it doesn't have as much validity
by virtue of how we put it in place.

SCOTT VAN WINKLE: Okay. On the private—label side, can you see into your customers
to identify if there is any change in mix towards private label. Obviously we hear
it from your largest customer, but I am wondering from the supermarket side if-you
see that. We hear certainly a lot of talk about it on the conventional side.

STEVE SPINNER: No, I don't think so. We are not handling that for them so I don't
know that we would have that same visibility other than if we were to see any

changes in our growth with them.

SCOTT VAN WINKLE: Okay, great. Thank you very much.

OPERATOR: Scott Mushkin, Jefferies & Co.

BAKLEY SMITH, ANALYST, JEFFERIES & CO-: Hi, guys. This is Bakley Smith filling in

for Scott today. I just wanted to talk about real quickly your cash levels. How do
you feel about —— I understand that you have had to build out some inventory levels
with the expansion or new facilities etc. Talk to us a little bit about the $7.5
million as of the end of lQ as it compares historically and how you feel about
that.
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MARK SHAMBER: Honestly, the cash at any point in time that we have on hand is
really a reflection when we have LIBOR strips expiring that we can pay down the
debt. So you know if you look at the fact that at year-end we were at $25.3 mil-

lion, we would have had less cash on hand if there had been a LIBOR strip expiring
that last day versus the current scenario.

So we tend to look more at our availability and liquidity from that standpoint

versus the straight cash, as we are a net debtor. From that particular standpoint,
this is —— the first quarter is generally our high water mark for the year, so you
see that from a standpoint of the increased inventory levels in a general sense.

Then, obviously, with Moreno Valley opening and York preparing to open we have got
additional inventory on hand.

So if I look at it from that perspective, we will continue to work our inventory
levels down. The back half of the year is really where we generate a lot of the
free cash flow that we have, whether we put it to CapEx or yield free cash flow. So
from where we stand right now I am very comfortable with the levels that we are at.

BAKLEY SMITH: Okay. I guess we have kind of hit on the diesel —— I did have a
question about diesel, but it sounds like the benefits from lower diesel costs are

more in the future than you would have seen in the recent quarter. So is that the
_message I am getting?

MARK SHAMBER: Yes, if you look at where the prices were we were still up year-
over—year in diesel prices.

BAKLEY SMITH: Okay. And just I know that no one changed their contracts around

this time of year, but do you have any previews or insight into how contract nego-
tiations are going as we get into the first calendar quarter of '09?

STEVE SPINNER: Nothing we really would comment on.

BAKLEY SMITH: Okay. Well, thanks very much.

OPERATOR: Bob Cummins, Shields & Company.

BOB CUMMINS, ANALYST, SHIELDS & COMPANY: Thanks very much and good morning, every-
body. I wanted to get a little more detail, a little more flavor for your Specialty
business. To what extent does their distribution extend across the country or do
they just market in certain regions?

What went wrong following the acquisition that resulted in the disappointing earn-
ings some how and what are you doing to get that business straightened out? Specif-
ics steps that you have been taking that are obviously having some impact now. Fi~
nally, maybe you could just give us a little more insight into how that business
may be integrated over time into your mainstream operations?

STEVE SPINNER: Let me start with that and then I will have Mark step in and give
you a little bit more on the history. As I said a little while ago, Bob, for us to
be a player in the conventional retail space, mass market space, those retailers
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really demanded that they buy natural and organic and specialty from one supplier.
Up until the Specialty acquisition, UNFI obviously was the leader in the natural

and organic space but didn't have any specialty business. So strategically long-
term we needed to be in the specialty business and this acquisition represented a
great opportunity for the Company to get into it.

f-i
will jump forward a little bit to where we are now and then I think Mark can

‘a you a little bit more color around the dilution in the first year. Where we

today is we have that business stabilized, our service level is very high. We
pretty optimistic that we are doing a great job with the customer base that we

and we are talking to a lot of customers on the natural and organic side about
"ding Specialty to our mix, as well as taking on new customers that are not cur-

tly with UNFI.

:3'IHW‘Q (DQ51)(DHH- D‘N<1(1)ED (0E-'
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From an integration perspective, we will have our first fully—integrated UNFI
Natural, Organic, and Specialty building in York, Pennsylvania, and we expect that
integration to be completed in April of 2009. We currently have a facility in Flor-
ida where we are carrying the specialty product with our natural and organic. How~
ever, those two are on different systems right now. Once we get finished with the
York, Pennsylvania, IT integration we will then move into Sarasota, Florida, and
make sure that they are on one system as well.

The idea and the project will bring us towards integrating all of our Specialty
DCS into our existing UNFI Natural and Specialty Distribution Centers within about
18 months. Once we do that we will be in a great position to really handle distri-
bution of all those products in a very, very cost effective way.

Right now Specialty is primarily in the eastern half of the US. However, we just
finished a building in Moreno Valley, California, which is Southern California. We
have some room at some of our other facilities in the West, so the intent would be

to fairly aggressively move Specialty into the West with the acquisition of a new
customer in that market. I will turn it over to Mark and he can give you a little
bit more color around it.

MARK SHAMBER: Sure. Bob, I think we have got over it on some of the previous

calls, but the short version is that the transaction dragged on longer than we
would have liked. And so the business that was cash starved when the transaction

was closed, it was a bit worse than we had anticipated at that point. We felt after
three or four months in that we needed to make some changes with the management
team and go in a different direction from an integration standpoint.

And so what that basically did is put us about four to six months behind our
original integration plan, which led to the dilution extending out beyond the end

of fiscal '08 and into the second-and third quarter of fiscal '09 which is roughly
where we anticipate we would be back at breakeven with Specialty for this year. So
I think that the business they just did not have a lot of free working capital to

invest in inventory and their service level suffered as a result. That obviously
impacted the customers and led to some of the customer losses when we took over the
business.

BOB CUMMINS: Okay, that is very helpful. Thank you.
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OPERATOR: Meredith Adler, Barclays Capital.

MEREDITH ADLER, ANALYST, BARCLAYS CAPITAL: Thank you. I would like to actually go

back to a question that was asked earlier by John Heinbockel, just talking about
some of the impact of inflation. I think there was commentary about vendors providfl
ing more promotional allowances perhaps to offset the fact that the prices haven't

come down as quickly as commodity costs have. But I wasn't sure I understood to
what extent are you getting promotional allowances?

It's certainly for some of the big branded products, not Natural, Organic, or Spe-
cialty, they are not going to have their costs come down or their prices come down
for a while. So you seem optimistic that that will happen pretty soon. So could you
just talk a little bit more about that?

STEVE SPINNER: Well, I think what maybe we were trying to get across, Meredith, is
that we have seen that —— we expect that the inflation levels will start to miti-
gate going into the third quarter. The way the question was posed I think that you

are very unlikely that you are going to see that the manufacturers lower their
prices. So if demand softens at that point or continues to be soft, what we are
more likely to see is additional promotional offerings in order to drive sales from
the manufacturers‘ standpoint.

And so that is when we would expect to see similar levels or increased levels,
perhaps, on a forward-buying opportunity. But that is sort of the direction that we
were going in trying to answer that question.

MEREDITH ADLER: Okay, that makes more sense. Just I guess a follow up with that,
you say that most of the opportunities in forward buy. Do they also actually pro-
vide you funds, co-op advertising, or promotions or anything like that that you
would share with your customers?

STEVE SPINNER: Yes, I mean there are a variety of different marketing initiatives
and advertising programs that are in place. It varies by manufacturers to which a
program they feel works best for them.

MEREDITH ADLER: Great. Thank you very much.

OPERATOR: (Operator Instructions). Andrew Wolf, BB&T Capital Markets.

ANDREW WOLF: Thank you. Looking at this quarter's operating expenses and looking
at prior quarters and taking out the extra week, it looks like it's the first quar-
ter in a forever where your, actually your operating expenses sequentially, espe-
cially going from the fourth to the first quarter were flat to down. That strikes
me as a very good thing.

Is that, Steve, what you are talking about with some expense disciplines or is
that more to do with some costs that were just heavy in Q4 or heavy last year that
aren't in '09?
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SPINNER: You know, Andy, I don't know that there was so much from an expense
standpoint. But we are at a scenario now where the Sarasota facility has

been open for over a year, once we got into the middle of the first quarter. The
Portland facility at this point is coming up on, depending on which month of the
quarter anywhere from seven to nine months.

So I think it's a scenario where we have started to alleviate some of these ra-

cili:ies where we were overcapacity and operating inefficiently and yielding fine
' . _its of some of the build out that we had. I think those are some of the bene-
:;:s that we have had.
 

The other piece, as we talked about last quarter, is that where we were with the
Specialty division is that we felt we had the gross margin at the level that it
needed to be at but there was still expenses to get out from the system there. And

so the improvement that we have seen from a dilution tends to be more on the oper-
ating expense side related to Specialty than improvement in gross margin.

MARK SHAMBER: We did go through a fairly significant expense reduction in Spee
cialty. I am not sure if that is in the comparable periods that Andy is looking at,
but ——.

ANDREW WOLF: Okay. So it sounds like it's a combination of structurally the Com-

pany is just much more efficient as it builds out and some of it’s Specialty being
less dilutive. To that are you still -- I didn't hear this and if you did say it, I
apologize —— but are you still at a $0.06 budget for the year for Specialty dilu-
tion and pretty much to let the run rate to breakeven by Q4?

MARK SHAMBER: Yes, and I think that as Steve mentioned in the press release, I

think we are very happy with the progress that we saw this quarter. We think we are
still on track for that.

ANDREW WOLF: The last housekeeping item is on the distribution centers, I think

you had talked about $0.10 or $0.11, some number like that, impacting this year. It
looks like it's $0.035 so far. Could you give us a sense if that is still the num-
ber? It sounds like Texas, you may or may not —- it has a little effect, but when
is the big load for York? Is it in the second quarter?

MARK SHAMBER: It's in the second quarter, so if we were to go back to year-end, I
had given at that time an estimate of $0.03, $0.04, $0.01, $0.02 as to how I

thought it would play out over the four quarters. There was a little more of a load

in the first quarter and I think the second quarter will be relatively consistent.
So if you say it was close to $0.035 this quarter, I think it would be similar for
the second quarter.; instead of being $0.04 maybe a little bit less than that in
the second quarter. But yes at this point I would say we are still on track for
roughly $0.10 for the year.

ANDREW WOLF: That would mean Texas you start to spend some money that impacts Q4?

MARK SHAMBER: Yes, at this point I would say that is still on track. We have

talked that Texas could slide into fiscal 2010. But at this point I don't think we
would be changing that so we would still have it in 2009.
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ANDREW WOLF: Thanks.

O??RATOR: At this time there are no further questions. I would like to turn it
back :0 management for any closing remarks.

STEVE SPINNER: Thank you. I want to once again thank you for joining us this morn-
ng. Despite the challenges we all face in these difficult times, UNFI will execute
ts long-term core strategies for growth. Thank you for your continued interest in
NFI and have a great day.

(31.1.1..
OPERATOR: Thank you, sir. Ladies and gentlemen, if you would like to listen to a

replay of today’s conference please dial 1-800-405-2236 or 303-590-3000 using the
access code of lll22l76 followed by the pound key. HCT would like to thank you for
your participation on today's conference. You may now disconnect.
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Learn About the Nutritional Supplements in the U.S., Third Edition

LONDON, UNITED KINGDOM l0/09/08 LONDON, UNITED KINGDOM, October 9 / MARKET WIRE/ ~fi

Reportlinker.com announces that a new market research report related to the Vita-
mins ~ Supplements industry is available in its catalogue.

Nutritional Supplements in the U.S., Third Edition

http://www.reportlinker.com/p096420/Nutritional—Supplements-in-thewUS—Third—
Edition-html

Economic downturn of 2008 notwithstanding, the U.S. market for nutritional supple~
ments is poised for healthy growth, with sales forecast to climb 39% from 2007 to
2012 to reach $8.5 billion, following a major rebound in 2006~2007-

Helping to protect the category as consumers tighten their discretionary spending
belts are the strong preventive health care angle of supplements and the market's
sizeable component of better—off demographics including aging Baby Boomers. Nutri-
tional Supplements in the U.S. reports on numerous other positive factors also at
play, including industry efforts to promote supplements as more essential than ever
in weak economic times since they can help to avert the need for much costlier pre-
scription drugs and medical treatments, bolstered product credibility as a result
of the newly implemented federal GMP (Good Manufacturing Practices) and AER (ad-
verse event report) requirements, increased industry self—regulation, and a steady
stream of innovative new products targeting an ever broader range of increasingly
specific conditions-especially the many age—related issues of aging Boomers and
seniors.

This}Packaged Facts report examines the U.S. market for nutritional supplements
sold to consumers through the entire retail spectrum, including vitamins, minerals,
herbals, homeopathics and combination products. The report provides extensive re-
tail sales breakouts, past and future, along with a thorough examination of market
drivers, the competitive situation, marketer and brand shares, marketing trends,
and consumer trends, including health, wellness and dietary patterns and interest
in nutraceutical foods and beverages.
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Special features of Nutritional Supplements in the U.S. include a detailed exami-
nation of sales and market share trends in the natural supermarket channel, and of

condition-specific products in myriad mass-market segments including joint, Cal-
" dild:en's, eye, energy: heart, men's, women's, brain, digestive and cos-

metic. The report also covers topics including organic and "green" appeals, productZ -

Using Information Resources, Inc.'s Infoscan Review data, the report quantifies
sales and marketer/brand shares across four mass-market categories (General Supple-

ments, Multivitamins, l & 2 Letter Vitamins, and Liquid Vitamins), while using

SPINSscan reporting to quantify sales and brand shares through natural supermarkets
for two classifications (Vitamins & Supplements and Herbals & Homeopathics). Sim-
mons Market Research Bureau and BIGresearch consumer survey data form the basis of

an in—depth examination of product and brand penetration levels, while also explor-
ing consumer attitudes toward nutritional supplements vis-awvis related trends such
as preventive health care, healthy eating and the economy. The report also quanti-
fies new product introductions based on Datamonitor's Productscan Online tracking
service and extensive Internet canvassing, and profiles selected marketers of nu-

tritional supplements including Alacer Corp. (Emergen-C), Bayer (0fl€"A“DaY ): GNC,
NBTY (Nature's Bounty) and Nature's Way.

Chapter 1: Executive Summary Market Definition Scope of Report Exclu-
sions Product Categories and Classifications Report Methodology The Market Retail
Sales Reach $6 Billion in 2007 Mass-Market Sales Turn Around Natural Supermarket

Sales at $1.2 Billion in 2007 Figure 1-1: Comparative Sales Growth of Nutritional

Supplement Sales by Channel: Mass-Market, Natural Supermarket, Overall: 2005-2006
vs. 2006-2007 (percent) General Supplements Dominate Mass-Market Sales Condition-
Specific Products Gaining Ground Market Outlook The Marketers Competitive Overview
Natural Product Marketers Private—Label Share Declines from 2003 to 2007 NBTY and

Pharmavite Make Big Market Gains Condition—Specific Products Charting Healthy
Growth Top Brands in the Natural Supermarket Channel Figure l-2: Market Share of
Vitamins/Supplements in the Natural Supermarket Channel: Top Five Brands Combined
vs. All Other, 2005-2008 (percent) New Product Trends Supplement Introductions
Surge, Then Dive "Natural" and "Upscale" the Most Frequently Seen Claims Macro
Trends Supplements Marketers Offering More Bang for the Buck Enzymatic Therapy
Launches Certified Organic Supplement Superfood Supplements Competing with Func-

tional Foods Kids Supplements Filling in Dietary Gaps Cosmeceuticals Promise Beauty
in a Bottle Consumer Trends 56% of Adults Use Supplements Figure 1-3: Percent of

Adults Using Nutritional Supplements, 2003-2008 (U.S. adults) Fish Oil/Omega 3
Supplements Posts Biggest Usage Gains Top Brand Lines Are Multivitamins Faith and
Doubt on Supplement Efficacy Supplement Users Proactive About Healthcare 40% of
Supplement Users Are Boomers Other Key Demographic Groups Chapter 2: Introduction

Market Definition Scope of Report Exclusions Product Categories and Classificaw
tions Vitamins Minerals Supplements Product Classifications Mass-Market Chan-
nel Natural Channel Combination Formulas Other Product Classifications Single-

Element vs. Multivitamin/Mineral Synthetic vs. Natural Demographic Segmenta-

tion Delivery Systems Industry Regulation FDA and DSHEA Oversee Supplements Indus-
try The Nutrition Labeling and Education Act (NLEA) Qualified Health Claims RDAS,
RDIS, DRVS and DVs The Dietary Supplement Health and Education Act DSHEA Remains
FDA Focus, Evolves FDA Releases Good Manufacturing Practices for Dietary Supple-

ments Congress Passes Adverse Event Reports (AER) Bill CRN Spearheading Industry
Self—Regulation Chapter 3: The Market Market Size and Growth Retail Sales Reach $6
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Billion in 2007 Table 3-1: U.S. Retail Sales of Nutritional Supplements, 2003-

2007 (in millions of dollars) Mass-Market Sales Turn Around Table 3-2: Mass-Market

Sales of Nutritional Supplements, 2003-2007 (in millions of dollars) General Sup-
plements Category Leads Mass-Market Recovery Table 3-3: Mass-Market Sales of Nutri-
tional Supplements: By Product Category, 2003-2007 (in millions of dollars) Table

4: Annual Dollar Growth/Decline in Mass-Market Sales of Nutritional Supplements:

—oduct Category, 2004-2007 (in millions of dollars) Table 3-5: Annual Percent-
wth/Decline in Mass-Market Sales of Nutritional Supplements: By Product

2004-2007 (percent) Natural Supermarket Sales at $1.2 Billion in 2007 Ta-
Natural Supermarket Sales of Nutritional Supplements, 2005-2007 (in mil-
dollars) Figure 3-l: Comparative Sales Growth of Nutritional Supplement

by Channel: Mass-Market, Natural Supermarket and Overall: 2005-2006 vs.
-2007 (percent) Market Composition General Supplements Dominate Mass—Market

' Share of Mass-Market Sales of Nutritional Supplements by Product

Category, 2003 vs. 2007 (percent) Condition-Specific Products Gaining Ground Table
3-7: Mass-Market Sales and Market Share of Condition- Specific Supplements, 2003-

2007 (in millions of dollars and percent) Joint Supplements Surpass Calcium Sup-

plements Children's Supplements on the Ups Double-Digit Growth in Eye and Energy
Supplements Heart Supplements Chart Fastest Rate of Growth Women's Supplements Lose
Ground Trends in Brain, Digestive and Cosmetic Supplements Figure 3-3: Share of
IRE-Tracked Sales of Nutritional Supplements: By Condition-Specific Type, 2003 vs.

2007 (percent) Table 3-8: Mass-Market Sales of Condition-Specific Supplements: By
Product Type, 2003-2007 (in millions of dollars) Table 3-9: Annual Dollar
Growth/Decline in Mass-Market Sales of Condition-Specific Supplements: By Product

Type, 2003- 2007 (in millions of dollars) Table 3-10: Annual Percentage
Growth/Decline in Mass- Market Sales of Condition—Specific Supplements: By Product

Type, 2003-2007 (percent) Natural Supermarket Channel Trends: Vitamins/Supplements
Is Larger Classification Figure 3-4: Share of Natural Supermarket Sales of Nutri-
tional Supplements by Classification, 2005-2007 (percent) Supplement Oils Lead
Vitamins/Supplements Classification Table 3-11: Sales of Top Five Selling Vita-
mins/Supplements Categories in the Natural Supermarket Channel, 2005-2007 (in mil-
lions of dollars and percent) Table 3-12: Share of Sales of Top Five Selling Vita-
mins/Supplements Categories in the Natural Supermarket Channel, 2005-2007 (per-
cent) Table 3-l3: Top Five Vitamins/Supplements Growth Categories in the Natural
Supermarket Channel, 2005-2007 (in millions of dollars and percent) "Other Herb-
als" Dominate Herbals/Homeopathics Classification Table 3-14: Dollar Sales of Top
Five Selling Herbals/Homeopathics Categories in the Natural Supermarket Channel,
2005-2007 (in millions of dollars and percent) Table 3-15: Share of Dollar Sales

of Top Five Selling Herbals/Homeopathics Categories in the Natural Supermarket
Channel, 2005-2007 (percent) Table 3-16: Top Five Herbals/Homeopathios Growth
Categories in the Natural Supermarket Channel, 2005-2007 (in millions of dollars
and percent) Supermarkets Lead in Supplement Sales Figure 3-5: Share of U.S. Nu-
tritional Supplement Sales by Retail Outlet Type, 2008 (percent) Market Outlook
Macro Trends Economy Overshadows Health as Major Concern Table 3-17: Percentage of
Adults with Little or No Confidence in Short-Term Prospects for the Economy, April

2003-April 2008 (U.S..adults) Purchasing Patterns Already Shifting Figure 3-6:
Producer Price Index for Nutritional Supplements, 2002-2008 Table 3-18: Percentage
of Adults Who Are More Practical or Realistic in Their Purchases, Month Over

Month: October 2007—April 2008 (U.S. adults) Table 3-19: Adults Who Plan to De-
crease Spending by Age Range Year Over Year: April 2003-April 2008 (percent) In-
dustry Working to Position Supplements as Necessities Health Concerns Impact
American Diets Supplement Users Especially Interested in Preventive Health Table
3-20: Use of Nutritional Supplements by Strong Agreement with Selected Psycho-
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graphic Statements, 2008 (percent and index of US adults) Ongoing Competition from

Functional Foods The Natural/Organic Connection Supplements Go Green Aging Baby
Boomers an Underpinning Market Force Figure 3-7: Percent of Adults Using Nutri-
tional Supplements: By Age Bracket, 2008 (U.S. adults) Figure 3-8: Number of

Adults Using Nutritional Supplements: By Generational Cohort, 2008 (percent of to-
tal U.S. adult users) Table 3-21: Projected U.S. Population by Age Bracket, 2007-
20l5 (in thousands) Supplement Efficacy Still Being Challenged Looking Ahead
Short-Term Success Tied to Economic Trends Growing Interest in Private Label Fewer

Convenience Packs, More "Family Size" Containers Condition-Specific Trend Beget-
ting Genetic Customization Opportunities in Sleep Disorders, Stress Reduction Boom-
ers Will Ensure Steady Growth Green Packaging Projected Market Growth: Sales to
Reach $8.5 Billion by 2012 Table 3-22: Projected U.S. Retail Sales of Nutritional
Supplements, 2007-2012 (in millions of dollars) International Perspective Asia-
Pacific the Top Region Worldwide Herbal Market Size and Growth Opportunities for
U.S. Marketers China Eastern Europe Brazil India Global Outlook Chapter 4: The
Marketers Competitive Overview Natural Product Marketers Direct Marketing Companies
NBTY Wins Bid on Leiner Health Products GNC Acquired by New Private Equity Firm
Bayer HealthCare Acquires Citracal Trends in Private Label Private-Label Share
Declines from 2003 to 2007 Figure 4-1: Private-Label Share of Mass-Market Sales of
Nutritional Supplements by Category: 2003 vs. 2007 (percent) Table 4-1: Mass-
Market Sales of Private-Label Nutritional Supplements by Category: 2003 vs. 2007
(in millions of dollars and percent) Category Cross-Over and Line Extensions Con-
sumer Advertising Themes and Promotions Trade Support Retail Channel Trends Su-
permarkets Focus on Health/Wellness Natural Grocers Continue to Extend Reach, Led
by Whole Foods GNC Retooling for Future Growth Table 4-2: The U.S. Market for Nu-
tritional Supplements: Selected Leading Marketers and Brands, 2008 Marketer and
Brand Shares Methodology NBTY and Pharmavite Make Big Gains NBTY Leads in General

Supplements Multivitamins Category a Two-Horse Race Pharmavite, Private Label Domi-
nate in l & 2 Letter Vitamins Liquid Supplements Category Highly Fragmented Table
4-3: Top Twenty Marketers of Nutritional Supplements by Dollar Sales and Share of
IRI—Tracked Sales, 2003 vs. 2007 (in millions of dollars and percent) Table 4-4:
Top Twenty Nutritional Supplement Brands by Dollar Sales and Share of IRI-Tracked

Sales, 2003 vs. 2007 (in millions of dollars and percent) Table 4-5: Top Marketers

and Brands of General Supplements by IRI-Tracked Sales and Market Share, 2007-2008
(in millions of dollars and percent) Table 4-6: Top Marketers and Brands of Multi-
vitamins by IRITracked Sales and Market Share, 2007-2008 (in millions of dollars

and percent) Table 4-7: Top Marketers and Brands of l & 2 Letter Vitamins by IRI-
Tracked Sales and Market Share, 2007-2008 (in millions of dollars and percent) Ta-
ble 4-8: Top Marketers and Brands of Liquid Vitamins by IRl~Tracked Sales and Mar-
ket Share, 2007-2008 (in millions of dollars and percent) Focus on Condition-
Specific Products Condition-Specific Products Charting Healthy Growth Table 4-9:
Mass-Market Sales and Market Share of Condition- Specific Products by Type, 2003
vs. 2007 (in millions of dollars and percent) Osteo Bi-Flex on Top in Joint Health
Supplements Table 4-10: Mass-Market Sales and Market Share of Joint Supple-
ments, 2007-2008 (in millions of dollars and percent) Caltrate No. l in Calcium

Supplements Table 4-11: Mass-Market Sales and Market Share of Calcium Supple-
ments, 2007-2008 (in millions of dollars and percent) Children's Supplements Led
by Bayer's Flintstones Table 4-12: Mass-Market Sales and Market Share of Children's

Supplements, 2007-2008 (in millions of dollars and percent) Bausch & Lomb Domi-

nates in Eye Care Supplements Table 4-13: Mass-Market Sales and Market Share of Eye
Care Supplements, 2007-2008 (in millions of dollars and percent) Chaser 5 Hour En-
ergy a Big Hit in Energy Supplements Table 4-14: Mass-Market Sales and Market Share
of Energy Supplements, 2007-2008 (in millions of dollars and percent) NBTY‘s Q-
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Sorb Out Front in Heart Health Supplements Table 4-15: Mass-Market Sales and Market
Share of Heart Supplements, 2007-2008 (in millions of dollars and percent) One-A-
Day a Strong No. 1 in Men's Supplements Table 4-16: Mass-Market Sales and Market
Share of Men's Supplements, 2007-2008 (in millions of dollars and percent) Women's
Supplements Target Menopausal and Prenatal Health Table 4-17: Mass-Market Sales and

Market Share of Women's Supplements, 2007-2008 (in millions of dollars and percent)
Sales Trending Down in Brain Health Segment Table 4-18: Mass-Market Sales and Mar-

ket Share of Brain Health Supplements, 2007-2008 (in millions of dollars and per-
cent) Digestive Health Supplements Going Strong Table 4-19: Mass-Market Sales and
Market Share of Digestive Health Supplements, 2007-2008 (in millions of dollars and
percent) Olay Losing Ground in Cosmetic Supplements Segment Table 4-20: Mass-Market
Sales and Market Share of Cosmetic Supplements, 2007-2008 (in millions of dollars
and percent) Diabetes Support Supplements Still a Tiny Segment Focus on Natural Su-
permarket Brands Natural Supplement Sales Up 6.5% in 2008 Figure 4-2: Natural Su-

permarket Sales of Nutritional Supplements, 2007 vs. 2008 (in millions of dollars
and percent) Top Five Brands Account for One-Fifth of Sales in Vita-
mins/Supplements Classification Figure 4-3: Market Share of Vitamins/Supplements
in the Natural Supermarket Channel: Top Five Brands Combined vs. All Other, 2005-
2008 (percent) Table 4-21: Market Share of Top Five Brands of Vitamins/Supplements

in the Natural Supermarket Channel, 2005-2008 (percent) Table 4-22: Sales of Top
Five Brands of Vitamins/Supplements in the Natural Supermarket Channel, 2005-2007
(in millions of dollars) Table 4-23: Sales of Top Five Brands of Vita-
mins/Supplements in the Natural Supermarket Channel, 2007-2008 (in millions of
dollars) Top Five Brands Claim One-Third of Sales in Herb-

als/Homeopathics Classification Figure 4-4: Market Share of Top Five Brands of

Herbal/Homeopathic Supplements in the Natural Supermarket Channel, 2005-2008 (per-
cent) Table 4-24: Sales of Top Five Brands of Herbal/Homeopathic Supplements in
the Natural Supermarket Channel, 2005- 2007 (in millions of dollars) Table 4-25:
Sales of Top Five Brands of Herbal/Homeopathic Supplements in the Natural Super-
market Channel, 2007- 2008 (in millions of dollars) Chapter 5: Competitor Profiles
Competitor Profile: Alacer Corp Company Overview The Alacer Product Lineup Emergen-
C Sales Post Double-Digit Gains Figure 5-1: Alacer Corp. Mass-Market Sales Growth,
2003- 2008 (in millions of dollars) Website, Promotions Focus on Feeling Good

'Emergen-C in a Bottle Competitor Profile: Bayer Corp Company Background OnewA-Day:
Chasing the Top Spot in Multivitamins Figure 5-2: Share of One-A-Day Multivitamin
Sales by Variety, 2003 vs. 2008 (percent) One-A—Day Original a Big Winner Table 5-
1: Mass-Market Sales of Selected One-A-Day Products, 2007-2008 (in millions of
dollars) Competing for Seniors, Kids Citracal Gives Bayer Additional Market Clout
Table 5-2: Timeline of Selected One—A—Day New Product Introductions, 2005-2008
Competitor Profile: GNC Corp Company Background A History of Acquisitions Navigat-
ing Troubled Financial Waters On the Right Track with Rite Aid Redesigned GNC
Stores on the Way International Expansion Competitor Profile: NBTY, Inc. (Nature's
Bounty) Company Background Spate of Acquisitions Fuels Growth More Than Nature's
Bounty Figure 5-3: Share of NBTY Brand Sales, 2003 vs. 2008 (percent) Looking Ahead

Competitor Profile: Nature's Way_Qompany Background A Company of Firsts Small Com-
pany, Big Growth Potential Figure 5-4: Nature's Way Share of Natural Supermarket
Sales of Herbal/Homeopathic Supplements, 2005-2008 (percent) Chapter 6: New Prod-
uct Trends Supplement Introductions Surge, Then Dive Table 6-1: Number of Nutri-
tional Supplement New Product Reports and SKUS, 2003-2008 (number) "Natural" and

"Upscale" the Most Frequently Seen Claims Table 6-2: Top Package Tags/Claims for
New Nutritional Supplement Products, 2003-2007 (number) Figure 6-1: High-Growth
Nutritional Supplement Package Tags/Claims, 2007 vs. 2003 (number) Macrfl Trends
Homing in on Age 50 Trends in Joint and Bone Health Supplements Calcium Products
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rt Health Supplements Going Strong Pharmavite Parlays in Choles-
Tng Ingredient Pantesin Other Heart Supplements Still Relying on CoQ-

l0 and SPAS Eye Care Supplements Getting More Scientific Support Bladder Health
Supplements Join Aging-Related Pack Obesity Epidemic Spurs Interest in Diabetes
Support Products Supplements Marketers Offering More Bang for the Buck Non-
Supplem nt OTC Health Brands Crossing Over Supplement Customization Reaches New
Levels Hispanic-Specific Supplements Alternate Delivery Systems Tout Efficacy,
Novelty Drinkable Supplements Gummies and Gels Sprays and Mists Chocolate and
Clay Easier to Swallow Despite Fuzziness of Term, "Natural" Still Going Strong
Enzymatic Therapy Launches Certified Organic Supplement Homeopathic Products Popu-
lar Despite Critics Superfood Supplements Competing with Functional Foods The
Success of the Superfruit Probiotics, Prebiotics and Enzymes Target Digestive
Health Kids Supplements Filling in Dietary Gaps Cosmeceuticals Promise Beauty in a
Bottle Women's Supplements Losing Steam Supplements "To Go" Chapter 7: Consumer
Trends Introduction Notes on Simmons Data 56% of Adults Use Supplements Figure 7-1:
Percent of Adults Using Nutritional Supplements, 2003-2008 (U.S. adults) Fish
Oil/Omega 3 Supplements Posts Biggest Usage Gains Figure 7-2: Top Types of Nutri-
tional Supplement by Usage Rates, 2003 vs. 2008 (percent of U.S. adults) Top Brand
Lines Are Multivitamins Figure 7-3: Top Nutritional Supplement Brand Lines by Usage
Rates, 2003 vs. 2008 (percent of U.S. adults) Table 7-1: Overview of Nutritional
Supplement Usage, 2008 (percent and number of U.S. adults) Consumer Psychographics
Faith and Doubt on Supplement Efficacy Figure 7-4: Percentage of Adults Agreeing or
Disagreeing with Statement, "Vitamins/Minerals Make a Difference," 2008 (U.S.
adults) Figure 7-5: Percentage of Supplement Users Agreeing or Disagreeing
with Statement, "Vitamins/Minerals Make a Difference," 2008 (U.S. adult users of

supplements) Figure 7-6: Percentage of Daily Supplement Users Agreeing or Disagree-
ing with Statement, "Vitamins/Minerals Make a Difference," 2008 (U.S. adult users
of supplements) Supplement Users Proactive About Healthcare Stronger Skews for Spe-
cialized Products A Taste for Alternatives An Ounce of Prevention Branded vs.

Private Label Table 7-2: Overall Psychographic Indicators for Nutritional Supple-
ment Users, 2008 (percent and index of U.S. adults) Table 7-3: Attitudes Toward
Product Efficacy Among Nutritional Supplement Users, 2008 (percent of U.S. adults)
Table 7-4: Overall Psychographic Indicators for Daily Users of Nutri-
tional Supplements, 2008 (percentages and number of U.S. adults who

use supplements daily) Table 7-5; Top Psychographic Indicators for Nutritional
Supplement Usage by Product Type, 2008 (percent and index of U.S. adults) Table 7-
6: Top Psychographic Indicators for Nutritional Supplement Usage by Brand, 2008
(percent and index of U.S. adults) Consumer Demographics Age Is Leading Demographic
Indicator Figure 7-7: Percent of Adults Using Nutritional Supplements: By
Age Bracket, 2008 (U.S. adults) 40% of Supplement Users Are Boomers Figure 7-8:
Number of Adults Using Nutritional Supplements: By Generational Cohort, 2008 (per-
cent of total U.S. adult users) Usage Edging Up Within Age Brackets Figure 7-9:
Percent of Teens Using Nutritional Supplements, 2008 (U.S. children age 12-17) The
Gender Gap Supplement Socio-Economics Patterns by Product Type Patterns by Brand
Line Diverse Skews for Organic Products and Online Research Figure 7-10: Demo-
graphic Indicators for Purchasing Organic Nutritional Supplements, May 2008 (index
and percent of U.S. demographic groups) Figure 7-11: Demographic Indicators for Re-
searching Medicines and Supplements Online, June 2008 (index and percent of U.S.
demographic groups) Table 7-7: Nutritional Supplement Usage: Overall Demographic
Patterns, 2008 (percent, number and index of U.S. adults) Table 7-8: Percentage of
Adults Using Nutritional Supplements: By Age Bracket, 2003 vs. 2008 (U.S. adults)
Table 7-9: Percentage of Adults Using Nutritional Supplements: By Age Bracket, Men
vs. Women (U.S. adults) Table 7-10: Indices for Adult Use of Nutritional Supple-
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meats: By Educational Attainment and Household Income, 2003 vs. 2008 (U.S. adults)
Table 7-11: Demographics for Those Using Nutritional Supplements Once or More
Daily, 2008 (percent, number and index of U.S. adults) Table 7-12: Top Demographic
Indicators for Nutritional Supplement Usage by Product Type, 2008 (percent and in-
dex of U.S. adults) Table 7-13: Demographic Indicators for Nutritional Supplement
Usage by Brand or Brand Line, 2008 (percent and index of U.S. adults) Appendix:
Addresses of Selected Marketers

To order this report:

Nutritional Supplements in the U.S., Third Edition

http://www.reportlinker.com/p096420/Nutritional-Supplements-in-the-US-Third-
Edition.html
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Section: Expanded Reporting

USC School of Dentistry researchers uncover benefits of aspirin for treating
osteoporosis

University of Southern California

Researchers at the University of Southern California, School of Dentistry have un-
covered the health benefits of aspirin in the fight against osteoporosis.
Forty-four million Americans, 68 percent of whom are women, suffer from the debili-
tating effects of osteoporosis according to the National Institute of Health. One
out of every two women and one in four men over 50 will have an osteoporosis-
related fracture in their lifetime (see also University of Southern California).

This latest study identifies aspirin's medicinal role on two fronts. In mice, the
drug appears to prevent both improper bone resorption and the death of bonewforming
stem cells. The findings will be published in PLoS ONE

http://www.plosone.org/doi/pone.0002615 on Wednesday, July 9.

An aspirin regimen appears to help mice recover from osteoporosis in two useful
ways, striking a balance between bone formation and resorption, according to Asso-
ciate Professor Songtao Shi and Research Associate Takayoshi Yamaza of the USC
School of Dentistry's Center for Craniofacial Molecular Biology (CCMB),

The silent disease affects both men and women. In women, bone loss is greatest dur-

ing the first few years after menopause. Osteoporosis occurs when bone resorption
(loss of bone} occurs too quickly or when formation (replacement) occurs to slowly.

According to Shi, the removal of the ovaries and the resulting decrease in estrogen
induces osteoporosis in mice, much like the onset of the disease in post—menopausal
women. It is commonly thought that T—lymphocytes, a type of immune system cell,
play a pivotal part in this process by over-activating osteoclasts, the bone cells
that reabsorb bone material from the skeleton. Most current osteoporosis therapies
aim to curb overactive osteoclasts.

However, there seems to be another side to the T-lymphocytes‘, or T—cells‘, role in
osteoporosis, Yamaza says. While the immune cells typically attack disease cells
and other foreign entities, the T-cells can mistakenly attack healthy stem cells.
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"After infusing the mice with T~cells, the T—cells impaired the function of bone
marrow mesenchymal stem_cells as well as caused osteoclast numbers to increase," he
says.

The bone marrow mesenchymal stem cells, or BMMSC, differentiate to become many dif-

ferent cells including osteoblasts, the cells responsible for bone formation. If
this orocessed is impaired by T—cells, bone formation cannot keep up with bone re-

1.

sorption caused by osteoclasts, and bone mineral density decreases — the hallmark
or osteooorosis that leads to skeletal structural deterioration and fractures.

An aso‘r‘n regimen has been linked in earlier epidemiological studies to better
bone mineral densit , but the mechanisms of its interactions in regards to bone

health had not yet been studied extensively, Shi said.
  

"We've shown how aspirin both inhibits bone resorption and promotes osteoblast for-
mation," Shi says.

Another exciting aspect of the aspirin treatment is that the dose administered to
the mice in order to increase their bone mineral density is the same as that of a

typical human aspirin regimen when adjusted for body weight differences, he adds.
While the species difference is still a factor, the results are promising.

"When we gave a large amount of aspirin to the mouse by injection, it did not
work," Shi says, "but when we gave a low dose in the mice's water for a long period
of time, similar to a human dosage, the bone mineral density increased."

Shi and Yamaza hope that their work will translate into new clinical strategies for
osteoporosis.

"We have opened a door," Shi says. "We hope other scientists can confirm what we've
found and move the treatment forward."

The use of aspirin offers hope to patients and doctors searching for a potential
alternative to bisphophonates currently being used as a means of prevention and
treatment for osteoporosis. This latest study opens up the possibility that aspirin
some day will not only be prescribed to ward off heart disease but also
osteoporosis.
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Aspirin may help fight against osteoporosis

Report from Asian News International brought to you by HT Syndication.

Washington, July 10 —— An aspirin a day may keep osteoporosis at bay} at least
that's what a new research suggests.

Researchers at the University of Southern California, School of Dentistry have un-
covered the health benefits of aspirin in the fight against osteoporosis, which afw
fects men and women alike.

The study identifies aspirin's medicinal role on two fronts.

In mice, the drug appears to prevent both improper bone resorption and the death of
bone-forming stem cells.

According to Associate Professor Songtao Shi and Research Associate Takayoshi Ya-
maza of the USC School of Dentistry's Center for Craniofacial Molecular Biology

(CCMB), an aspirin regimen appears to help mice recover from osteoporosis in two
useful ways, striking a balance between bone formation and resorption.

In women, bone loss is greatest during the first few years after menopause. Osteo-
porosis occurs when bone resorption (loss of bone} occurs too quickly or when for~
mation (replacement) occurs to slowly.

According to Shi, the removal of the ovaries and the resulting decrease in estrogen
induces osteoporosis in mice, much like the onset of the disease in post-menopausalwomen.

It is commonly thought that T-lymphocytes, a type of immune system cell, play a
pivotal part in this process by over—activating osteoclasts, the bone cells that
reabsorb bone material from the skeleton. Most current osteoporosis therapies aim
to curb overactive osteoclasts.

However, there seems to be another side to the T—lymphocytes', or T—cells', role in
osteoporosis, Yamaza says.
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While the immune cells typically attack disease cells and other foreign entities,
the T~cells can mistakenly attack healthy stem cells.

"After infusing the mice with Tmcells, the T-cells impaired the function of bone
marrow mesenchymal stem cells as well as caused osteoclast numbers to increase," he
said-

The bone marrow mesenchymal stem cells, or BMMSC, differentiate to become many dif-
ferent cells including osteoblasts, the cells responsible for bone formation.

If this processed is impaired by T-cells, bone formation cannot keep up with bone
resorption caused by osteoclasts, and bone mineral density decreases — the hallmark
of osteoporosis that leads to skeletal structural deterioration and fractures.

An aspirin regimen has been linked in earlier epidemiological studies to better
bone mineral density, but the mechanisms of its interactions in regards to bone
health had not yet been studied extensively, Shi said.

Another exciting aspect of the aspirin treatment is that the dose administered to
the mice in order to increase their bone mineral density is the same as that of a

typical human aspirin regimen when adjusted for body weight differences, he adds.

While the species difference is still a factor, the results are promising.

The study will be published in PLoS ONE.

Published by HT Syndication with permission from Asian News International.

HTS rt 080710-726181
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HEALTH BRIEFS: Fasprin, helps prevent blood clots

Easprin helps prevent blood clots

Fasprin, a new form of low-dose aspirin that quickly dissolves on the tongue and is
absorbed by blood vessels lining the mouth, is being promoted for its heartfl
health benefits . Studies show aspirin makes blood cells less sticky and

helps prevent blood clots that can cause heart attacks and strokes.

What is it? Fasprin is an 81 milligram aspirin that dissolves in your mouth, not in
your stomach, so that it enters the blood stream in three to five minutes instead
of the usual 20 to 30 minutes.

What are the advantages? Fasprin is easy to take, requires no water, is quickly ab-
sorbed and does not irritate the stomach lining.

Children, teenagers and pregnant women should not take aspirin products. Check with
your doctor before taking any medication.

Suggested retail price is $5.99 for a 30-tablet package.

Heal faster with hypnosis

News flash: 15 minutes of hypnosis can reduce postmsurgery pain.

Mesmerizing news for breast cancer patients: Just 15 minutes of hypnotherapy can
reduce the amount of anesthesia needed during surgery and the pain, nausea and fa-

tigue afterward. Doctors at New York's Mount Sinai School of Medicine gave 200
women preoperative hypnosis or psychological consultation and also found the hypno—
sis patients were out of surgery 11 minutes earlier on average.

Find a licensed hypnotherapist at asch.net.
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Double your fat loss

Team up for a fast, fun way to get fit and slim down.

ing the grass instead of pounding the pavement could help you lose twice the
'ght, reports a University of Copenhagen study.

le couch potatoes who played soccer 3 times a week for 1 hour lost nearly 8
ounds of fat in 12 weeks, while those who jogged as often lost just 4. They also
ted their workouts as easier —— when you're focused on the ball, you don't notice

ow hard you're running.

Find a league near you at active.com.

The number of calories burned playing soccer for 1 hour: 476.
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Aspirin Foundation of America Welcomes Finding that Aspirin Reduces Risk of Stroke
Among Women

WASHINGTON March 9 WASHINGTON, March 9 /PRNewswire/ —— The Aspirin Foundation of

America (AFA) today welcomed results of the federally-funded Women's Health Study,
which found that aspirin significantly reduced the risk of stroke in women. Stroke
is the third leading cause of death among women in the US, according to the
American Heart Association.

Specifically, the study reported a 24 percent reduction in the risk of an ischemic
stroke. Ischemic strokes account for over 80 percent of all strokes.

Aspirin Foundation of America

The Women's Health Study of nearly 40,000 women over a period of 10 years is the

largest study to date to examine the health effects of aspirin among women. The
results were released March 7, 2005, by the New England Journal of Medicine.

Regarding the study‘s findings on heart health for women under 65, the AFA said it
is important to note that the study involved apparently healthy women. Those con-
sidered to be at a higher risk of a heart attack ~- which include women 65 years of
age and older —— were found to have benefited from taking aspirin. This finding is
consistent with previous recommendations by the FDA, the American Heart Association
and the government~sponsored US Preventive Services Task Force that aspirin therapy
should be considered for both men and women who are at an increased risk of suffer~

ing a heart attack.

The findings are particularly important for women because women suffer more strokes
than heart attacks in comparison to men. As a result, low~dose aspirin therapy was
said by lead researcher Julie Buring, SCD, of Brigham and Women's Hospital, to have
"important public health implications."

"This is an important study that confirmed previous findings of aspi-
rin's health benefits in preventing strokes and heart attacks among those who are
at risk," said Thomas E. Bryant, MD, president of the AFA. "These findings will
improve health care for women and will help save women's lives by assisting primary
Care physicians in prescribing an effective treatment plan."
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As with all medications, the AFA recommends that all patients considering aspirin
therapy consult with their physician.

CONTACT: Caroline Perrin, +1-800-432-3247, for the Aspirin Foundation of
America
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Findings indicate that aspirin reduces risk of stroke among women
Stroke

The Aspirin Foundation of America (AFA) welcomed results of the federally funded
Women's Health Study, which found that aspirin significantly reduced the risk of
stroke in women.

Stroke is the third leading cause of death among women in the U.S., according to
the American Heart Association. '

Specifically, the study reported a 24% reduction in the risk of an ischemic
stroke. Ischemic strokes account for over 80% of all strokes.

The Women's Health Study of nearly 40,000 women over a period of 10 years is the
largest study to date to examine the health effects of aspirin among women. The re~
suits were released March 7, 2005, by the New England Journal of Medicine.

Regarding the study‘s findings on heart health for women under 65, the AFA said
it is important to note that the study involved apparently healthy women. Those
considered to be at a higher risk of a heart attack — which include women 65 years
of age and older — were found to have benefited from taking aspirin.

This finding is consistent with previous recommendations by the FDA, the American
Heart Association and the government—sponsored U.S- Preventive Services Task Force

that aspirin therapy should be considered for both men and women who are at an in-
creased risk of suffering a heart attack.

u

The findings are particularly important for women because women suffer more
strokes than heart attacks in comparison to men. As a result, low—dose aspirin

therapy was said by lead researcher Julie Buring, SCD, of Brigham and Women's Hos-
pital, to have "important public health implications."

"This is an important study that confirmed previous findings of aspi-
rin‘s health benefits in preventing strokes and heart attacks among those who are
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at risk," said Thomas E. Bryant, MD, president of the AER. "These findings will im-
prove healthcare for women and will help save women's lives by assisting primary
care physicians in prescribing an effective treatment plan."

As with all medications, the AFA recommends that all patients considering aspirin

therapy consult with their physician.

This article was prepared by Obesity, Fitness & Wellness Week editors from staff
and other reports. Copyright 2005, Obesity, Fitness & Wellness Week via NewsRx.com.
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Study: Aspirin Reduces Stroke Risk in Older Women

Middle-age women can significantly reduce their risk of stroke by regularly taking
low doses of aspirin, according to a new study that healthcare experts say will
have major public health implications

Middle—age women can significantly reduce their risk of stroke by regularly taking
low doses of aspirin, according to a new study that healthcare experts say will
have major public health implications.

The expansive Women's Health Study (WHS), which monitored 40,000 female health pro-
fessionals 45 and older, found that taking regular, 100-mg doses of Bayer Aspirin
reduced the risk of a first stroke in apparently healthy women by 17 percent- The

aspirin regimen was even more effective against ischemic stroke, reducing the risk
of that condition by 24 percent. Ischemic strokes account for approximately 80 per-
cent of all strokes.

"The Women's Heath Study is the first large trial to demonstrate a significant
benefit of aspirin in the primary prevention of stroke, reinforcing what we know of
its efficacy from secondary prevention trials," said Brigham and Women's Hospital's
Julie Buring, principal investigator of WHS. "Although not widely recognized, women
tend to suffer more strokes than heart attacks as compared to men, and thus these

prevention data for low—dose aspirin have important public health implications."

Aspirin's benefits were most prominent in older women, according to the l0~year
randomized, double blind, placebo—controlled trial. Women age 65 and older who re“
ceived aspirin during the trial were 30 percent less likely to have a stroke, and
26 percent less likely to have a major cardiovascular event, such as a heart at-
tack.

While aspirin was effective in preventing stroke across all age groups participat-
ing in the study, the drug only reduced the risk of cardiovascular events in women
65 and older. The sponsors said in the total trial population, which comprised a
large number of younger women (ages 45-55), low—dose aspirin did not demonstrate a
significant benefit in preventing heart attacks or cardiovascular death. —— MN
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An aspirin a day may keep breast cancer away
Preventive Medicine

Women who regularly take aspirin seem to be at lower risk of the most common type
of breast cancer than those who do not take aspirin, report researchers from Colum-

bia University's Mailman School of Public Health and College of Physicians & Sur—
geons, Weill Cornell Medical College, and NewYork—Presbyterian Hospital.

Specifically, aspirin may cut the risk of hormone receptorflpositive breast can-
cer, which makes up about 60%~70% of all breast cancer cases.

The study, conducted in nearly 3,000 women in Long Island, New York — from the
Long Island Breast Cancer Study Project, headed by Marilie Gammon, PhD, professor
of epidemiology at the University of North Carolina and Lineberger Cancer Center —
was published May 26, 2004, in the Journal of the American Medical Association.

Mary Beth Terry, PhD, of Columbia University Mailman School of Public Health is
the lead author, with Alfred I. Neugut, MD, PhD, of Columbia University College of

Physicians & Surgeons and Mailman School of Public Health, and Andrew Dannenberg,
MD, of Weill Cornell Medical College as co~investigators.

"The study suggests that the use of aspirin on a regular basis can reduce the
risk of developing breast cancer," said Alfred I. Neugut, professor of Medicine and
Epidemiology at Columbia University, and co-director of the Cancer Prevention Pro-
gram at NewYork—Presbyterian Hospital. "This is among the best empirical studies
that has looked at this issue. What's more, it's the first to suggest that aspirin
may be more effective at preventing certain types of breast cancer than others."

"The study results add further to our knowledge base regarding the potential
anticancer properties of nonsteroidal anti—inflammatory drugs [NSAIDs}," said
Terry, assistant professor of Epidemiology at Columbia University Mailman School of
Public Health. "The benefits of aspirin use are still primarily for heart disease

prevention and arthritis, but aspirin does have side effects. In women who are us-
ing it for appropriate purposes, there may be additional benefits in terms of
breast cancer prevention."
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The team analyzed data collected in 1995 and 1997 from 1,442 breast cancer pa-
tients and 1,420 healthy women. The women were asked about their use of aspirin,
ibuprofen, and acetaminophen (the active ingredient in Tylenol). Aspirin and ibu-
profen are NSAIDS. Acetaminophen is a pain reliever, but it is not an NSAID.

Overall, 21% of breast cancer patients and 24% of healthy women said they used

aspirin at least once a week for the past 6 months or longer. When the researchers
compared women with breast cancer to women who were cancer—free, they found that
those who took aspirin regularly had a 26% lower risk of hormone receptor~positive
breast cancer compared with women who did not take aspirin.

The association was strongest in women who took seven or more aspirin tablets per

week; and was greater in menopausal women than in their premenopausal counterparts.
Aspirin users had the same risk of hormone receptor—negative breast cancer as women
who did not take the NSAID. And acetaminophen use was not associated with a reduced
risk of breast cancer; not enough women took ibuprofen to determine if there was a

benefit, according to the report. Overall, l2% of women with breast cancer and 14%
of those without breast cancer took ibuprofen on a regular basis.

About 60%*70% of all breast tumors contain hormone receptors and will grow when

exposed to either estrogen, progesterone, or both. Hormone receptorwpositive breast
cancer is easier to treat, because cutting off the effects of estrogen - usually

with the drug tamoxifen - can shrink the tumors.’

It's too early, though, to recommend that women start taking aspirin to prevent
breast cancer. The study is retrospective, a design in which the researchers asked
women to remember the details of their past aspirin use, which can be prone to er-
ror. And the researchers did not ask the women what dose of aspirin they took.

Many studies have suggested that NSAIDS may have anticancer properties. "There is
considerable evidence that NSAIDS protect against colorectal cancer and cancers of

the upper gastrointestinal tract. And there are several studies that have demon-
strated that NSAIDS also reduce the risk of breast cancer, the focus of our re-

search," the authors said.

Aspirin and other NSAIDS suppress an enzyme known as cyclooxygenase (COX), which
plays a key role in the production of molecules known as prostaglandins. Studies in
animals have shown that one type of prostaglandin, PGE2, induces an estrogen“
synthesizing enzyme called aromatase.

"We postulated that if that mechanism were the same in humans, then aspirin, an
inhibitor of PGE2 production, should protect better against hormone receptor-
positive than hormone receptor—negative breast cancer, and that is what we found,"
said Dannenberg, the Henry R. Erle, MD—Roberts Family Professor of Medicine at
Weill Cornell Medical College, and co-director of NewYork-Presbyterian Hospital's
Cancer Prevention Program. "From my standpoint, the ability to translate a pre-
clinical finding to the clinic is very, very exciting and a point of distinction.
To our knowledge, this is the first study where an understanding of a specific COX-
dependent mechanism has led to the identification of a subset of patients who bene-
fit from aspirin or NSAID use."
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While tamoxifen is known to help prevent hormone receptor-positive breast cancer

from recurring, aromatase inhibitors appear promising as well.

Aspirin, ibuprofen, and other NSAIDs, such as diclofenac and naproxen, inhibit
two different COX enzymes: COX-1 and COX-2. Newer drugs, such as celecoxib and ro-

fecoxib, inhibit just the COX-2 enzyme.

"Inhibitors of COX-2 such as celecoxib are widely used by postmenopausal women to

treat arthritis," said Neugut. "The results of this study suggest that these agents
might protect against breast cancer."

Study collaborators include Fang Fang Zhang and Heba Tawfik of Columbia Univer-
sity Mailman School of Public Health; Kotha Subbaramaiah of Weill Cornell Medical
College; Marilie Gammon of University of North Carolina, Chapel Hill; and Susan
Teitelbaum and Julie Britton of Mt. Sinai School of Medicine in New York City.

The study was funded in part by grants from the National Cancer Institute and the
National Institute of Environmental Health, both units of the U.S. National Insti-
tutes of Health.

This article was prepared by Obesity, Fitness & Wellness Week editors from staff
and other reports. Copyright 2004, Obesity, Fitness & Wellness Week Via NewsRx.com
& NewsRx.net.
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Aspirin may help women at high heart—health risk

The Aspirin Foundation of America commends the American Heart Association (AHA) for
its new heart-health guidelines for women. We believe these guidelines will bring
significant benefits to women's health by advancing the understanding that heart
disease is the No. 1 killer among women ("Women's heart guidelines released," Life,

Feb. 5}. USA TODAY'S story, however, fails to point out that while it's true that
the AHA does not recommend daily asgirin use for women at low risk of a heart at-
tack, it does, in fact, recommend asgirin for those at high risk. And for women_at
moderate risk, the AHA says asgirin may be considered as long as blood pressure is
controlled and the benefits of asgirin outweigh any potential risks.

According to the AHA guidelines:

* Women with less than a 10% chance of having a heart attack in the next l0 years
are considered low-risk.

* Those with a 10% to 20% chance are considered at moderate risk.

* Women with a risk of 20% or higher are high—risk.

Women who wish to calculate their risk may access the National Institutes of
Health's National Heart, Lung and Blood Institute's risk calculator at

http://www.nhlbi.nih.gov. Those who are at high or intermediate risk are encouraged
to discuss aspirin's heart—hea1th benefits with their doctor.

Thomas E. Bryant, M.D.

President

Aspirin Foundation of America

Washington

© 2009 Thomson Reuters. No Claim to Orig. US Gov. Works.
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PRODUCT IDENTIFICATION GlJli3E / so;Bayer Gnrpurailncuneumnr Gare Dlvlsluz:F. 905 

 

Beyer curpnratiun
rznnsurner Gera Divlelan _P. 803

Bayer Gurpnrailnu
Consumer Gare DivisinrlP. 509

   
Caiclurn Supplement with Fruit Flavor

Faelrages nf 3D and E0 caplet: 
 

 

 

Aika-Seltzer“ Morning
   Aieve' Cold & Sinus Reliei-W Aika-Seltzer PM‘
Beyer Corynuraiien Beyer Carpnlailnn Beyer cbrpureilannnnaurnar Care Division Gunnurmzr cam Divialnn consumer care DlltlslenP. 634 P. 505 F. 616
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Dietary Supplement _Granuiate and Tablets Antiseptic/Anesthetic

 
Am seitzer Plus“ First Ald Spray and Uquid

3-
Cold Medicine

Bayer Gorparntlunconsumer Cara ulvlulon
.9. ans _ M

Aleve“ Sinus 8: Headache
Eeyar Gnrpnraiimicunsumar Care DivisionP. G04

BaI:tine'
Bays: unrparaiionconsumer can: blulnlnnP. $1.1.

Awareness cnrpruailunP. 755

   
  Female     
  
   

Blperlence Clear - ‘-

M Weight Balance - ___,__n g_I H I

zanfilggunrlgin Natural xrfirgs Low Slrngth, Chewable AsplllnDigestive Menopause Candida. fl’3"E‘‘*' 3"” Che”? F'a""’5
9'53"“ 5! PMS FUFIEUS. Lemon Lime Effervescent Antacld

Fomlula Mnld and Pain Reliever
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Dietary Supplements AlI£a~5eEtzer' BAYER” children's
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ENFORMHATION

uryl Sulfate, Serbi-
L, Titanium Dioxide,

.YER® Aspirin Ca-
S0 coated caplets

fl:-'IR® Aspirin Gel-
gelcaps (500 mg).ents‘?
:vww.bayeraspirin-

L UNDER BOTTLE
layer Corporation”

52-1910 USA

NE!-l® PLUS
plats

Purposes:

lieverlfever reducer

orary relief of
olde

:itis

syndrome: Chil-
ihould not use this
pox or iii: symptoms
sulted about Reye's
2 serious illness re-
id with aspirin.
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ech bleeding.

3 allergic to aspirin
lever/fever reducer.
3 use if you have:
such as heartburn

agiimach pain) that‘:1

nacist before use if‘
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Jod. thinning)

doctor if:
tion occurs. Seelc
t away.
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5g is present
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to use aspirin dur-
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PRODUCT INFORMATION

 
 

  

 BAYER consumes/exp
Serving Size: One Caplet _, ?

Amount % Daily _.
Per Serving Value ‘_.__._...m..m.m._m._.m

Calcium 300 mg 30% .'(elemental) ' ".-
 mm

doctor because it may cause problems
in the unborn child or con1pllcatio'ns
during delivery.
Keep out of reach of children. In case of
overdose, get medical help or contact a
Poison Control Center right away.
Directions:

I a. full glass of water with eachs

I adults and children 12 years and over:
take 1 or 2 ceplets every 4 to 6 hours
as needed,'not to exceed 8 Caplets in 24hours

I children under 12 years: consult a doc- ‘tor
Other Information:
I contains calcium carbonate (350 mg =140 mg elemental calcium)
I aave_csrton for full directions andwarnings .
I store at room temperature
Inactive Ingredients: Calcium car-
bonate, carnauha wax, colloidal silicon
dioxide, D&-.0 red #7 calcium lake, FD&C
blue #2 aluminum lake, FD&C red,#40
aluminum lalre, hydroxypropyl methyl-
cellulose, microcrystalline cellulose,
propylene glycol, shellac, sodium starch
glycolate, starch, titanium dioxide, zincsteerate

How Supplied: .Bottle of 50 bulfered
caplet.-3 (500 mg).

I a breathing problem such as emphy-
sema, chrome hI‘DU.(}l:l.liiiE, or asthma

I  CDma _I cu] in urination due to enlarge-
ment o the prostate gland

Ask a doctor or pharmacist before use if
VD" -Is-= . . _
I talking sedatives or tranqmlizers
I tblimg a prescription dru for

I anticoagulatiou (blood 11'g)I on

. I s' .;it§ii°
When using this product avoid alcoholicdrinks.
Stop use and ask a doctor if:
I an allergic reaction occurs. Seek med-

ical helparight away. _I am gs worse or sets for more than
' 0 days _
I new symptoms occur
I ringing in the ears or loss of hearingoccurs

I redness or swelling is present
I slee lessness lasts for more than 2

was . Insomnia may be a symptom ofa serious condition.
If pregnant or breast-feeding, ask a
health professional before use. it is espe-_
cially important not to use aspirin dur-
ing the last 3 months of pregnancy un-
less definitely directed to do so by a
doctor because it may cause problems
in the unborn child or complications

  

    
 Ingredients: Calcium Carbonate, Mi-

crocryetalljne Cellulose, Aspirin, Lac-
tose, Cellulose, Meltodextrin, Starch, ‘--
Carnauba Wax, Hydroxypropyl Methy_1- l"'
cellulose, Polydextrose, Titanium Dio:E- Q,‘
ide, Tziacetiu, Sodium Starch Glycolate, I
Colloidal Silicon Dioxide, Zinc Stearate, ‘
Mineral Oil, Crospmddone, Magnesitmn ‘
Stearote, Stearic Acid. | 1What you should know about Oste-
oporosis '_
Menopausal women and women with a ,.
family history of the disease are groups ', _
at risk for developing osteoporosis. Ade- I '
quate calcium intake throughout life,
along with a healthy diet and regular ex-
ercise, builds and maintains good bone
health and may reduce the risk of osteo-
porosis. While adequate calcium intake
is important, daily intakes above
2,000 mg may not provide additional ;~--benefita. '
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Questions or comments? d‘-‘ml’-I dBllV9"V- _ - “,3 3:31-, 353;?) an Pulfpasa:
1-800-331-4536 or K“? uut °f mach of chudmm In was Dr Aspirin 81 mg ................... .. Pain reliever 

 overdose, get medical help or contact a.
Poison Control Center right away.
Directions:

I do not exceed recommended dosage
I a full glass of water with eachsee

I adults and children 12 years and over:
take 2 csplets at bedtime, ifneeded, or
se directed by a doctor.

I ézhildren under 12 years: consult a doc-or
Othsr lnformation:
I save carton for full directions andwas-mngs
I store at room temperature

Inactive Ingredients: Carnaubs. wax,
citric acid, colloidal silicon dioxide,
FD&C blue #1. aluminum lake, FD&C
blue #2 aiuminurn lake, hydroxypropyl
methylccllulose, microcrystalline cellu-
lose, propylene glycol, shellac, starch, ti-

www.bayeraspi.rin.com
USE ONLY IF SEAL UNDER BOTTLE
CAP WITH GREEN "Bayer Corporation"PFllNT lS INTACT.
Bayer Corporation
PO Box 1910
Morristown, NJ 07962-1910 USA

 
 

 Uses: For the temporary reliefof minor
aches and pains or as recommended by _'
your doctor '- _
Warnings: Reye's syndrome: Ghil- " I
dren and teenagers should not use this n
medicine for chicken pox or do symptoms
before a doctor is consulted about Reye’s
syndrome, a rare but serious illness re-
ported to be associated with
Alcohol warning: Ifyou consume 3 or
more alcoholic drinks every day, ask your
doctor Whether you should take aspirin
or other pain relievers/fever reducers. As-
pirin may cause stomach bleeding.
Do not use if you are allergic to aspirin
or any other pain relieverlfsver reducer. . _
Ask a doctor before use if you have: i V

I stomach problems (such as hearthupset stomach, or stomach pain) thatcoutuiue or come baclr
I bleeding problemsI ulcers
I asthma

Ask a doctor or pharmacist before use if
you are taking a prescription drug for

I sntificoegulation (blood thinning)0 u .

I diabetesI arthritis
Stop use and ask a doctor if:
I an allergic reaction occurs. Seek med-

ical help nght awe . .
I aiu gets worse or lasts for more than0 days
I newlsymptoms occur
I ringing in the ears or loss of hearingoccurs

I reduces or swelling is present
if pregnant or breastfeeding, ask -e
health professional before use. It is espe-

    

  

   
 

  
 

Extra Strength BAYER® PM
For Pain with Sleeplessness
Caplets

 

  
 

{Lotive Ingredients:
(In each capletl Purpose:
Aspirin 500 mg Pain reliever
Diphenhydramine citrate

38.3 mg .................................... .. Sleep aid
‘flees: For the temporary relief of occa-
Euonal headache and minor aches and "19-D5-11-U1 51103553: Zinc 5t99-Val“?
pain“ with a°°°mP‘1nY"-“F 51BEPie-“H359 How Supplied: Bottle of 40 caplets.
Warnings: Raye’; syndrome: Chfi. Questions or comments?
dren and teenagers should not use this 1-300-331-4536 01'
medicine for chicken pox or do symptoms WWw.bayeraspirin.com
before e doctor is consulted about Reye’e USE ONLY IF SEAL UNDER BOTTLE
syndrome, ,1 [gig but gefinug flluegs ra— CAP WlTH BLUE "Bayer Corporation"
Ported to be associated with aspirin. PRINT 19 lNTAC_T-
Alcohol warning: Ifyou consume 3 or Bayer Corporation
more alcoholic drinks every day, ask your 330 BOX 1910
doctor whether you gfigujd take aspirin Morristown, NJ 07932-1910 USA
“P I31‘-ller pain relievers/fever reducers. As» 1-mm‘
PIT?-EL may cause stomach bleeding.
D0 not use if you are allergic to aspirin
01' any other pain reliever/fever reducer: _ _ _
Ask a duct” before use if you have, Low Strength Aspirin Regimen
u atom ch bl h h firth R Analgesiclyiotary Supplementupaqflstolggclfncls. Efiggaii Peajn) gfigt 81 mg Aspmn-300 mg CalciumWntlnue or come back
' hleedin'g' problems
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 B_AYER® WOMEN'S ASPIRIN PLUS
.CALClUWl

  

 

 

 
Directions: For calcium, take up to 4
caplets per day.  
 Continued on next page
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615lBAYER CONSUMER PRODUCT INFUFIMATIO _ PRODUCT INFOR
Bayer Women's-—~Cont.

..—-—j"ij“‘

and for the temporary relief of pain and Stop use and ask a doctor if Cfludltioji As ASOAK;
itchinginrninor cuts, scrapes, and burns. worsens or symptoms persist fed men,’ . geek, aflected area 1'
Directions: Adults and children 2 than 7 day.5'.Tha5e could be 313'“ pfa *3 ' 15 flfiggishfi,years of age and older: Clean the afiected nous mudlmm‘ ' D13
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- ' tins :1
less definitely directed to do so by at area. Apply a small amount ofthis prod~ Keep wt °f ’E.a°h of °h'm"e"' H 5“’31- a§,e§Jf?‘:f3epm:1?i:n;a
doctor because it may cause problems ucl: on the area 1 to 3 tiroes daily. May he 1”W°d' get medical 11?]? °r “Data” 3 PDi- DOMEB0H0® est,-in
in the unborn child or complications covered with a sterile bandage. If ba.e- 5°“ O°nt‘°1C°ntEr“ght “W33” T. {ewaseent Tablets;
during delivery. dagecl, let dry first. Children under 2 Directions: .2; Each tablet, when 5;
Keep out of reach of children. In case of years of age: ask a doctor. DOME-2BOFl0® Astringent Solution and 1-egdyfor use, pron
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of sp' ' U eons’5.1 it ' - d to an acid pH.' dnikilhzn glass of water with each I serious buieds 2} are . -
dose When using this product: I3"-mchve hgmdmntl l

o for sin, adults and children 12 years . do flat, use ,-,1 9,, am the eyefi _-, o0MEB0R0® AS“ 1
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' ghlldrell U-‘Elder 12 Yea-F51 1‘-U11-‘Juli? 3 300- U do not apply over raw surfaces or h]is- one packet fgrvescent Tablets: I
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UCT INFORMATION
adients: Extra Strength
lrin Caplets: Carnauba
3, D&C Red. #7 Calcium
ilue #2 Aluminum Lake,
#40 Aluminum Lake,
?ropylene Glycol, Shellac,
In Dioxide, Triacetin
1 BAY£R® Aspirin Gel-
Lraben, D850 Yellow #10
e, FD&C Blue #1 Alumi-
}&-.G Red #40, Gelatin,
nnellose, Methylparaben,
idone, Propylene Glycol,
Shellac, Sodium Lauryl

n TJ:ioleate, Starch, Tits-l‘n'acetin

I savsso Aspirin Cap-
of 50 coated caplsts

I BA‘a'EH® Aspirin Gel-
l'30 gelcaps (500 mg).
)n1ments? -
I or vL[wW.bayeraspirin-

ion

' 07962-1910 USA

h BAYER® PLUS
in Capiets

.ent:
Purposes

tin reliever/fever reducer

temporary relief of

r of colds
n

arthritis

1ye's syndrome: Chil-
gers should not use this
:ken pox. or flu symptoms
a consulted about Reye'B
‘e but serious illness re-
ociated with aspirin.
Aspirin may cause a se-

ction which may include

:

ug _
eezmg)

‘cg: Ifyou consume 3 or
risks every day, ask your ,
you should take aspirin ;
levers/fever reducers. AB‘ ‘

stomach bieeding. I
nu are allergic to aspirin
J1 relieverffever reducer.
iefore use if you have

ems (such as hearthurflé1, or stomach pain) tbfi -me backems

pharmacist before useli -_
1 prescription drug for
n (blood thinning)

Poison Control Center right away:

. Active Ingredients:

-Uses: For the temporary relief of occa-

 

 
 

' 17-‘IF-‘Cl.il:i.t1e for chicken pox or do symptoms

PROD UCT INFORMATION
 

  
 

 I arthritis _
Stop use and ask a doctor if

I an allergic reaction occurs. ‘Seek

medical help nght away.
I gets worse or las s more than

a s

I fever lasts more than 3 days

before a doctor is consulted about Reye’s
syndrome, a rare but serious illness re-
ported to be associated with aspirin.
Allergy alert: Aspirin may cause a se-

veép allergic reaction which may include:I ves

FD8.v:C blue #1 aluminum lake, ED&.C
blue #2 aluminum lake, hypromellose,
microcrystalline cellulose, propylene gly-
col, shellac, starch, titanium dioxide, zincstearate . -'

  

   

  
- H. A How Supplied: Bottle of 40 ccpldts.

- n_ew_symptoma occur _ : Efilfillilzvlfwheegzmg} Questions or comments? ' ."
I ringing 111 the ears or loss ofhearmg . Shock 1.300.331.4535 or  

occurs

I redness or swelling is present
If pregnant or breast-feeding, ask a
health professional before use. It is espe-
cially important not to use aspirin dur-
ing the last 3 months of pregnancy-um
less definitely directed to do so by a
doctor because it may cause problems
In the unborn child or complications
during delivery.
Keep out of reach of children. In case of
overdose, get medical help or contact a

  www.bayeraspi.n‘n.com _ ,
USE ONLY IF SEAL UNDER BOTTLE '
CAP WITH BLUE "Bayer Corporation"PRINT IS INTACT. .-
Bayer CorporationPO Box 1910 .
Morristbwn, NJ 07962-1910 USA

Alcohol warning: Ifyou consume 3 or
more alcoholic drinks every day, ask your
doctor whether you should take aspirin
or other pain rolieverslfsver reducers. As-
pirin may cause stomach bleeding.
Do not use _
I if you ever had an aller 'c reaction to

any other pain reliever./15s]ver reducer
I in children under 12 years of age
I with an other product conta.in.1ng.d_i-

phenhlytilramine, including one appliedopica 11
Ask a doctor before use if you have
I stomach problems (such as heartburn,upset stomach, or stomach pom) thatcontinue or come bacl:
I bleeding problemsI ulcers
I a breathing problem such as emphy-

sema, chronic bronclutis, or asthma ,
I glaucoma

I trouble urinating due to enlargement

 
  

  
   

  
    

  BAYER® WOMEN'S ASPIRIN‘ PLUS
CALCIUM ,
Low Strength Aspirin Regimen
Analgesic]Dietary Supplement
B1 mg Aspirin-300 mg Calcium

  
  
 

smrea coNsuMEB1'__er‘;
I

II

l

I
E 

 
Directions

I a full glass of water with each
use

I adults and children 12 years and over.‘

take 1 or 2 caplets evezig 4 to 6 hoursas needed, not to exceed caplets in 24hours
I children under 12 years: consult a doc-

  

  Directions: For calcium, take up I.-to 4
caplets per day.  

   Serving Size: One Caplet 
  
 

   

  
   

  

'00)-‘ f th t l: d
Other Information Aslli a deoiijtgi Ill1f?1I§aal‘?l'I.BI:lSt before use if Pinézflfig uflgfigv
I titfilatains i:alc1ug1alcar.'-li:onati)a (350 mg :2 you are -,mg a amen c cium t ‘ gm-,1 13- ' ' - "

a save ‘carton for full directions and : Zepresléffpgfon %mj]‘::-BIS gfiizftal) 300 mg 30%
W5-F111-DEE I anticasgulation (blood grinning) 'I store at room temperature . out

Inactive Ingredients‘ Caldum 531'‘ : aggifég Ingredients: C‘a.lciu.m Carbonate,-‘Mi.
   

 bonete, carnauba wax, colloidal silicon
tliozdde, D820 red #7 calcium lake, FD&C
blue #2 aluminum lake, FD&C red #40
aluminum lake, hypromelloae, micro-
crystalline cellulose, propylene glycol,
shellac, sodium starch glycolate, starch,
titanium dioxide, zinc stearate
HOW Supplied: Bottle of 50 buffered
csplets (500 mg). ‘
Questions or comments?
1-800-331-4536 or
ww'w.bayeraspiri.n.com
USE ONLY IF SEAL UNDER BOTTLE
CAP WITH GREEN "Bayer Corporation"PRINT IS INTACT.
Bayer Corporation
PO Box 1910
Morristown, NJ 07962-1910 USA

crocrystalline Cellulose, Aspirin, Lac-
tose, Cellulose, Maltodextrin, Starch,
Carneuba Wax, Hyprcmellose, Polydex-
trose, Titanium Dioxide, Triacetin, So-
dium Starch Grlycolate, Colloidal Silicon
Dioxide. Zinc Stearate, Mineral Oil,
Crospovidone, Magnesium Stearate,
Stearlc Acid. ;
What you should know about Oste-
oporosis - ‘.
Menopausal. women and women with a
family history of the disease are groups
at risk for developing osteoporosis. Ade-
quate calcium intake throughoutlife,
along with a healthy diet and regular ex-
ercise, builds and maintains good ._hoI1e
health and may reduce the risk of osteo-
porosis. While adequate calcium intake
is important, daily intakes above
2,000 mg may not provide additionalbenefits. ' '-

Active Ingredient:
[in each caplet) Puipose
Aspirin 81 mg ................... .. Pain reliever
Uses} For the temporary relief ofminor
aches and pains or as recommended by

 
 

When using this product avoid alcoholic
drinks.
Stop use and ask a doctor if
I an aflerglc reaction occurs. Sleek med-

ical help right away.
I gain ge s worse or acts more than 10ays
I new symptoms occur -
I ringing in the ears or loss" of hearingoccurs
I redness or swelling is present.I slee Iossness lasts for more than 2

was :1. Insomnia may be a symptom ofa serious condition. .
If pregnant or breast-feeding. ask a
health professional before use. It is espe-
cially important not to use aspirin dur-
ing the last 3 months of pregnancy un-
less definitely directed to do so by a
doctor because it may cause problems
in the unborn child or complications
during delivery. '
Keep out of reach of children. In case of
overdose, get medical help or contact 9.
Poison Control Center right away.
Directions
I.do not exceed recommended dosage
I drink a full glass of Water with each

  
  
  
  
  

  
  
  

  
  
  
  
  
  
  
  

  Extra Strength BAYER® PM
For Pain with Sleeplessness
Qaplets

 
 

  
   
  

  

llfl each caplet] Purpose dose YOU-1' d°¢‘-I01”
Aspirin 500 mg ................. .. Pain reliever .' adults and children 1:2 Years and °Ve1'= W ' ; R ' u ; ah,-1.
mphanhydmmine citrate takéajf cgpclieits at‘li:IecItt1.:oB, If needed, or figfiggiaaflazgfsssggfid r301: :53 £1155

38.3 mg .............. .. Night time Sleep-aid as BC 3 y a DC or‘ medicine for chicken pox or flu symptoms   

 

I children under 12 years: consult a doc-tor ..v=
Other Information

I save _carton for full directions and

before a doctor is consulted about Reye’s
syndrome, a rare but serious J'llnoss-re-
ported to be associated with aspirin.-"

  
 

sional headache and minor aches and
PE-111s with accompanying sleeplessuess  

  
 

warnings Alcohol warning: lfyou consume 3 or
Warnings: Raye’; syndrome: C1351» " 5t‘-315 3-I3 F0031 tBmP91'at‘-I-T9 more alcoholic drinks every day, ask your
“I?-‘E11.and teenagers should not use this Inactive Ingredients: Carnauba Wax,

 citric acid, colloidal silicon dioxide, Continued on next page
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Ba er Women's—~—Cunt, For more information on how to fighty- heart disease and stroke, visit the Amer- échva Ingredmn
. . H 1, A . . W b S} Number of Alummum I,“ won capletldoctor whether you should take aspirin "’”'"' 3”. gs°°;“”"n 9 ‘E at Packets Dilution acetate ‘ Acetamjnophenor other pain relieversifever reducers.As- wwwflmeflcan ear '°rg' B _- 500 mg ------------------------ --

pirin may cause stomach bleeding. USE VEINLYGIFE UNDCEB OT_TL§ 0113 Packet _1-349 0-14% PamahmmAilergv alert: Aspirin may cause a se~ CAEUT I;l';NTl:cEl_ aye’. °"p°rat'°" dlhjmon 25 mg
Vere allergic reaction which may include: PR _ ' two Packets ,1-'2.” 023% j._‘ _ F the tem or. hives Questions or comments? dilution I U5eS- 01“ _ tag“;I facial swelling 1-800-331-4536 or _ W139 Packet-5' _1v1§3 9-4295 ,‘ svmPlr°“3'5 asaocm
‘ aglillifla lwheaziflgl www.bayeraspi.ri11.co:n d1Iuh°n ’ $1053‘ 3‘ 3 DC __ ' I ‘ l GEE-in
Doinot use if you are allergic to aspirin gayer Corpcoramgl . . ' '31“ 110‘? -‘5l71'a1I1 0? fi-11531‘ the 501‘-ll‘-1°31 _- - bloatglg . ht .
or any other Pm'J1 reliever/fever reducer. onsumer are Wmmn ' can big used 35 '3 c°mP1'595. Wt‘-3 ‘ I wat§1"‘£‘:13 glamAsl<_a doctor before use if you have P0 BPX 1910 d-Teflflmgs “T 3 505-IL - 5 ' ggfkgghe
° stomach problems (such as heartburn M01‘1'15lDW'I1. NJ 07952-1910 USA ' = : muscle achesupset stomach, or stomach pain) that Shown in Product Identification DCJMEBDRD® Tablets _

continua 01‘ 301116 back Guide, page 504 I dissolve one, two, or three tablets in 12 _i Warnmgsi M"‘°h°l
' blefldiflg Problems oz of water and stir th solution until '- consume 3 or more alco
' Ulcers full dissolved to obtain the following ' da ask your docfiflr W], . . )53-‘lliil-H13 moified Bu.row’s SolutionAskfa doctor or pharmacist before use if take acetaminophen or

er.-affever reducers. Ace
cause liver damage.
[)0 not use with any cl
mining acetaminophen
Stop use and ask a dc
. new symptoms occur

  vou are taking a prescription drug for

I aritificoagulation (blood thinning)I on
I 'abetss
I srthrilris
Stopuse and ask a doctor if
I an allergic reaction occurs. Seek med-

DOMEBORO® POWDER PACKETS
DDMEEDRDQ? TABLETS
DOMEBDROCE Powder Packets
Active Ingredient
(in each packet]: Purpose:Aluminum acetate
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1 redness or swelling i
"al h E ‘ b1: . _ two tablets 0.26% 5531 gets worse or it. main §e§,"$E,,-,§"§f asta mom than 10 648 mg ‘Asumgezit . ' ays
ays (Each powder packet. when dissolved In three tablets 0.39%" . [f pregnant or brass

I new symptoms occur water and ready for use, provides the ac» dilulzion health professional 1381
' 1'I'I|E1'11E 5-11 the B515 0? 1095 Of hearing five ingredient aluminum acetate resu.1t- ' Keep out of reach of c9931-1” . . ing fiom the reaction of hydrated ca1- ' do not strain 01' filial‘ the Efllllfiflll , _' 1'93.-1169-‘-*5 01' SWEEIJ-TIE 15 PI‘95<j-‘lit dun; acetate 339 mg and a1u_mj_uu_m sul. I can be used as a compress, wet . Overdose warmrlg
if pregnant or breast-feeding. as}: B fate H91 mg) dressing’ 0,. 3 Soak than the recnmmende
hea.li_:hproi'ess1cnal before use. It is espe- DDMEBOROE Tablets serious bgalth problem
ciallv important not to use aspirin dur- A ti 3 In diam AS A CQMPRESS QR WET DRESSLNG: ;_; dam, gag; medical help:
my the I_a§t3 mqnths of Pregnancy urI— .° " h Eb" _ P _ - saturate a clean, soft, white cloth 1 Control Center right a
i955 d9fmlt9lY directed to d0 50 bl!-3 lm 93° ta '°tl- ”"P°5"' (such as a diaper or turn sheet) in the ca] at-genius is critical
doctor because it may cause problems Aluminum acetate solution ~, as ghfldren even ifyou
in tlie unborn child or complications 457 mg _________________________________ __Agfi1-fngent I ggitltygqueeze and apply loosely to the sigma 0,. Bynlptgmaidurinia dE“VerY- (E h t bl t 11 d‘ 1 cl ' 1; 9° 9 31'“ . - . . ‘
Keep out of reach of children. In case of'- 31130195.-€113; 5,1-'uv;;(e_e1];.1rD;:is,§eD3‘i;ie -,1;_I.:fi‘:: ' ighggg gfjigggg 3E1:;;113El;‘;”é]E§3 _ _ Illrix-ecticénpak more
overdose, get medical help or contact a gradient aluminum acetate resulting fasted area ,,fe:cfed do; (See ( iP0i~9t5D- C011l5r01 09111591‘ Fight E-Walk from the reaction ofhydrated calcium ac- I discard the solution after each use mg) l

- ' - . . etate 605 mg and aluminum sulfate I re eat as often as necessary - adults and chilclreni l?lral1:ti:§'§§x doctor about regimen use 379 1115-} A5 ‘E SOAK: . " ' lake 2 “Plat” Wit] l
°f.3§Pi”J1 . Uses: temporarily relieves minor skin . lgaila li%'B:(ii:i‘§1ul?ds|Ba m the solutmn for ‘ : illnprlgii :i$§lrd68h¢?; ‘

' 33:} a mu glass Df water with each irritations due to: _ I discard solution after each use ' I children under 12 ye
I for .a:'.u, adults and children 12 Years ' P9359“ 1 ' repeat 3 tunes 21 33' ‘ ‘tut - . . iandpover: take 4- csplets not to exceed 4 : P°l5°” ‘’ - Other Information: - protect from ex- OWE’ '"f°"“"'t‘°“' 3'

caplets in 24 hours ' _ gézgggggac cessive heal: temP91'l1l?l17-'3
- ggldren under 12 years: consult a dcc- _ athleta,5 foot Inactive Ingredients: . . Inactive Ingredi
othe_',,_- Information - rashesfi caused by soaps, detergents, pgM!§3ofio® Powder Packets Wax, (L_roscarme1[%sS 3: ’I save carton for full directions and Cosme G5’ or Jewelry demm , #7 ca-mum Lake‘

Warnings W31-ningg; oomssosoo Tablets: uum Lake, h_y1=r°me1
- stoi'_e'at room‘temperal:L1.re For external use 9",‘, de:~:l:ri.n, polyethylene glycol, sodium bi- - Stearate, liII1cI'1oc§]§I1alInactive Ingredients: Calcium car- when using this product carbonate Pfgygflfifigcffiamfibouate, carnauba Wax, cellulose, colloidal - avoid cunfact with the eyes How Supplied: msilicoudioicide, crospovidono, hypromel- 0 do not cover compress or wet dressing Tablets and Packets available in 12 and ' How Supplied: CE

lose, lactose, magnesium stearate, mall:o- with plastic to prevent evaporation ' 190 count sizes auls-shaped caplets E
dexlzrzln, microcrystelfine cellulose, mi.u- 5113 use and ask a dacfor if condition Questions or comments? 1-8lJD-8(J0- ages of 24 cspletsl CD11?»

. . P

Grill .011. _ polydextroae, sodium starch worsens or symptoms persist: more than 4793 or www.baveroare.com ‘ B caplets each.glycolate, starch, stearic acid, titanium 7 days,

  
Questions or onmmfil
1-800-331-4536.

 
dioxzidla, hriacetxin, zinc stearate.

How Supplied: Bottle of 90 Caplets ( ‘
Aspirili-is not appropriate for everyone,
so he sure to talk to your doctor before
you begin an aspirin regimen.
Ideal for women on an aspirin regimen,
ascdirected by a doctor, who need a
head start on their daily calcium re-
quirenienfs to help fight Osteoporosis.0

Keep out of reach of children. If swal-
lowed, get medical help or contact a Poi-
son Control Center right away.

 
 Maximum Strength www.bayercare.coml\l'llDDL® Teen_ ASFIWN-FREE CAFF

Pains: Molt:-Symptom Menstrual Distributed by.Relief ' -. . ' ‘ . 121
ASFIIFITI Free/Caffeine Free Sayer Cumgm Efisi
came; . ’ oosumor are, , - _ , Morristown, NJ 0795i
Midol. Because your PEI‘1Dd.‘] more than : Shown in Pmduoga pain.” _ 2 Guide, Pfli

 
  
 

Directions:

DOMEBOHO® Powder Packets

I dissolve one, two or three packets in16 oz of water and stir the so ution 1:111-
izil fully dissolved to obtain the follow-
ing modified Bu.row’s Solution
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I do not bandage ti htly
I avoid contact wit the eyes and mu-

cous membranes
Stop use and ask a doctor if
I skin redness or irritation develops
I condition worsens or pain lasts for

more than 7 days or clears up and oc-
curs again within a few days

 
 

 PRODUCT INFORMATION
, 3a_V'ElC3.1'l;D?.'1 for full directions and

. gore atgi-oom temperature
Inactive Ingredients: Calcium car-
bonate, caruauba wax, colloidal silicon
gjmdde, D&G red #7 calcium lake, FD&C
Mug #2 aluminum lake, FD&G red #40

:T INFORMATIQ

sA"~rsr2®' PLUS
Caplets

 

     
 
 

 

I taking tranquilizers or sedatives
When using this product avoid aiccholic
drinks
Stop use and ask a doctor if
I an allergic reaction occurs. Seek med-

ical help right away.
I gets worse or acts more than 10a s

 

  
   

 

 
 

 
 
 
 
 
 
 
 
 
 

  

  

 
  

 

 
 

 
 
  
 
 
 
 

 
 
 

UIPOTB-D‘ rehef of uguminuro lake, hypromsllose, m.1cro- . ,.eg,.,e5a or SW31]:-mg is Present Keep out of reach of chiidren. H‘ swal-
_ . 5,3.-gtalliue cellulose, propylene glycol, . new gynlptgljflg ucgur lowed, get medical help or contact _a Poi-

’: “Ids Shellac, sodium starch glycolate, starch, I ringing in the ears or loss of hearing sou Control Center right away.

n-tamum &lm.udE'!' mm atearate ‘ - I gldgrlessuess lasts for more than 2 Di1'a°l‘i°n5‘ Adlfita and children 12
. . A HOW Sulmhedi B°tflB Df 50 bufiiired 'wee . insomnia may be a sym tom of F3315 0f age and 015151”-

thnhs caplfii-5 (500 1333- a serious underlying medical ‘ ess. ' élPP1TF E51131'°\-181? to affected 33-'93
I olsgflsagc gently until absorbed in the

E

I repeat 3 to 4 times a defyChildren under 12 years o age, consult a
doctor. ‘Other Information: store at room
temperature

Inactive Ingredients: carbomer 940,
edetate disodium, glyceryl stearate SE;
isopropyl myristate, lanoljn,_pclysorbal'.e
50, purified water, sorbitan monostea-
rate, stesryl alcohol. trolamine
Questions or comments?

How Supplied: 2 oz. tubs, oz tube
’ 1-800-331-4535 or www.hayercare.com

 
 
 
 
 
  

if pregnant or breastfeeding. ask a
health professional before use. it is espe-
cially importantnot to use aspirin dur-
ing the last 3 months of pregnancy un-
iess definitely directed to do so by a
doctor because it may cause problems
in the unborn child or complications
during delivery.
Keep out of reach of children. In case of
overdose, get medical help or contact a
Poison Control Center right away.
Directions:
I do not exceed recommended dosage

I a full glass of water with eachose

Questions or comments?
1.80D—33l-4536 or
V.-w'w.bayerasp1'rin.com
USE ONLY IF SEAL UNDER BOTTLE
CAP WITH GREEN “Bayer Corporation"
PRINT ES INTACT. .
Bayer I-IcalthCio:e LLC
PO Box 1910 _
Morristown, NJ 07962-1910 USA

a‘s syndrome: C1331
rs should not use thl
an pox or flu symptom
:onsulted about Raye
but serious illness 1-'3
ated with aspirin.
_epirin may cause a s
Lon which may includ
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BAYEH® NIGHTFIME RELIEF
' For Pain with Sleeplessness

Caplets '

. Ifyou consume 3 u
Lks every day; ask y
u should take asphm
‘ers/fever reducers. As  

    
 

 
 
  
 
 
 

  

 
 
 

 
 
 
 

   

    
  

 
 

 

   

 

 

   

   

ma -asM-d-mus» -
are allergic to aspirin . Active Ingredients: Purpose: ' as directed by a doctor. ' ' ’ Distributed by:
reliever/fever reducer [in each capletl . I child-.r'en under 12 years: do not use B“-YE" Healthca-‘"9
‘or’-2 use if you haw ' Aspirin 500 mg Pain reliever Other lrriormation: ' Consumer Gare Dlvlflmn —
LB (Epoch aihesrt)bpfin Diphenhydramiue citrate _ I save _carton for full directions and E-IE1-_riC1":;l’-19:3-[1lIJ 07962 1910 USAJr s omac - - .. ' wsrum s -

5 back: pm 3 38-3 mg ...............n Nlghfln-:.iE 1:IE:P ‘ad I store ,aligraom temperature ) 30060091-OD
1s Uses. for the temporary r e o occa- Inactive Ingredients: mmauba wax’slonal headache and minor aches and

pains with accompanying sleeplessuess
Warnings:
Fieye'5 syndrome: Children and teen-
agers should not use this medicine for
chicken pox or flu symptoms before a doc-
tor is consulted about Rsye's syndrome, a.
rare but serious illness reported to be as-
sociated with aspirin.

citric acid, colloidal silicon dioxide,
FD&C blue #1 aluminum lake, FZD&°.C
blue #2 aluminum lalre, hypromellose,
microcrystalline cellulose, pregelatinized
starch, propylene glycol, shellac, tits.-
niuru dioxide, zinc stearate
Questions or comments?
1-800-331-4536 or

 
 B!-\YER® WOMEN'S ASPIRIN PLUS

CALCIUM
Low Strength Aspirin Regimen
Analgesiclbietary Supplement
31 mg Aspirin-300 mg Calcium

armacist before use if '.
-rescription drug for
iblood thinning)

  
 
 
  

 
 
 
 
 
 
 

  
  

 
  

 
  

 
 
 

  

   
 
 
 
 
  

 
 

  

k a doctor if-sactiou occurs. Seek .".  Directions: For calcium, take up to 4
 
  

  
  

  
 
  
 

www.b ‘ ' .

‘gm ‘’-'1“’3 - th Allergy alert: Aspirin may cause a se- ayeraapmn mm caplet” Per day‘5 or as . . ' . . _ '
V mm“ 5'“ veroallergrc reaction which may include. Sewing Size. one caplet
.3 than shdays I hives I facial swelling I asthma BAYER?
occur (Wheezing) ' shock . M" I & J i t Cream Amount % Daily

am-5 91-11355 Dfheafing Aicohol warning: Ifyou consume 3 or ND:‘:'él_Ea5°v“Pain Renewing cmam' Per Serving -Value
  

  

more alcoholic drinks every day, ask your
doctor whether you should ‘take aspirin"
or other pain relievers/fever redu.cers..As-
pirin may cause stomach bleeding.
Do not use .
I if you are allergic to aspirin or any

other ain reliever/fever reducer

I in_ chilpdzen under 12 years of age _
I W1th an other product contsrmng d.1-

plhiiuhy amine, even one used on thes

Ask a doctor before use if you have
I stomach problems (such as heartburn
‘upset stomach, or stomach pain) thatlast or come back

I bleedin problems I ulcers -
I a brect g problem such as emphy-
. sema, chronic bronchitis, or asthma

I glaucoma
I trouble urinating due to an enlarged

prostate gland _
Ask a doctor or pharmacist before uss_:f
VDLI BFE

Calcium 300 mg 30%
(elemental) 

 
 

Iliug is present
-east—feading, ask a
beforeusa. his espe— ;=;-
:t to use aspirin dur-
ths of pregnancy on-
actod to do so by» a
may cause problems
‘id or complications

Drug Facts
Active Ingrdiants:
Cemphor 4%
Menthol 10% .2
Methyl

saiicylats 30% .......... .. Topical analgesic
Uses: for telnpiorsry relief of minor"
aches and pains of muscles and joints
associated with
I arthritis I simple backache I strains
I sprains
Warnings:
For external use only
Do not use
I for arthritis-lilte conditions in children

under 12. Consult a physician.
I with a beatin pad ‘
I on wounds, amaged, broken or irri-

tated skin '
When using this product

Purpose:
.. Topical analgesic
.. ’lbpical'snalgesic 

  
 

  

  
 
 
 
 
 
 
  

  

   

 
 

 

Ingredients:
crocrystalline Cellulose, Aspirin, Lac-
tose, Cellulose, Maltodextriu, Starch,
Carnauba Wax, Hypromellosc, Polydex-—
trose, ‘Titan.iu.m Dioxide, "l‘riacetio., So-
dium Stsrch Glycolate, Colloidal Silicon
Diozcicie, Zinc Steeratc, Mineral Oil,
Crospovidone, Magnesium Stearate,
Stearic Acid.
What you should know about Oste-
oparosis
Menopausal women and women With a
family history of the disease are groups
at rial: for developing osteoporosis. Ade-
quate ,oB.]cium intake throughout life,
along with a healthy diet and regular ex-
ercise, builds and maintains-good bone

  
 

 
  

of children. In case of
cal help or contact a
xter right away.

 
 
  
 
 
 

  
 

   
  
 

s of water with each _ 1-’-
em 12 years and over: 2..
to every 4 to 6 hours .
exceed 3 caplets in 24 '_.-_'

I years: consult a doc-

  
T" . I taking a prescription dru for .
carbonate (350 mg = I snticoagclatiou (bloc thinning) I, use only as dzrected
[ cslcllun) I diabetes I gout I arthritis I do not swallow Continued on next page 

 

Calcium Carbonate, Mi-,
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Bayer Women’s—-Ccmt.
PIQDD UCT/‘mom.

Inactive Ins
DgMssoso-

 

 
 
 
 

 

 
 
 
 
  

PRODUCT IN:=osmA‘no;{,
Warnings:

For external use only

Other lnforrrration:
{save _carton for full directions and

  
    

    
  

  
  
  
  
  
  
  
   
  

  

  

  

   
  
    

  
 

  
 

  
 
 
  

 
 

 

 

  

   

 
 

  
 

 

 
 

  

  
    

     
  

  
  

  
  
  
  
  
  
   

'. arnm s . . xi’-rmhealth and msyreduce the ins}: of_osteo— . §‘;,,,,, afmom temperafmre - when usrng this product g%Mg3ofioP°7“51~f3- W13-113 adequate ca-Iclllm 111-lla-lie . . . I avoid contact with the eyes poly-is important. daily illlifi-IE3-5| E50‘-'8 Inactive Ingredlentsi Caluum Far" I do not cover compress or wet drescin '19 bomite2,000 mg may not provide additional b_'3E“1t9- °,9n}“"1ba Wax: “Full!”-‘39--°°u°1&31 with plastic to prevent evaporation cm.‘ .
benefits. ' Slhcm dmmde‘ °r°89°“d°m9' hyPr°mBI' Stop use and ask a doctor if ccndifi - 59”’ Suppl’-

_ _ lose, lactose, magnesium stcarsts, mslto- ens ' to B -at Eh“ Tablets and .Actlve Ingred-lent‘ dextrin, microcrystslline cellulose, m1'u- .W°rS or ‘Wm? ma F rs] more ‘"5! 1.30 count sir{In each capletl Purpose - er-a__] oil, polydextross, sodium starch 7 ‘lays’ . _ Questions I
Aspirin 81 mg ................... .. Pain reliever giycolate, starch, stesric acid,_ titanium Keep out of reach of children. If aw-a1. 4193 or ww}
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CENTRAL NERVOUS SYSTEM

ducers. Acetaminophen may cause liver
darnage.
Do not use ,
I with any other products containing

acetaminophen. Taking more than di-
rected may cause live!‘ damage.

I if you are now taking a prescription
monoamine oxidase irlhillitor (MAUI)
(certain drugs For depression, psychiat-
ric or emotional conditions, or Parkin-
son’s disease), or for 2 weeks afier
stopping the MAOI drug. ifyou donot
know if your prescription drug contains
an MAOI, ask a doctor or pharmacist
before taking this product.

Ask a doctor before use if you have
I troubie urinating due to an enlarged

prostate gland
I heart disease ' high blood pressure .
I thyroid disease I diabetes
When using this product .
I do not use more than directed
Stop use and ask a doctor if
I new symptoms occur _ .,
I you get nervous, dizzy, or sleepless
I redness or swelling is present 7
I pain or nasal congestion gets worse or

lasts more than 7 days .
I fever gets worse or lasts more than 3

days
lf pregnant or breastfeeding, ask a
health professional before use.
Keep out of reach of children.

Overdose warning:
Taking more than the recommended dose
can cause serious heaitl1prohle1ns.In<'sse
of overdose, get medical help or contact a
Poison Control Center right away. Quick
medical attention is critimi for adults as
well as for children even ifyou do not no-
tice any signs or sjiznptoms.
Directions:

I do not use more then directed (see
overdose warning)

I children under 12 years of age: ask a.doctor

I adults and children 12 years of age and
over: take 2 ceplets or tablets. ere;-_-r 4hours

' do not ‘taice more than 12 replete or tab-lets in 24. hours
Oth er Information:

I store at room temperature _l
- read all product information before [using. I

 
Tablets available in 10 ct., 24 ct., 50 ct. 8:
100 ct. «cartons. 
EXCEDRlN® TENSION HlEADA('.:HE
lhlovartis Consumer Health, Inc-)
PAIN HEIJEVER ' ,

Drug Facts —
Active Ingredients Furposez
(in each geltabitablerts/capietslz '
Acetaminophen ' ‘

500 mg ..................... .. Pain reliever
iformulated with 65 mg cefieinel 7
Uses:

' temporarily relieves minor aches and
pains due to: . '
I headache I muscular aches .

Warnings:
Alcohol warning: If you consume 3 or
more alcoholic drirIl:.s every day, as}: your
doctor‘ whether you should take aceta-
minophen or other pain relievers/fever re-
duoers. Acetaminophen may cause liver
damage.
Caffeine warning: The recommended
dose of this product contaiiis about as
much caffeine as a cup of coffee. Limit the
use of caffeine-contaiifing medications,
foods, or be_vera.ges_ while taking this
product because too much cafi'ei.ne may
cause nervousness, irritability, sleepless-
ness, and, occasionally, rapid heartbeat.

Do not use I .
' with any other products containing

acetaminophen. Taking more than di-
rected may cause liver damage.

Stop use and ask a doctor if
I new symptoms occur
I symptoms do not get better or worsen
0 painful area is red or swollen
I pain gets worse or lasts for more than

10 days
0 fever gets worse or lasts for more than

3 days
if pregnant or breast-feeding, ask a
health professional before use.
Keep out of reach of children.

Overdose warning: Taking more than
the recommended dose can cause serious
health problems. In case of overdose, get
medical help or contact a Poison Control
Center right away. Quick medical atten-

l tion is critical for adults es well as for

I Indications:

 
 
 
 
  

 

  

  

 
 

 
 
 
 

 
 

  

  
 
 
 

 
 
 
 
 

 
 
 
 

 
 
 
 
 

 
 

 
  

  

 

 
 
  

HEADACHEJMIGRAINEJE1 1

Inactive Ingredients:
Tablets/Caplets
benzoic acid, corn starch, croso-armellose
sodium*, FD&C blue #1, FD&C red #40,
FT)&C yellow #6, gelatin, glycerin, hypro-
mellose, magnesium stem-ate, meth-
ylpai-aben*, microcrystalline cellulose,
mineral oil, polysorbate 20, povidone, pre-
gelatiriized starch, propylene glycol, pro-
pylpa.raben*, simethicone emulsion, sorbi-
tan monolaurate, stearic acid, titanium
dioxide
Geltabs
benzoic acid, corn starch, croscarmellose
sodium‘, FD&C blue #1, FDSLC red #40,
FD&C yellow #6, gelatin, glycerin, hypro-
mellose, magnesium stearate, meth-
ylpai-aben*, microcrystalli.ne= cellulose,
mineral oil, polysorlnete 20. povidone, pre-
gelatinized starch, propylene glycol, pro-
pylpai-a.hen", sirnethicooe emulsion, sorhi-
tan monclauratc, stesric acid, timniurn
dioxide . '

*::oajr contain these ingredients
Questions or comments?
1-30D—453~774-6

How Supplied: Tablets in 24 ct., 50 ct.,
100 ct. and 250 ct. cartons. Caplets in 24
ct., 50 ct., 100 ct. and 250 ct. ca.rt_ons.
Geltabs in 24 c_:t., 50 c!:., and 100 ct. cer-tons.

Shown in Procfuct Identification
Guide, page 513

EXCEDRFNQEI EXTRA $TF|ENGTHlhlovartis Consumer Health, Inc.)
PAIN FIELIEVER

For full product information seepage 684.

GOODY'S
(GiaxoSmithKline Consumer}
Body Pain Formula Powder

For full product information see page 684.

GOODY‘S®
(GIaxoSmEtl1Kline Consumer)
Extra Strength Headache Powder

For Tempo

Inactive Ingredients: benzoic acid.<:sr- I children even if you do not ngtice any Arthritis, Colds 3-. Fevernauba war, corn starch. l"D«§:C blue -‘E-‘ 1. l
lippromelloee, magnesium steer-ate. nu’-,
crocrgcstalline cellulose. mineral oil.

I
‘~'E0l. sorbitan !g simolhicooe emulsion.

monolaurate. stearic acid,
dioxide I

Questions or comments? i1—8DG—468—73"45

How Supplied:
Caplets an-'aila.ble in 2 CL, :24 CL. 50 ct...
IUU ct. & 250 ct. cartons.

 
 

signs or sj.-roptorns.
Directions:

poiysorhatc 20. pavidone. prupjrlenei ‘ do not use more than directed {seeoverdose warning)
titanium I adults and children 12 years of age and

over: tfle 2 geltabs. tablets or caplets
every 6 hours; not more than B geltabs,
tablets or caplets in 24 hum

I children under 12 years of age: ask adoctor
Other Inforxnation:

' store at room temperature

Directions:

liquid. Ma:-' be repeated in 4 to 6 bours.
Do nor. take more tliah 4- powders in any

period. Children under 1?. years2-1-hour
of age: Consult a doctor.
Warnings:

Continued on next page 

Relief of
Minor Aches <51: Pains Due to Headaches,

 

 
 
   
 
 

Adults; Place one powder
on tongue and follow uith liquid or stir
powder into a glass of water or other

Children and teenagers
should not use this medicine for chicken
pox or flu symptoms before a doctor is

1 consulted about Fleye's Syndrome, a



INFANTS’ ADVlL
CONCENTRATED DROPS
{Wyeth Consumer)
lNFANT'S ADVIL WHITE GRAPE
CONCENTRATED DROPS,
(DYE-FREE)
Fever FieducariPain Reliever (NSAII-3'}
For full product information see page 604.

JUNIOR STRENGTH ADVlL® *
SWALLDW TABLETS
(Wyeth Consumer}
Fever ReducerlPain Reliever (NSAID)
For full product information see page 605.

ALEVE CAPLETS {Bayer I-Iealthcarel
(NSAID Labeling}
iu—IéuI

_‘ For full product infomtzation see page 675.

: ALEVE COLD 8: SINUS CAPLETS
(Bayer He-althcare)
(NSAID Labeling)
lo-lév]

: For Full product information see page 6'72.

.1‘-\LEVE GELCAPS
{Bayer Healthcare)

; uvsmo Labeling:‘ [a-lév]

For fuli product information see page 675.

ALEVE TABLEFS [Bayer Healthcare)
uusmo Labeling)
la—léu]

' For full product information see page 676.

' BCILT POWDER
(Giaxo5n1i1hKline Consumer}
ARTHRITIS STRENGTH Etifi
POWDER
BC-E COLD POWDER LINE

' For full product information see peg GT7.

BUFl’-'ERlN’S

llfiouartis Consumer Health, Inc.)
Regular/Extra Strength
Pain Re|iever."Fever Reducer

For full product information see page 678.

COMTREXEI

(Novartis Consumer Health, inc.)
MAXIMUM STRENGTH
Pain Reliever,/Fever Reducer. Cough
Suppressant. Nasal Decongestant
Acetsminophon, Dextromethorphan Hflr.
Phenylephrine HCI
Non-Drowsy Coid 3: Cough
For full product infonrzation see page ‘T25.

CENTRAL NERVOUS SYSTEM

  
 
 
 
 
 
 
 

 
 
 
 
 
 

 
 
 

 
 

 
 

 
 

 
 
 
  

 
 
 

 
  

 
  

 

 
 

 
 
 

 
 
 

HEADACHEJMIGRAINEIBDS
COMTREX®

(Novartis Consumer Health, Inc.}
MAXIMUM STRENGTH
Day/Night Severe Cold & Sinus
Pain Reliever]!-"ever Reducer —_ Nasal
Depongestant - Arrtihistamine‘
Acetaminophen. Phenvlephrine HCI.
Chlorpheniramine Mal_eate"' 7
For full product information see page 725.

Alcohol warning: If you consume 3 or
more aicoholic drinks every day, ask your
doctor whether you should take aceta-
minophen and aspirin or other pain re-
lievers/fever reducers. Acetaminophen
and aspirin may cause liver damage and
stomach bleeding.
Caffeine warning: The recommended
dose of this product contains about as
much caffeine as a cup ofcoffee. Limit the
use of ca.fi'eine—containing medications,
foods, or beverages while tak_iug’th.is
product because too much caffeine may
cause nervousness, irritability, sleep-
lessness, and, occasionally, rapid heart-beat. '

Do not use

- if you have ever had an allergic reaction
to any other pain reliever/lever reducer

I with any other products" containing
acetaminophen. Taking more than di-
rected may cause liver damage.

COMTfiEX® Cold 8. Cough
Dayflllight lhlovartis Consumer
Health, Inc.)
Pain FlElieVerfFever Reducer

For full product information see page ‘726.

CONTAC® COLD AND FLU DAY
AND NIGHT

{GlaxoSmirthKline Consumer)

For full product information see page 727.
Ask a doctor before use if you have
I never had migraines diagnosed by a

health professional ‘
I a headache that is difierent from your

usual migraines '
I the worst headache of your life
I fever and shit? neck

CONTAC COLD AND FLU NON-

DHOWSY MAXIMUM STRENGTH , _
I headaches begmrnng after or caused by

tGiax°sn-fithxfine consumer, head injury etertion coughing or heuri-
Forfull product inforrnation. see page 728. ing

0 experienced your first headache afler
the age of 50

I daily headaches
CONT-Ac® col-D AND FLU I a migraine so severe as to require bedMAXIMUM STRENGTH _ rest
uslaxosmithmine Consumer) I asthma - bleeding problems

. . ,., I ulcers
For fiillproductinformation seepage 428. . Stomach problems Such as heartbmm

upset stomach. or stomach pain that do
not go away or recur

- prohiems or serious side effects from
taking pain relievers or fever reducers

I vomiting with your ro.ig:ra.ine headache

EXCEDHIN® MIGRAJNE
PAIN RELIEVEFIIPAIN RELIEVEFI AID

' C . - .
Imovanls onsumer Health Inc } Ask a doctor or pharmacist before use Ifyou are

I taking a prescription drug for:
I anticoagulatiou (thinning of theblood}
I diabetes I gout I arthri1:i.s

Iliad“ refiefier I under a doctor’s care for any serious.. am re ever Candi:-mu

Pain reliever aid g . taking am. other drug
iI

Drug Facts
Active ingredients

| {in each capletftahletlgettabl:
i .-ficetaminopheo

250 mg ................. ..
Aspirin 250 mg .

1 Caifeine 65 mgl

Purposes:

  

I taking any other product that contains
aspirin. acetaminophen, or any other
pain reliever-*'fe'-‘er reducer

Use:

I treats migraine

l Warrnings: E
§Reye's syndrome: Children and teen-
l lagers who have or are recovering from g
]chicken pox or fiu—lil-:e $}TL1PtGl'.|'lSSl‘lGL1ldl _ _ . . .4 i 21. N d War Qinot use this product. When using thisi 3'°urm1gramE’° rm” mm‘ UT sen“

product if changes in behavior with 3 afier first dose -""" _ . —‘ '= I new or unexpected svrnptorns occurau:-ea d Vorrutm . - it . -
3 an g Occur‘ cont“ 3 I stomach pain or upset gets worse or

5 doctor because these 55,-rnptorns could be I i

Stop use and ask a doctor if
- an allergic reaction occurs. Seei: medi-

cal help right away.
1
iE

 - . . asts
. an early sign of I’.e_re 5 syndroine, a rare ; - - . - -

§ but Serious m_neSS_ E ' :‘l'l'.1gll'lg'in the ears or ioss ofheanng oc-
E. Allergy alert:_.-kspirin may cause a severe l [+5 pregnant or [3,-ea5t.fgeciing_ as]; a

3119??“ T35“-‘ivifirh ""'hi\‘-h 17133‘ ififilfldfii . heailh pi-ofessionsl heicre use. it is espe-I hives I facial swelling
I asthma (wheezing) I shook. Continued on next page

 



 
  
 

   
 
 
 
   
 

  

 
  

 
 
  
 

 
  
 
  
 
 

  
  
 
 
  
 

 

 
  
  
 
 
 
 
 
 
  
 

 
  
 

  
 

 

 
  

B10/HEADACHEJMIGRAINE PER‘? FOR NONPRESCRIFTIDN DRUG
Excedrin Migreine—Cont. EXCEDWN PME‘

lluovartis Consumer Health, inc.)
cielly important not to use aspirin during PAJN REUEVEFUNIGHTHME SLEEP AID
the less 3 months ofpregnancy unless dell 3
{nicely directed to do so by a doctor he D-gug Factscause it may cause problems in the un- '

take 2 caplets. tablets or geltalas at
bedtime, if needed. or as directed by :1doctor

Other Information:
- store at room :e.rc.peraLm'e

b ‘hid E. _ ,. _ d . ‘T Active Ingredients: Purpose: - read all product iolln-motion before !J.—'-
dgfiiterc 1 or comp 1(.‘a!lOI1: u1‘I11., [in each capbletsfaabieis/gelgabsl h : ‘mg.—‘ ; ,.*er_ammop en 5 0 ma’ aln re ‘ever ’ - - _Keep out of reach of children. Di-phenhyd.t'a.u1ine 5 l Inactive Ingredlenti_- . 5 . - _ - Ca lets/Tablet
Overdose warning: Taking more than i ‘-151-3“? 35 mg --------- -- Nlghmrme bleep 3-"1 E P 5

,5 enzoic acid, carnauba wax, l;rDSL':J1'I‘;)r:l~
the I‘E'CGmInEIldBd I103‘? 6311 C3-U59 Ev"-‘TIDHS Uses: for the temporary relief of occa- ’ ose sodium‘, crospovioone", D&C yellowhealth problezns. In we of overdose, gel: _ sjunal headaches and m_im3;- aches andmedical help or contact 3 Poison Control i #10 lake, F‘D&C blue #1 lake, hyprumel-

pains with accornpenying fleepleseness. 30-‘I-E, Es"-V-‘1§.'1'435i‘-LEI SEWJYE. R1E?h}‘l?fi1‘u-Center r;g%:: away. Quick medical atten— . _ ltiou is critical for adults as well as for Warflmgs‘ hen‘, rolcz-oci-ystolline cellulose. mineral
h oil, polysorbate 20, povzdone, pregelatinchildren even if you do I191 nun‘;-3 any i Also cl warning: lfyou consume 3 or I tzed

signs or g_v-mpmmg, i more &lC0l’l.Dl.1C drinks every day, as}; your l ben*_. smaetlncone emulsion, sodium

 

starch, propylene glycol, propylpzu-e»

D. . _ doctor whether you should take aceta- i citrate, sorbitan rnonolaurate, szearicLrections‘ minopben or other pain rclle‘»'er:-;;'fe'ver re-
' E10 I105 1158 mflfe ‘Eh-‘i-1'1 d1'l'9\'-‘Ted ducers. _'r\cet2uninophen may cause liver
- adults: take 2 tablets, caplets or geltabs da_n1age_with a glass of water
- ifsymptoms persist or worsen, ask yourdoctor

' do not take more than 2 tablets, caplets
or geltabs in 24 hours, unless directed
by a doctor

- under 15 years of age: ask a doctor
Other Information:
- store at 20°-25°C (68°-77F)
' read all product information before us-

ing. Keep the box for important 1'nJ‘.'or-

acid, titsniuni dioxide

 
 

 

 
 

 
 
 

 

 
 

‘may contain these ingredients
Inactive Ingredients:
Geltabs

benzoic acid, croscarmeliose sodium, cros-
ov'idone*, D&C red #33 lake, edetate di-

so ium, FD&C blue #1, FD&C blue #1
lake, gelalin, glycerin, bypromelloee, mag
nesium stearate, znetbylparalzezf‘, micro~

 

 

 
 
 
 

 

 

Do not use

- in children under 12 years of ego
- with any other product concaining di-

phenhydmmine, even one used on skin
'* with any other products containing

acetaminophen. Taking more than di-
rected may cause liver damage.

Ask a doctor before use if you have' glaucoma
_ . _ starch, propylene glycol, propylpeu-abcn'*‘,

- a breathing problem such as emphy- simethicone emulsion, sorbitan mono-
mafion sema or chronic bronchitis laurate, stearic acid, titanium dioxide

' 7 tr bl urinatzi d t :11 *1-— , _ , _Inactive Ingredients: ' prigtaie giand ng Be 0 an e arged ‘may contain these 1]1g1'Ed.lEl:1lZSTablets
Ask a doctor or pharmacist before use if
you are taking sedatives or tranquilizers.
When using this product
' avoid alcoholic drinks
- drowsiness may occur '
' be careful when driving a. nJ._ol:or vehicle

or operating machinery

Stop use and ask a doctor if ,
- new symptoms occur; ' ' ‘ E
9 sleeplessnessr Iasfi continuously - for

more than 2 weeks. Insomnia may be a
symptom of serious underlying medical
illness. _ _ _ '

' pair: "gets worse or lasts fornnore than
10 days ' ' ' _ _, "

0 painful area is red or swollen .
I fever gets worse or lasts for more than

3 days _ " _ : , _=
if ‘pregnant ‘or breastfeeding, ask" a
health professional before use. on

Questions or comments?
1-800-453-7746

How Supplied: Caplets available in

benzuic acid, carnauba wax, FD&C blue
#1‘, hydroxypropylcellulose, l'1y'promeI-
lose, microcrystalline cellulose, mineral
oil, polysorbaize 20, povidone, propylene
glycol, simethicone emulsion, sorbitan
monolaorate, : stearic acid, titaniumdioxide’‘' ' «
Geftabs - — ' " -I

benzoic acid, D&C yellow #10 lake, diso-
dium EDTA, FD&C blue #1 lake, FD&C
red #40 lake, ferric oxide, gelatin,
‘glycerin, hytiromfpropylcellulose, bypro-
mellose, maltitol solution, n1lcrcict_yst3.l-
line cellulose, mineral. oil, pepsin, '
polysorbate 20, ‘poviclone, propylene
glycol, propyl gaflate, simetbicone
emulsion, sorbitan monolaurate, stearicacid, titanium dioxide
Caplets .-

_ . benzoic acid,'ca.1-nauba wax, FD&C blue
, #l*, hydroxypropylcelliiloseg bypr:o'mel-

lose, niicrocryetelline cellulose, mineral

available in 2 cf:., 10 c1:., 24 ct., 50 ct. and
50 ct., and 100 ct. cartons;

Shown in Product Identification
‘ Guide, page 513
 

EXCEDRlN® sinus HEAoA_cHe
[Nov-artis_Cqnsu:_'ner Health, Inc.}
Acetaminophen and Fhenylephrlne HCI

Drug Facts _
Active Ingredients: _
(in each cagletltabletl Purposes:
llscetaminophen : - '

- ' - _ 325 mg ........_‘............,;...., Pain reliever
oil, polysorbate 20, povidone, propylene Keep om of regal‘ of children‘ _ Phenylephribe H01 " _ ,_ '. _ H _
glycol, siniethicone emulsion, sorbitan Overdose warning: Taking more than 5 mg .;L.... Nasal decohgestant the recommended dose can cause sexiuus

health problems. In- case of overdose, get
medical help or contact _a_Poison Control
Center right away. Quickgrnedical atten-
tion is crifical for adults as well as For
children even if you do not notice. any
signs or symptoms. ‘L
Directions: , ' . , I -
' do not use more thari directed lsee

overdose warning) ' -V ‘ -' : ‘
' children under 12 years of age: consulta doctor - i ' -

- adults and children 12 ‘gee and over:

morzolaurate, stoaric acid, titanitinz
diox.ide* ' i V " Uses: 7’ ' ‘

- = -' temporarily relieves: -
' headache - minor aches and pains
0 nasal congestion ' sinus congestion

and pressure; .. ,;. ,_ .
‘helps clear nasal passages; shrinks

swollen membranes, ‘ , .

 

V -*'n:lay" contain theseingredients ; 7-“
Quesfions or comments?
1-aoo«458-7745

How Supplied: Tablets in 24 (:t'., 50 es,
100 ct. and 250 ct. cartons. Caplets in 24
cf:., 50 ct., 109 ct. and 250 ct. cartons.
Geltaba in 24 ct:.,-' 50 c1:., and 100‘ ct;

- Shown in. Product Identification
‘ Guide, "page 513

'Alcohol,ui'rafnin§: Ifyou cbi:1su1':1e 3 or
more alcoholic drinks every day, ask your
doctor whether you "should take aceta-
minophen or other pain reliever-slfever re- 

crystalline cellulose, mineral oil, poly~ ,
so:-bate‘ 20, povidone, pregelatinized

24 ct., 50 ct. and 100 ct. cartons. Tablets 3

100 ct. cartons. Geltabs available in 24 ct., L

 

 



  
M USCU LDS KELETAL SYSTEM 

- stomach problems that last or come
back, such as heartburn, upset stomach,
or stomach pain ‘

I ulcers

° bleeding problems
D high blood pressure
D heart or kidney disease
- taken a diuretic
= reached age 60 or older
Ask a doctor or pharmacist before useif
you are
° taking any other drug containing an

NSAID (prescription or nonprescrip-
tion] -

- talcing a blood thiiuiing (anticoagulant)
or steroid drug

' under a doctor's care for
condition

-' taltiug any other drug
When using this product
- take with food or milk ifstorneoh upsetoccurs _

' long term continuous use may increase
the risk of heart attack or stroke

Stop use and ask a doctor if
° you feel faint. vomit blood. or have

bloody or black stools. These are signs
of stomach bleeding. _

' pain gets worse or lasts more than 10
days '

° fever gets worse or lasts more than 3
days

any serious

' ° you have dificulty swallowing
' it feels like the pill is stuck in your

throat

I ' you develop hea.rthu.l'J'l
- stomach pain or upset gets worse or

lasts
.- redness or swelling is present hi the

painfiil area
.9 any new symptoms appear

:If pregnant or breast-feeding. ask a
health professional before use. It is espe-

-cially important not to use naproxen so-
dium during the last 3 months of
propane’; unless definitely directed to do

_ so by a doctor because it may cause prob-
lems in the unborn child or complications
during delivery.
Keep out of reach of children. in case of
ox-erdow. get medical help or contact 2
Poison Control Center right away.
Directions:
' do not take more than directed
' the smallest effective dose should be

used

' do not take longer than 10 days, unless
directed by a doctor Isee Warningsl

‘ drinl-: a full glass ofr.-ater with each dose 

 .'1'dult::~ I take 1 tablet every 8 to 12
and _ hours while symptoms East:
children 5 * for the first close you may
12 _\'ee.Is 5 take 2 tablets within the
and 5 fifil hour
older ' do not exceed 2 tablets in

any 8- to 12-hour period
- do not. exceed 3 tablets in a

24-hour period 

l BC® SETUS COLD POYVDER. Active In- II
I1
II

I.
3

I

i
I

I 

Children I ask a doctor

under . _ , __
12 years‘ ' ' '

Other Information:

- each caplet contains: sodium 2!} mg
- store at 2D—25"C (6_8—77°F). Avoid high

humidity and excessive heat above 40°C
(l04"F}. ' " I ~ — " -A

Inactive Ingredients: FD&C blue #2
lake, hypromellose, magnesium stearate,
microcrystalline cellulose. polyethylene
glycol, povidoue. talc. titanium dioxide
Questions or comments?
1-800-395-0589 (Mon — Fri SAM — 5PM
EST). or www.aleve.coro
How Supplied: Available in 8,24, 50;
100, 150, 200 ct."a.ud in a 200 ct. Easy
Open Arthritis Cap Bottle. . '.,

Shown in Product Ideniificzltiorr.
'_ Guide, page 503  

BC® POWDER

(G|axoSmithKIine Consumer)
ARTHRITIS STRENGTH BC®
PDWDE!‘-l= ‘
EC® COLD POWDER LINE

Description: BC® POWDER: Active
Ingredients: Each powder contains
Aspirin 650 mg. Sa.l.ic:5-‘lamide 195 mg and
Cafleine 33.3 mg. inactive ingredients:
Docusate Sodium. Fumaric Acid. Lactose
Monohydrate and Potassium Chloride.
ARTHRITIS STRENGTH BC® POW-
DER: Active Ingredients: Each" powder
contains Aspirin 742 mg, Saiicyiamide
222 mg and Caffeine 38 mg. Inactive In-
gredients: Docusate Sodium, Fumaric
Acid, Lactose Monohydrate "and
Potassium Chloride.
BC® ALLERGY SINUS COLD POW'DER

Active Ingredients: Aspirin 650 mg,
Pseudoephedrine Hydrochloride 60 mg
and Chlorpheniramine Maleete 4 mg per
powder. Inactive ingredients: Furoaric:
Acid. Glycine. Lactose. Potassium
Chloride. Silica, Sodium L£nJ1‘_vl Sulfate. I

gradients: Aspirin 650 mg and Pseudc» l
ephedrine Hydrochloride 6%) mg. per pow-V

_ der. Inactive ingredients: Colloidal Silicon
Dioxide. ?v{iL':'\.'»C1fw'5tallinE Cellulose, PQ\’i- i
done. Pregelatinized Starch, Steam: Acid.

Indications: BC Powder is for relief of
sirnple headache; for te1'nporar_V relief of?
minor arthritic pain. for reliefofrnu-scular ;
aches, discomfort and fever oi‘ colds; and
for relief of normal menstrual pain and
pain of tooth extraction.
.—‘u'th:itis Strength BC Powder is specially
formulated to tight occasional minor pain
and infiammation of enhiitis. Lil-:e Orig-
inal Formula BC. Arthritis Strength BC 5
provides fast temporary‘ relief of minor
arthritis pain end inflammation. relief mfg
muscular aches, discomfort and fever of §
colds; and pain of tooth extraction. i

 
 
 
 
 
  
  

 

 
 

 
  
 

 
 
 
 
 
 
 

 
 
  
 
 

 
  

 
 
 
 
 
 
 
 
 

 
 
 

 
 

 

 
 
 
 
 

 
 
 
 
  
 
 

 

ACHES AND F-'AIN5I677

BC Allergy Sinus Cold Powder is for relief
ofmultiple symptoms such as body aches.
fever, nasal congestion. sneezing, running
nose, and watery itchy eyes associated
with allergy and sinus attacks and the on.»
set of colds. BC Sinus Cold Powder is for
relief of such symptoms as body aches.
fever, and nasal congestion.
BC Powder®, Arthritis
Strength BC® ?owder and BC Cold
Powder Line: , -

 

Warnings: Children and ‘teenagers
should not use this medicine for chicken
pox or flu symptoms before a doctor is
consulted about FIeye's Syndrome, a
rare but serious illness reported to be
associated with aspirin. Keep this and
all medicines out of children's reach. In
case of accidental overdose, contact a
physician or poison control center im-
mediately. ‘ __ '
As with any drug, if you are pregnant or
nursing a baby seek the advice of a health
professional before using this product.IT IS ESPECIALLY IMPORTANT NOT TO
USE ASPEHIN DURING THE LAST 3

MONTHS OF PREGNANCY UNLESSSPECIFICALLY DIRECTED TO DO SO BY
A DOCTOR BECAUSE IT MAY CAUSE
PROBLEMS IN THE UNBOHN CHiI...D OR
COMPLICATIONS DURING DELEVERY. ‘'

Alcohol Warning: If you consonie 3 or
more alcoholic drinks every day, ask your
doctor whether you should take aspirin or
other pain relieversffever reducers.
Aspirin may cause stomach bleeding. ‘
Allergy Alert: may cause a
severe allergic reaction which may in-
clude hives, facial swelling, shock or
asthma (wheezing). Ask a doctor before
use if you have asthma, ulcers, a bleeding
problem. stomach problems that last or
come back such as heartburn, upset
stomach or pain. Ask a doctor or phar-
rnacifi before use ifyou are taking apro-
scription drug for gout, diabetes. arthritis
or anticoegulation Lhlood thinningl. Stop
use and ask a doctor if an allergic reac~
tion occurs. ringing in ears or loss ofheer-
ing occurs. pain gets worse or persists for
more than 10 clays. fever lasts more than
3 days, redness or swelling is present, or
new symptoms ozzcur.
For BC Powder and A.rth.ritis Strength BC
Pu'v.-der:
When using these products limit the use

gal‘ caffeine containing drugs. foods, or
clrinlcs, because too much caffeine may
cause nervousness. irritability. sleepless-

‘ ness. and occasionally. rapid heartbeat.
For BC Cold Powder l.-.ine:
Do not exceed recommended dosage. II‘
nervousness. dizziness. or sleeplessness
occur. discontinue use and consult a
doctor. If symptoms do not improve
within 7 dens. or ere accompanied by
fever that lasts more than 3 days. or if
new symptoms occur. consult a physician
before continuing use. Do not take EC if

Continued on next page
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BC Powders—Cont. !!

you are sensitive to aspirin, or have heart '
disease. high blood pressure, thyroid dis 5
ease, diabetes, asthma, glaucoma, emphy- {
sema, chronic pulmonary disease, short- ’
mess of breath, difiiculty in breathing or '
diificulty in urination due to enlargement 3
of the prostate gland, or if you are pres-
ently taldng a pre-:-::::|'lpiti0n anti.i'.!yperten— i
sive or antidepressant drug unless di—

' rected by a doctor. “Drug interocriorx i

precazztiorz. Do not use this product ifyouare now taking a prescription monoamiue I
osddase inhibitor L-‘vL.—‘lOI) (certain drugs
for depression, psychiatric or emotional
conditions, or Parln'.oson’s disease), or for
2 weeks afier stopping the M."-XOI drug. If
you are uncertain whether your prescrip-
rion drug contains an MAOI, consult a
health professional before taking
product.” BC Allergy Sinus Cold Powder
with antihistamine may cause drowsi-
ness. Avoid alcoholic beverages when tali-
ing this product because it may increase
drowsiness. Use caution when driving a
motor vehicle or operating machinery.
May cause excitability, especially in
children. -

Overdosage: In case ofaccidental overs
dosage, contact a physician or poison
control center immediately.
Dosage and Administration: BC®
Powder, Arthritis Strength BC® Powder,BC® Cold Powder Line: - '

Place one powder on tongue and follow
with liquid. If you prefer, stirpowder into
glass ofwater or other liquid.
For BC Powder and Arthritis S tzrength BCPowder: - '
Adults and children 12 years and over:
Talce one powder every 3-4 hours not to
exceed 4 powders in 24 hours." '
For BC Cold Powder Line: '

Adults and children 12 years and "over:
Take one powder every 5 hours not'__l'.ci exi
ceed 4 powders in 24 hours. For children
under 12, consult a physician. ' '

How Supplied: _ BC Powder: Available
in tamper evident over-wrapped envelopes
of 2 or 6 powders, as well as tamper evi~
dent boxes of 24 and 50 powders. : .
Arthritis Strength BC Powder: Avail-
able in tamper evident over wrapped en-
velopes of B powders,.and tamper evident
overwrapped boxes of, 24 and 50 poyvdere.
BC Cold Powder Li'né':' I 7, l .,
Available in tamper-evident overwrapped
envelopes of 5 powders, as well as tamper.-
evident boxes of 12 powders (For BC
Allergy Sinus Cold Powder only). ; ',

BiUFREEZE® PAIN‘ RELIEVING

PRODUCTS (Performance Health) __

J-Act_iire Ingced:ients‘(US Market‘.
Label): “Roll oo1'Ge " Menthol 3.5%,
“Cryospray ‘ ” Menthol 13'-7a :-

, glycerine,

|m-fibylparaben, natural cemphor USP]

herbal Extract (lie-x
Paraguurien;-3i;‘~'.'_. isopropyl alcohol peel
«for scent), propylene glycol, silicon
dioxide. triethaoolaoaine. water. II

Cryosp:-a\,rT"' [US Market Label): .—‘u-uica
Extract, Eucal_vptus Oil. Hex Herbal
Extract, Lavender Oil, Lime Oil, Natural
Camphor USP! Nuuneg Oil, Orange Oil.
Pepperm.i_nL Oil, Pine Oil. Polysoi-bate 20, 1.

SD Alcohol 39«C. Thyme Oil, Water, ‘White ITea Extract.

Indications (US Market Label}: 'l‘empo— Irary relief from minor aches and pains of
muscles and joins associated with
arthritis, backache. strains and sprains.
Warnings (US Market Label}: Ask. a
doctor before use if you have sensitive
skin. Keep away from excessive heat or
open flame. Avoid C‘0l'.lt3C‘E with the eyes or
mucous membranes. Do not apply to
wounds or damaged skin. Do not use with
other ointinenm, creanzis, sprays or Hui»
ments. Do not apply to irritated skin or if
excessive irritation develops. Do not
bandage. Wash hands after use. If preg-
nant or bi-east—feed.i11g, - ask a health
professional before use. Do not use with
heating pad or device. Keep out of reacli
of cluldren. If accidentally ingested, get
medical help or contact a Poison Control
Center.
Directions:

Roll on/Gel [US Market Label]: Adults
and cl1ild.1'en 2 years of age and older ap-
ply to the affected areas not'I:E1ore than 4
times daily; massage ' not necessary.
Children under 2 years of age, consult
physician. ' ' '

Cnrospraym {US Market Label]: Adults
and children 12 years ofage and older ap-
ply to affected areas not more than 4
times daily; massage not ' necessary.’
Children under 12 years of age, consult 3.
physician. _ '
How Supplied (US Market Label):"4- oh
Gel Tube, 4 oz Cryoepraywl, 3 oz. Roll-on
and 5 gram packets for home use. 16 oz,
32 oz and Gallon Gel bottles, and 16 oz

' Cryoeprayn‘ for professional use.

BUFFEHINCQ H - V ‘
{Novartis’C_onsurnar Health, Inc.) "
RegularlEz‘£r_a Strength _' l '
Fain Reliever/Fever_ Beducefir

Drug Facts 7 - ,
Ree1.=1,€|1‘ Stfsneth . 2 - .
Active-lngrédients: - - . Purpose:
{in each tablet} ' l . . n ' .
Buffered aspirin equal to"

325 mg aspirin ............. .. Pain reliever]
' ‘ ' V . fever reducer

(buffered with calcium carbonate, mag;
nesium. oxide and magnesium carbonate)-

PDR'-3‘ FOR NONPRESC‘RlPTl0N SRLJGS

5 Inactive Ingredients:

Roll or:.r'Gel [US Market Label): Ca;-— _
§ homer I-'D&C Blue #1, rose Yellow #5, i ‘"1 93°“ ‘met’

during delivery..'C .,:

 

Extra Strength
Active ingredients: Purpose;

Bu_%'i'ered aspiri_n equal to
500 mg aspirin Pain relie-.-ev;

Eever redLh:~:-r
t.bufl'ered with calcziuxn carbonate. mae-
nesium oxide and magnesium c:3::bon-5.2.2:.
Uses:

- for the temporary relief of minor aches
arzd pains associated with:
' headache I cold
' muscular aches - artlu-itis
- toothache - premenstrual ll‘: n1en—

strual cramps
~ temporarily reduces Fever
Warnings:
Reye's syndrome: Children and teen
agers who have or are recovering from
chicken pox or lllklilifl symptoms should
not use this product. When using this
product, if changes in behavior with_
nausea and vomiting occur. consult a;
doctor because these symptoms could be
an early sign of Reye*s syndrome, a rare
but serious illness.

Allergy alert: Aspirin may cause a severe -
allergic reaction, wlzicli may include:
- facial swelling I asthma (wheezing)9 shock - hives

Alcohol warning: If you consume 3 or ..
more alcoholic d.r'iJ:Ll:s every day, ask your ‘
doctor whether you should take aspirin or ;
other pain relieversffever reducers. '
Aspirin. may cause stomach bleeding.
Do no‘! useifyou have ever had an aller- :
gii: reaction to any other pain reliever.’
fever reducer.
Ask a doctor before use ifvou have
' kidney disease‘
' a magneeiumvrestricted diet
- asthma ' bleeding problems ° ulcers .
0 stomach problems ~that last or come
- back, suchasl1eaJ;tbu11n,upsetetomach, §

orpain _. _ _
Ask a doctor or pharmacist before use if
youare -"g - ‘
ta.lr.i'ng'a prescription drug for: '
i enticoagulation (thinning the blood}
' diabetes I gout "a1'th1'it1's- ' _

Stop use and ask‘ a doctor if g
' ollerg;ic'reai:l:ion o'ccurs.:Seeli‘med.icel _

help right away, _ - —. _' 3
'. 13_8i11gEt5.WQ1_'sa or lasts for more than

10 days ‘ l
' new symptomsoccor ..-
' fever gets worse oelaste for more than "

3,days' _ ,' ' -
‘ painfial area‘ is red or 3-gvollian
0‘:-_i.::1gingintl1e'ear:'3 o1:loeeofhea:ringoc—

‘|f' pregnant’: or .l1're;§st—feeding, ask a
health professional beforeuse.
It is especially important" not to use
aspirin during the last" 3 months of

" pregnancy unless definitely directed to do
so byje doctor because it may cause prob-
lemsrin the unborn or_comp].ications
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3 S -QULDSKELETAL SYSTEM   Id!‘-E-11's

310?: contains {1} 4 fl. 02. Cherry
37- 1-I-qLL'ld (red-colored) plus 20 Sugar
-‘ flavor packets in -l flavors (apple,
1)-'v'bezT_y, chocolate and bubblegum],
idren '5 TYLENO-'_® Meftaways: (1-ed.

wacky watermelon, led!
F1"-‘C1 grape punch, p1'.r11<—colored bubble.
2 burst, scored, imprinted “TY3[)")_
HES of 30 and also blister packaged3 and 643,

3’ ?1_.ENOL® Meftaways: (purple-
’1"eC-: grape punch or pink-colored huh.
I‘-1:51 burst, imprinted "TY 150'’).
me}: packaged 24's and 4B’s. All pack.
3 1l=3'E»e_cl above are safety sealed and use
;d—1‘es1stan.t safety caps or blisters.

3-710 am. in Pro.-:luct Identification
Guide, page 509 & 510

%i\rrAc® COLD AND FLU omr
ED n::<sH'r
E3 X OS mithKline Co nsurnar)

: F1-ill product information see page 5721

mrrac COLD AND FLU Non-
i0VV$Y MAXIMUM STRENGTH
EXO$mithKIine Consumer}

5' full product information see page '?'28_

iNTAC® COLD muo FLU
.L)Cl’£’u1 UM STRENGTH
E|x0Sn1ithKlino Consumer)

-' 543-1 product infornialzion see page 728,

;oT‘:=«nru
l='=‘3'<C3SI11ithKIine Consumer)
5975':-Coated Aspirin
ll31”"r‘-"'H‘i1:ic. Antipimelat
‘Pu"l'PRE}'-IENSIVE PHESCRIBING
.‘ORl'V'1A'-'-.‘l'|OT\i

531"-$>tion: Ecotrin enteric coated
Eacetj-’lsal1'c'_'y'lic ncidl tablets avaj;_

5‘ 1’? _ 8 ling. 325mg and 500 mg tablets
3‘-3r:.=..E administration. The 325 mg and'_ tablets contain the following in.

fi1_-.‘:._g1-edients: Cernuba Wax, Col.
L_ Fulicon Dioxide. FDa"§.:C- Yellow No,
*”1.‘-”P1“Omellose. :\-Iethacijvlic Acid Co-

E_?_ 3-Iicrocrystalline Cellulose, Pre-
1?“-l_Z ed Starch. Propylene Glycol,

_- Gcone, Sodium Starch Glycolate,
"* :?C' -A-ngjici. Talc. Titanium Dioxide, and
‘-’-"- F1}-‘l L-itrate. The 51 mg tablets con.
5'- Carguba Wax. C-om Starct-._ Da;C

No. 10. FD&.C Yellow 5\‘o_ 5.
.T-‘I’!-"T-Wellose. Methacrf.-‘lie Acid Cope!)-2

1 _ Cellulose.I Ens: Glycol. S.une!':hicone_ Steariq
_Tal_.c and Triethyl Citrate.

f”i*_T‘_3j- ‘ 1:: an odorless VVIZLIIIB, needle-like
“=_'=*-*-‘-1-1'19 or powdery Substance, V\"ng;-i
30.-ed to 1T1D]SlZLl1‘8. aspirin h_\=d.ro[_t-'zes

lntnr

33:1:

TYI.ENOL® with Flavor

I

l

ACHES AND PAINS/681

 int” Salicylic and acetic acids, and gives oil‘
3 Vine_gan~odor. It is highly lipid soluble
and Slight]? Soluble in water.

Cglm?33 Phqljlnncologyz Mecllanism
9 Actloni ASPITIII 15 11 more potent inhib-
itor °f both Pmfiiaglandin synthesis and
l’1‘,“5el99_ag€}‘9gation than other salicylic
§3£C1clDder1vat1ves."I‘he differences in activ-
ég 3l7\'v'€e!1 aspirin and salicylic acid are
th°‘-131'-‘-t_ l0 be due to the acetyl group on3 aSpL_I'1I1 molecule. This acetyl group is
‘-"-’5'PD12Is1ble for the inactivation of cyclo-
Uxygenase via ocetylation.
FHARMIQCOKINETJCS
Ab5°1"Pt101'-l_I _ In - general, "immediate
release 3‘->‘D1rn1 is well and completely eb-
:°rl3ed EPOB-1_ the gastrointestinal (GI)
diaxit. Following absorption, aspirin is hy-
i E’ 3295 l’-D §alX<_2,Y11c_acid with peak plasma
02:13 of sahcyhc acid occurring within 1—;- Ours of dosing (see Pharmacokinet-
g:_5“‘Mel-*1l30l1Sml. '}‘he rate of absorption
d ‘"11 “'18 GI tract L5 dependent upon the055-39 f°“_T1: the presence or absence of
fcf’.°d= E3-“l31'lC_ PH (the presence or absence
0 hG-I antacids or buffering agents), and°l' 131: Physiologic factors. Enteric coated

§5PHjJ1 products are erratically absorbed
tag; I. 1 1011: ‘:3’ it: acid is widely dis-
l71l'’“t9'§l *0 all tissues and fluids in the body
Uéclud-‘"8’ the <_‘.enL:ral nervous systeml _ NS]. breast milk, and fetal tissues. The

highest concentrations are found iii the
%’5$m3= liver. renal cortex, heart, and
“-“BE Theprotem binding of salicylate is
ifltlcentration-dependent, i.e., non-linean. 1: low concentrations C <100 mcg!mL) sp-
pm3§'-mfi“-ell‘ 90 Percent of plasma salicyl-
Hlie 13 bound to albumin while at higher
§ETlCE1'll.'I‘8.i'.z0nS (>400 mcg_1mL), only

foul’-_75 ]_3E:r‘cent 1s bound. The early signs
9 Ssihqlhc °V?1‘d05e (aalicylisml, includ-
Big l'mD1l-‘U5 innging in the ears}, occur at
gaitfma concentrations approximating1_11¢glmI.. Severe toxic effects are
:550_CIaf-ed with levels > 400 m(-_g;mJ_, (see
;;l«1}GI1 Adverse Reactions and Overdos-
?'["t‘-‘-l3_°l151'|3: Aspirin is rapidly hydro-
tized m the ‘Qlasrrna to salicylic acid such
fail‘;-_Dlasma levels of aspirin are essen-
§aJ_1v nndetecteble I-2 hours sfterdosing.
Eh 1L'_\[-‘lit: acid IS pr1n1anl_v conjugated in

he “.9? 50 fDI‘I_II 5al1c_vlnric acid, a
Pd finch: glucuromde. an acyi glucm-on-
keg 21 number of minor nietabolites.
-Elle‘; he and has a plasma hall"-Life of ap-
p.r°"“}"‘*3'9€l.V.' 5 hours. Salicylate metabo-
lcfm 15 5-“-U1l‘alZ_Jle and Local body clearance
deflffises athlgher serum concentrations
file to the [united ability of the liver to
3”“ l3°El1 381165-'luric acid and phenolic5. ucuronide. Following toxic doses I 10-20
="7”3m5 ‘LEW the plasma half-life mar be in-
Crlj-ased to over :30 hours. .
Eluninationz The E!llI1‘ll'l'lfll2lDI] ofsalicylic
field ljffllf-‘W5 zero order pharmncokinetics;
11'9" U}? F3?-8 Cl drug elilnination is con-
itam 1“ relation to plasma concentra-
L'°*'13- Renal excretion of unchanged drug
‘depends “Don urine pH. As urinan‘ pH =
“S95 35°‘? 5-3': the renal clearance offiree E
33-l1¢}'l3l'-E increases from < 5 percent to >

 50 percent. All-Lalinizatioo of the urine is
a key concept in the management of sali-
cylate overdose. (See Ova-dosage.) Fol-
lowing therapeutic doses, approximately
10 percent is found excreted in the urine
as salicylic acid, 75 percent as salicyluric
acid, and 10 percent phenolic and 5 per-
cent acyl glucuronides of salicylic acid.
Phnrmacodynamiczs: Aspirin affects
platelet aggregation by irreversibly inhib-
iting prostaglandin cyclo-oxygenase. This
effect lasts for the life of the platelet and
prevents the formation of the platelet ag-
gregating factor thromboxane A2. Non-
acetylated salicylaizes do not inhibit this
enzyme and have no effect on platelet ag-
gregation. At somewhat; higher doses;
aspirin reversibly inhibits the formation
of prostaglandin 1.1 (prostacyciinl. whichis an arterial vasodilator and inhibits
platelet aggregation.
A1: higher doses aspirin is an effective
anti-inflammatory agent, partially due to
inhibition of inflamnaatory mediators vie.
cyclooxygenase irihibition in peripheral
tissues. In vitro studies suggest that other
mediators of inflammation may also be
suppressed by aspirin administration, al-
though the precise mechanism ofnction
has not been elucidated. It is this no::l~Spe-
cific suppression of cycloozqrgeoase activ-
ity in peripheral tissues following large
doses that leads to its priroary side effect
of gastric irritation. (See Adverse Reac-
tions.) ' '

Clinical Studies: Ischemic Stroke and
Transient Eschemic Attack (TIA): In
clinical trials of subjects With TIA’s due to
fibrin platelet emholi or ischemic stroke,
aspifin has been shown to signific:antlyre—
duce the risk of the combined endpoint of
stroke or death and the combizled end-
point of TIA, stroke, or death by about 13-
18 percent.
Suspect Acute Myocardial
(MI):
aspirin, streptokinase, and the combina-
tion ofaspirin and streptokinase in 17,187
patients with suspected acute MI, aspirin
treatment produced a 23-percent reduc-

‘ tion in the risk of vascular mortality.
i ;-‘gspii-in was also shown: to have an addi-tional benefit in patients given a throm-

bolf-‘tic agent.
‘ Prevention of Recurrent MI and Unstable

l Angina Pectoris: These indications are
l, supported by the results ofsix large. ren-

domized. multi-center. placebo-controlled
trials of predoniinnntljr male post-.3.-fl sub-

ijecits and one randomized placebo-
conirrolled Sl'LlCl}' of men with unstable an-
gina. pectori.-3. Aspirin therapy in llefi
subjects was associated with a significant
reduction about 20 percent": in the risk of

5 the combination endpoint of subsequent
death andor nonfatal re-infarction in

; these patients. In aspirin-treated unsta-
E ble angina patients the event rate was re-

duced to 5 percent from the 10 percent
é rate in the placebo group.
E Chronic Stable Angina Pectoris: In adnuloie-blind

II

Infarction

; r:-Lndorniz ed. l'I!L|.iYl%‘.'?‘.'1l”9!'.

l Continued on next page 

In a large, roulti-center study of l



 

  
 
 

  
  
 
 
 
 
 
 

 
 
 
  
 
 
 
 
  

 
 
  

  
 
 
 
 

 
 
 

 
  

 

 
  
 

  

 

 
 

 

 

 
 

 
 

an early sign of Reye’s syndrome; ajrare
but aeri'ous_illness.‘ - ’ -‘ ' ' '

EBAIACHES AND PAINS FDR‘? FOR NOl‘~1PEES{3RIPTlOhl DRUGSJ

Ec1jtrjn——_CQnt_ Caffeine ujiaming: The recommended l lose, :nicroc_r-ystalline cellulose. minergg
dose of this product contains about as ; oil, polysrorbavta 20. povidone. prnpyi _.
much caffeine as a cup of coffee. l_._££{1J'l2 the 3 glycol. sxmetnxcooe emulsion. sort)‘ 1-,
used of cafiaine-conmingjg medicauszhus. uioncéilaizrate. szearic aczd, titaruun-._863*}. Foo 5, or averages w e taking .13: mos: e‘

Si1au:n in Productfdenrificczlion i product because too nauuh _caI‘re1ne mar ff‘ _ ‘ V _
Gugarm page 505 _ cause uewouaness. Lrritabtllqg aleeplea-s~ 5 may also contain these '_.'2gTE'L'll

§ ness, and, ocmsionally rapid heart oeat. I cfive Lugredienns:
3 Do not use cgel-{abs

EXCEDFHN PM,E_ j - ifyou have everhad an allergic reaction ; benzou: acid. 'l_'.‘lé’;lC yailow ail!) dig,-;.
(mcwarfis Consumer Health Inc J 1 to any other pain rellevergfever reducer 5 dium IEDTA‘. rD&(_3 olue .—?1 lane. FD&{'
PAIN REUEVER MGHTHME SLEEP Am I W'lEl’1 any other products com'.amm_g 5 red #40 make, {err-1:: oxide. gelanil-,_

7 acetaminophen. Taking more than d1— glycerin. h}'Ci1‘0:-:}-'1_Jropyl cellulose, hypm.
For Full product; inforination see pagcfilll l“\°-'C’fE€'1 H133’ 031159 l1'~’F-*1’ dfl-TJJESE P roellose, rnalziml solution, l]1lCIflCij»'.'-‘:E;-.‘t_|-

  Store in a tight container at 25°C 17? FTI;
atcursions permitted to l5—~3l}: C- (59-

E'l'l€S_

emulsion, sorbitan rnonolaurare, Sti3H_!‘lL'acid, titanium dioxide

E Ask a doctor before use if you have l fine ‘lei-h’J°“‘_*= mine.”-1 U31‘ pepsin-
, __hm poly-sorb-ate 20. povidone. p|:0p}'li:‘!1c

Excsonma smus HEADACHE l ::ldersa ' ”=fl3"°°l’ "'°'°-vi gaflm’ “““‘“‘;"J°““”lI ' bleeding problems
, ' sicuzuach problems such as heartburn, 1
' upset stomach, or stomach pain that do1101.’ go away or return ‘

Ask a doctor or pharmaoifl before use if
you are taking a prescription drug for:
- anticoagulation (thinning of the blood)

' I diabetes '' gout I arthritis -

Stop use and ask a doctor if I
- an allergic reaction occurs. Seek medi-

cal help right away.
- new sy'mptDms_ occur ; _ K _ _
I symptoms do not get heft r or worsen
' ringing in the ears or loss ofhearing oc-

lhlovartis Consumer Hearth, Inc.)
Acetaminophen and Phenyiephrine I-{Cl

For full product irlformation see page 510.  

 
 

 

 
 
 

 

 
 

 

 
 

Questions or comments?
1-800-468«T746

How Supplied: Caplets available in 2-;
ct, 50 ct., 100 cc, and 250 ct. Cartons,
Tablets available in 2 ct., 10 ct., 24 c:., 50
ct., 100 ct. and 250 ct. cartons. Geltabs
available in 24 c:., 50 ct.. and 100 Ct. car-tons.

Shown. in Product Identification
Guide, page 51.3

 

EXCEDRINE TENSION HEADACHE
{Novarfis Consumer Health, Inc.)
PAIN RELJEVEH

For full product inforroatiou see page 51].. 
 

Excsoamo EXTRA STRENGTH
I curs O ,

lnlovartis Consumer Health. inc.) I pajnfiil area is red or swollen G ODY S_ ‘
PAIN REQEVER ' pain gets worse or lasts for more than lGlflX05_F'fllf|'IKlI1'le C0113!-EH13!)- 10 days Body Pam Formula Powder
' ‘ ‘ V ' ' fever gets worse or lasts for more than
dients Purpose 3 days ' Indications: For _ten1pora.ry relief of. re : : '

minor body aches & pains due to muscu-
lar aches, arthritis 8: headaches.
Directions: Adults: Place one powder‘
on tongue and follow with liquid, or stir ‘»
powder into a," glass of water or other}
liquid. May be repeated in 4 to 6 hours. 5
Do not take more than 4 powders in any *
24—l1ou1' period. Children under 12 years];

if pregnant or hraast-feeding, ask a
health professional béfore use. It is espe_—'
cially important not to use aspirin during
the last 3 months’ ofpregnancy unless def-'
initelydirected to dust) by a doctor be-
cause it may cause problénis in the‘ un-
born child or coinplications Vduringdeliirery. ‘ ~ " ' '

(in each capietttabletigeftabl
Acetaminophen 250 "mg Pain reliever

250 mg .. V . Pain reliever
Caffeine 65 mg .. .. Pain reliever aid
Uses:

° temporarily relieves minor aches and
pains due to: ' ' ' " '

 

a headache 7- ’ :r, ‘' :._ . Keep out of reach of children; "I ‘ 0f 5393 C9n3?‘1t_a ‘id°t°?‘ _V _ a,
' ' 5 Cold "Eff-h1'iti'§ -' Rchés Overdose warning: more=l:han‘ Wanfings: children .al'd te°”‘.’9‘"5 5
' "sinusitis -' toothache 5 the recommended dose can cause serious 5h°u-M “'5” use “"5 .med‘°'“° for chmkgn

"premenstrual S: menstrual cramps health problems. In case of overdose get pm‘ °r flu svmm‘-°m5,b?f°m 3 d°°t°r '5 §
— V -_ . z = _. , —, medimfihelp 6,: Contact 8 Poison-C,,,.1,_,,.O1 consulted a_bout__ Hayes Syndrome. a ,Warnings: - - Centér right away Qu-iék medical fitter? rare but SETIOUS Illness reported to be :associated with aspirin. Do not use with ‘T

any other product containing aceta.minu—
phen. Ask a doctor‘ before use if you ;
have asthma, ulcers, "a bleeding problem,
stomach problems that last or come back
such as heartburn, upset stomach or pain. j.
Ask a doctor or pharmacist before use if‘,

' °VEl:]1:l§oSll1llmnu:ugl:'.,: ' ' I )1 ‘F011 are taking a‘. prescription drug for‘
in 3 glasso wflterwlt em: use ‘goiit, diabetes,‘ arthritis or anticuagula—f

' adults and chflamn 12 years and war: tion (blood thinning]. Stop use and ask a Ata]: 2 capl ts, tablets, or geltabs every . . . , . .
5 hints: mi mere than 3 mp1et3§_;ab_ doctor rfan allergic reaction occurs,r1r1gv =

H‘i‘YE'3 SYUdl'Dn'lE= -C}Jl'ld1‘8.D_.&1'1_d teem tion is critical for adults as, well as for
82.fE1'S who have or are f.BCDV91'inB‘ from children even if you" do not notice any
cbiclren pox or flu—like fahould 3_ig-:15 ox‘-_5yi;:1pto1_n_5__ V - ' ' ' "
not use this product._When'uahig this '
product, if changes in behniriur jwfith
nausea and Vomiting occu1',"fcons_sult a
doctor because these symptoms could be

'Dii-‘ecfiona:-_ ,
-do not U.3‘e=,n:o're' than‘direct_ed (see

Al|ar_t;1,i'-Ha lert: maylcausezia seyere,
. . . . . _ _- — - - - mm _ ‘lug in carat-r loss of hé3ring'occu.rs, pam '

aulzrgm fetlicllacin’ “huff maY1_uc1uc-lei‘ " . ifiaggngeufifiizf. jigitgs. ask a ,§mtu1.- , gets Worse or persists for more than 10 1
- was am we . - ' _ , , ' _ - ' 133:5-' ' ' -v asthma cwaeezing) -gshaeiz Other 'In.fo'1’-motion: t‘ ' days’ fever mm than 3 days’ ' 

redness or s'welli.ng'_is present, or new i
'sympto1:ns occur: As "with any drug, ifyou
are pregnant, or nursihga baby, seek the —

Alcohol 'waminQ:. Ir'y‘ou' coaaaiizza 3 3}, ' store at item tet9Perfir=f9= ; 3 - -u
more alcoholic drinks every ask your ' Fead an Pmduct "Ff°nn§'t1°u;hef°re “:5”
doctor whether you“ should take aceta- 433- . g _. . :‘,1v:f1::f Eogfiilgh qféssional before ‘EA -
=5m1°phen- and aspirm omther 1=a1n“ra~ Inactive 1na'EdIents= a rr 5 _ESBEClALLY'lMPOFlTANT NOT TO
heversffever lreducereu Aoetammophen Tablets/Caplets .- a use ASHREN DURING THE LAST 3'

benzoic acid, carnauba wax, FD&C blueand aspirin may cause liver damage and
‘ #13‘, hydroxypropyl cellulose, hyprumol-

MONTHS‘ OF -"PREGNANCY UNLESS 'stomach bleeding. SPECIFICALLY D!FIEf.'TED TO DO 50 BY ,



 
Ml USCU L05 KELETAL SYSTEM

ll DOCTOR BECAUSE IT MAY CAUSE
JROBLEMS IN THE UNBORN CHILD DR
BOMPLICATIONS DURING DELIVERY.
Alcohol Warning: Ifyou consume 3 or
more alcoholic drinks every day, ask your

' -loctor whether you should take aceta-
zuinophen and aspirin. or other pain re-
ieversffever reducers. Acetaminophen
and aspirin may cause liver damage and
stomach bleeding.
Keep this and all medicines out of the
reach of children. Overdose warning:
Talring more than the recommended dose
m cause serious health problems. In case
of overdose, contact a doctor or poison
control center immediately.
Active Ingredients: Each powder con-
tains: 500 mg. aspirin and 325 mg. aceta-
rninophen.

Inactive ling:-ediexits: Each powder
contains: Lactose Monohyd.ra.te_ andPotassium Chloride. -

GOUDY'S®
l|3laxoSmithKIine Consumer)
Extra Strength Headache Powder

-For full product information seepage S11.

GO0DY'S®
IGlaxoSmithKlino Consumer}
Extra Strength Pain Relief Tablets

Indications: Goody‘: EXTRA
STRENGTH tablets are a specially devel-
-oped pain reliever that provide fast 6'; ef-
fective temporary relief from minor aches
:6: pain due to headaches, arthritis, colds
or “flu." muscle strain, backache & men-
sstrual discomfort. It is recommended for
iemporsijr relief of toothaches and to re-
duce fever.

Dosage: Adults: Two tablets with water
or other Liquid. May be repeated in 4 to 6
hours. Do not take more than 8 tablets in
an)-' ‘24-hour period. Children under 12
_'~'es_rs of age: Conmlt a doctor.

Warnings: Children and teenagers
should not use this rnedicinefor chicken
pox or flu symptoms before a doctor is
consulted about Flevefls Syndrome, a
rare but serious illness reported to be ;
associated with aspirin. Do not use with
any other product containing acetamino-
phen. Ask a doctor before use if you a .
have asthma, ulcers. a bleeding problem,
stciznach problems that last or come back =
.-uc:-: as nea.rtbur‘n.u_osef.sto1nach or pain. :'
Ask a doctor or pharmacist before use if}
you are taking a prescription drug fori -
com. diabetes, arthritis or an:icoagu1g..

occurs, ringing in cars or loss of hearing
occurs, pain gets worse or persists for
more than 10 days, fever lasts more than
3 days, redness or swelling is present, or
new symptoms occur. — - .
As with any drug, if you are pregnant, or
nursing a baby, seek the advice of a health
professional before using this product. IT
IS ESPECIALLY II»-[PORTANT NOT TO
USE ASPlIB.lIN' DURING THE LAST 3MONTHS OF PREGNANCY UNLESS
SPECIFICALLY DIRECTED TO DO_S0
BY A DOCTOR BECAUSE IT MAY
CAUSE PROBLEMS IN THE UNBORN
CHILD OR COMP1.ICATIDNS_DU"E_lING
DELIVERY. Alcohol Warning: Ifyou con-
sume 3 or more alcoholic drinks every day,
ask your doctor whether you should take
acetaminophen and aspirin or other pain
relieverslfever reducers. Acetaminophen
and aspirin may cause liver damage and
stomach bleeding. Keep this and all
medicines out of the reach of children.
Overdose warning: Talring more than
the recommended dose can cause serious
health problems. In case ofoverdose, con-
tact a doctor or poison control center im-
mediately.
Active Ingredients: Each tablet contains
260 mg. aspirin. in combination with 130
mg. acetaminophen and 16.25 mg.
caffeine. Inactive ingredients: Corn
Starch, Crclspoviclone, Povidone, Proge-
latinized Starch and Stearic Acid,

GOODY'S FM® POWDER
(GlaxoSmithKlina Consumer)
For Pain witl'I‘Sleeplessl1ess

For full product irLforma.tio:1 see page 612.

HYLAND'S COMPLETE FLU CARE 4
KIDS (Standard Homeopathic)

For full product information see page ‘T32.

MINERAL ICE“
(hiovartis Consumer Health, !nc.!
Pain Reliever

Drug’ Facts
Active Ingredient: Purpose:
Ivlenthol Topical analgesic
Uses:

temporarily relieves minor aches
pains of muscles and joints associated

I ar't.lu'itis- I simple backache I strains
I bruises I sport injuries ' sprains
provides cooling penetrating relief

“UH ‘lJl00Cl_thinningiI When using this i W”-"Din-55‘
lhroduct Limit the use of caffeine ! For external use only
containing drugs, foods, or drinks, be- I Do not use
cause too much caffeine may cause ner- 5 I With other topical pain relievers 

occasionally, rapid heartbeat. Stop use
and ask a doctor if an allergic reaction

53. i1"1"il:a‘.1ilit:.-‘. elseplessness, and-l I with heating pads or heating devices
When using this product
I do not. use in or near the eyes

 
 
 
 
 
 
 
 
 
 
 

 
 
 
  
 
 
 

  

 
 

 

 
 
 

  
 
 

  
 

 
 
 
 
  
  

 
  

 
 
  

 
 

 
 
  
 
 
 
  
 
 
 
 
 
 

ACHES AND PAINSIBBS 

I do not apply to wounds or damaged skin
I do not bandage tightly
Stop use and ask a doctor if
I condition worsens
I symptoms last more that 7 days or clear

up and occur again within a few days
I redness or irritation develops
lf pregnant or breast-feeding, ask a.
health professional before use. .
Keep out of reach of children. If swal-
lowed, get medical help or contact a
Poison Control Center right away.
Directions:

I clean affected area before applying
producf:

I adults and children 2 years of age and
older: apply to affected area not more
than 3 to 4- times _

I children under 2 years of age: ask a.' doctor
Other Information:

I store in a cool place
I keep lid tightly ciosed = I
I do not use, pour, spill or store near heat

or open flame

Inactive Ingredients:
ammonium hydroxide, carhorner, cupric
sulfate, FD&C blue no. 1, isopropyl alco-
hol, magnesium sulfate, sodium hydroxi-
ide, thymol, water -
Questions or comments? '
1-800-453-7745

How Supplied: _
Available in 3.5 oz, 8.0 oz 8:, 16.0 oz jar._

Shown in. Product Identification '
Guide, page 515

Ci-IiI..DREN’5 MOTRlN® Gold
{Mo-Neil Consumer)

ibuprofen/pseudoephedrine HCI
Ural Suspension

For Full product information see page 7'33.

INFANTS’ MOTRIN-Si ibuprofen
I Concentrated Drops

(McNeil Consumer)

CHILDREN'S MOT!‘-llN@ ibuprofen
Oral Suspension

JUNIOR STRENGTH MDTRINEI ibuprofen Caplets and Chewable
l Tablets
1 Product information for all dosages
} of Children's MDTRIN have been
=' combined under this headingl
i ..Ji Description: I‘

i Infants’ MOTRIB’-E Concentroied Drops
are available in an alcohol-free, benj\-'-

’ flavored suwension and a nun-staining,
dye-free. berry-fisvored suspension. Each
1.25 mL contains ibuprofen 50 mg.

’ C’: iidrcn ’.=,-' -3v'!CJTRIi\*':‘ET-' Ora’! Szzspension is
 
l Continued on next page
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EBSIACHES AND PAINS FDR‘?

Motrin lnfa nts'—Corrt.

available as an alcohol-free, berry, dye-‘
_e berry, bubblegum. grape or tropical
 

punch flavored suspension. Each 5 ml.
::easpoon) of Chiidreri ‘s zl—IOTR.E;Véi‘: Oral
Suspension contains ibuprofen 100 mg.
Junior‘ Strength .=l«i"OTRI.V'E Chen-'o."Jie
Tcofars and Junior 5‘:rengtft J-;[O‘l".H.'I.'\"7§:
Caplets contain ibuprofen 100 mg.Jun.r’or
Strength .‘rIOTRIN@ Chewable Tablets
are available in orange or grape flavors.
Jumor Strength It-fOT.li'I.?\v'-3—'3‘« Copiers are
ava:'io.ble easy~to-s\va.Llo~.v caplem
tcapsule-shaped tabletl.
Uses:

temporarily:
I reduces fever

’ relieves minor aches mid due to
the common cold, flu, sore throat, he:-1d- laches and toothaches

Directions:

% Table 2: Children’s Motrin Dosing
Chart on pgs. '75 L758.

Warnings:
Allergy alert: Ibuprofen may cause a
severe allergic reaction, especially in peo-
ple allergic to aspirin. Symptoms may in-
clude: _ —
I hives I facial swelling I asthma (wheez-
ing) I shock I skin reddening" I rashI blisters '

Ifau allergic reaction occurs, stop use and
seek medical help right away. _ '
Stomach bleeding ' warning: This
product contains a nonsteroidal enti-
inflammatory drug (NSJ-U33), which may
cause stomach bleeding. The chance is
higher if the child: _
I has had stomach ulcers: or bleeding

problems , ., ,
I takes a blood thinning (anticoagulant)

or steroid drug ' " ‘ _ '
I takes other drugs containingan NSAID

(aspirin, ibuprofen-, naproxen, or
others)

I takes more‘ or for a longer time than di-
rected

Sore throat warningl:
Severe or persistent sore throat or sore
throat accompanied" by high ' fever,
headache, nausea, and vomiting may be
serious. Consult doctor promptly. Do not
use more than 2 days or edrninister to
children under 3 years ofage unless di-
rectedby doctor. .». 1 '. .
Do not use « _
I if the child has ever had an allergic re-

action to any other pain reliever/fever
reducer . I - _ . _ _;_ 7

I right before or after heart surgery
Ask a doctor before use if the child has:
I problems or serious side'efi'e_cts from

taldng pain relievers or fever reducers
I stomach problems that last. or. come

back, such as heartburn, upset stomach,
or stomach pain .

'_ ulcers ,
* bleeding problems
I not been drinking fluids 

 

FOR NOi\iPPsES€RlPTlON DBUG3
I ' lost a lot of fluid due to vomiting or di-

I 3l'l'l1E!3
E W high blood pressure: I i‘u‘::.L'l'. or kidney disease
E I taken a diuretic
l Ask a doctor or pharmacist before use ifthe child is

Lion!

or steroid drug
I under a doctors care for any seriouscondition
I taking any other drug
When using this product
I mouth or throat burning may occur;

give with food or water |.Jzu2ior3!re.ng1‘h
MO TRLV11‘ Chewable Tablets only}
take with food or mill: ifstomach upsetoccurs

I long term continuous use may increase
the risk of heart attack or stroke

Stop use and ask a doctor if
I the child feels faint, vomits blood, or has

bloody or black stools. These are signs
of stomach bleeding.

I stomach pain or upset gets worse orlasts
I the child does not get any relief Within

fiist day (24 hours] of treatment
I {ever or pain gets worst; or lasts more

than 3 days
I redness or swellizig is present in the

pai.ofi.Ll area
I any new symptoms appear
Keep out of reach of children. In case
of overdose, get medical help or contact 2:
Poison Control Center (1-800-22212223
right away. ' ' "

Other Information: Infants’, Chilcirer1'.s
and Junior Strength MOTRIN®products.-
I store between 20—25°C (68-77°F)
Childrerfs ildO'1'REN® Sus_pensionLiq_uicl.'
I each teaspoon contains: sodium 2 fog _
Junior Strength MOTRINIE ChewableTablets: " ' '" ' ' " "'

I phenylketonurics: __ contains phenylala-
nine'2.8 mg per tablet

PROFESSIONAL INF0RllIIA".l‘ION: I
OVERDOSAGE INF§}R.l\'£ATIDN.F0fi
ALL INFANTS’. CHILDREN'S St JUNIOR
STRENGTH lVIOTRIN® PRODUCTS _

IBUPROFEN: The toxicity ofibuprofén
overdose is dependent upon,.the amount

? n

of ingested and’ the time elapsed .
since ingestion, though individual re-'
aponse may vary, which makes it neces-
sary to evaluate each case ind;ividuaJly.A1-
though uncommon, serious. toxicity and
death have been reported in the medical
_literat1.u'e with ibuprofen overdosagsfilhe
most frequently reported symptoms of
ibuprofen overdose include abdominal
pain, nausea, vomiting, _ lethargy and
drowsiness. Other central nervou.-3”sy'§tem
symptoms include headache," tinnitus,
CNS depression and seizures. Metabolic

. acidosis, coma, acute renal failure and ap-
' nea (primarily in very young children)
may rarely occur. Cardiovascular toxicity,
including 7 hypotension, 1 bradycardia,

‘l3.lLl_-1'5,‘ any other drug contoing
NS.-\.l'D (prescription or nonprescn'p—:

- taking a blood thinrzingcenticoagslanti 2

.

ltacliycardie and 3EL"..'J.l fibrillation. llsr.
l have been reported.l

 
2 The freer.-Hem‘ ufc

_: is prim-.iril_v suppo
h_vpotension_a<:iclo

ibleeding mug.‘ be
i acute ox-erciose. zhe
' emptied zizruugh _
:ia.\'agc. Enaesis -

cited Within 30 -.'!".’.flL!lI ‘
Orally adnii:uscered :1 1‘ ' .

; may help in reducing e sosorpiiun
reubsorprion of ibuprofen. ln child _

§ {be estimated omoun: of ibuprofen in.
l fiszed oer body weigl-s 1}‘ be Irielpiul £1. _

_ore_di_c: the potential .or development oz‘
; I0.‘(lC1t}' although such case must be ev-.il. '!

El

::r:»i7e;z :JL’:'."a'L- ~
 
  

 

 

 

 

 

 

usced. ingestion of less than 100 mg.-kg is ;u.n.l.il~;elg.- to produce to c1 Children 
  . G‘c

-.v Eng 10‘) to 200 mu, 2, , _- _. __
1 n induced ernesi.-3 and a minimal od.:er- '

ration time of four hours. Children in. Z
gesting 17.00 to -100 nigkg of ibuprofen?
should have immediate gastric emptying }
and at least four hours observation in a 3
health care f'acilitj.'. Children ingesting I
greater than 400 mggkg require im:nedi-
ate medical referral, careful observatiir ‘
and appropriate supportive therap 5
lpecac-induced emesis is not record E
mended in overdoses greater than ,
400 mg:"kg because of the risk of convul- :
sions and the potential for aspiration oi‘
gastric contents. f
In adult patients the history of the dose '
reportedly ingested does not appear to be i
predictive oftoxicity. The need for referral 3
and i'ollow»up must be judged by the cl‘I'-
cumstances at the time of the overdose in- 5
gestion. Symptomatic adults should
admitted to a. health care facility for ob— I
servation. 1
Our Children's MOTBlN® Cold product -2
contains pseudoephedrine in addition
to ibuprofen. The following is basic;
overdose information regardingpseucloephedrine.

PSEUDOEPHEDRINE: Syznptorns from;

 

  

, pseudoephedrine overdose consist most =;

often of mild anxiety, tachycardia andiormild bmertension. Symptoms usually apv 5
pear within 4 to 8 hours of ingestion and
are transient, usually requiring no trea1l:- 1'
ment. '
For additional emergency information, I
please contact your local poison control ;center. = ' 3

Inactive Ingredients: 3
Infants’ MOTFi’IN® Concentrated Drops:
Berry~Flavored: citric acid, corn starch.
FD&C Red #40,_ flavors, glycerin. ,
polysorbate 80, purified water, sodium;
benzoate, sorbitol, sucrose, xanthan gum.

Dye-Free Berry-Flavored: artificial .
flavors citric acid. corn starch, glycerin. »
polysorbate 80, purified water, sodium
benzoate, sorbitbl, sucrose, xanthsn gum. .
Chfldrenb M'O'l'HIN® Oral‘ Suspen-
sron: Berry-Flavored: acesulfame potash V
sium, citric acid, corn starch, D&CYe1lc'-V .
#10, FD&C Red #40, flavors, glycerin. '
polysorhete 80, purified water, sodium
beuzoete, sucrose, xanthan gum. Dye-
Free Berry-Flavored: acesulfame pots..-
sium, citric acid, corn starch, glycerin. j
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B88f.AC§-1E5 AND PAil'\§S

Motrin lB—Cont.

.-r:~:r;é
rr-.aril_v supportive, _\—5ar.agerne.nt
Cc;-potension. acidosis and gastrointestinal
bleeding may be necessary. In cases of
L-1::‘.1Ee overdc.~.=e. the stomach should be
:‘£1"_[JlIl.l:‘Cl. through ipec-ac—inducecl emesis or
Lavage. Emesis is most ei‘fective if ll1llLl- 3
ated within 30 tninures of ingestion.
Orally administered activated charcoal

: J.C:§O2'p[ll)TL of ibuprofen. In children,
the estimated amount of ibuprofen
geated per body weight may be helpful to
predict the potensial for development of
rraxicit;-' although each case must be E‘/E4‘ '
uated. ingestion ofless than 100 mglig is ,
unlikely to produce toxicity. Children in-
gesting 100 no 200 mgsicg may be managed
with induced emesis and a minimal obser-
vation ‘time of four hours. Children by
gs-sting 200 to 400 rngrkg of ibuprofen5

rpm’ help In reducing the absorption and -

FDR’? FOB FJDMFRESCRJPTEDPJ DRUGS
g Directions:

lbcro child or complications during
- drinls a full glass cfwater with each dose dE‘1l‘=‘9l"'}'-

of" czczzfe :'E'Lc_nro,I"'e.rz oz.’-=*.r'o'ose is pri- ;of “
- take <1» to S tablecs
every 4 hours

i adults and
3‘, children 13
years and ; wl::.ile symptoms Last

3 over } - do not exceed 48
I E tablets in 24. hours

i or as directed by a
5 , doctor
5 children ‘ do not use unless
‘, under 12 1 directed by a doctor

Warnings:
Reyes syndrome: Cl1ild.re_n and teen-

! age:-s who have or are recovering frocn
; chicken pot: or flu«li_ké symptoms should
3‘ not "-his prwua. When u.=..i.ng this
ipruduct, if changes in behavior with
inausea and vomiting occur, consult a
‘ doctor because these symptoms could be

should have immediate gastric eel?‘-Tina an early Sign °£ Reyels syndrome‘ a 1-areand at {east four hours observation in a but serious illness.

health care Facility. Children ingesting Allergy alert Aspirin may causeaseveregreater than 400 mgylig require immedi-
ate medical referral, careful observation
and appropriate supportive therapy.
[pecac-induced emesis is not recom-
mended in overdoses greater than
400 mgfkg because of the risk of convul-
sions and the potential for aspiration of
gastric contents. In adult patients the his-
tory of the dose reportedly ingested does
not appear to be predictive of toxicity. The
need for referral and follow-up must be
judged by the circumstances at the time
of the overdose ingestion. Symptomatic
adults should be admitted to a. health care
facility for observation. '

Inactive Ingredients: ‘
Tablets and Caplets: carnauba wax,
corn starch, FD&C Yellow #6, hypron;Lel-
lose, iron oxide, polydextrosé, polyethyl-
ene glycol, silicon dioxide, stearic acid,titanium dioxide.

How Supplied; . _ ' .
Tablets: (orange, printed “MOTRIN EB"
in black) in tamper evident packaging of
24, 50, 100, and 165. ' ‘
Caplets: (orange, printed “MOTRIN EB”
in black) in tamper evident packaging of
24, 50, 100, 165, 225, and 300 _ " :5

' Shown in Product Identification
Guide, page 509 ' . , ?' 1'

57. JOSEPH 31 mg Aspirin -
sr. JOSEPH 91 mg Adult Low
Strength Aspirin Chewable 8: Entérlc

Coated Tablets [McNeil Consumer) ‘ :'._

Description: 7 . . _ , . -
Each St. Joseph Aduit Low "Strength
Aspirin tablet contains 33. mg of aspirin.
Uses:

allergic reaction which may include:
' hives
= fadal swelling
* asthma (wheezing)
'' shock . ' .

Alcohol warning: lfyou consume 3 or
more alcoholic drinks every day; ask your
doctor whether you should take aspirin or
other pain relievers or fever reducers.
Aspirin may cause stomach bleeding.Do not use ' -
- ifyou have ever had an allergic reaction

to any pain reliever or fever reducer’
- for at least 7 days after tonsillectomy or

oral surgery Lmless directedbya doctor
- (chewable tablet formulation only)
Ask a doctor before use if you have _- asthma " V‘ ' ' ' '
' ulcers ' I ' ' -
I bleedingpmblems ' v . - - -'
- stomach problems that last or "come

back such as heartburn, upset stomach
or pair: ‘

Ask a doctor or pharmacist before use if
you or 'talri:rigA'a prescription drug for;
- anticoagulation (blood thinning]
' gout I" " V V ' '
0 diabetes _
- arthritis‘, ‘ I _
Stop use and ask a‘ doclorif .
' allergic. reaction occurs. Seek

help right awajzi , : ,
7 ringing in the ears or loss ofhegiring oc-

curs V — . V V , -' . Q
- pain getsrworse or lasts more than 10

days . =. .
- new symptoms occur; 7, - ,"
' redness or swelling is present .
These could be signs of a serious condi-
tion, L5 -. ', '. .-= z,‘ := ..'7— 5-,‘. _. —
If pregnant or breast-feeding: ask a
health professional- before use. It is espe-
cially important not to use‘aspi1'in during
the last three months ofpregnancy unless

' temporarily relieves minor aches. and definiteiy directed to do so by a doctorbeb' poms
cause it may cause problems in the un;

 

 

3 Keep out of reach of children. In Case
i‘ of overdose, get medical help or CL'>i.'!.I'.:'_:_':

.9. Poison Control Center right a\r;1~,~i 1-SOU—21Z2-12221, '

Diner lniormation:

= store between 20-2533 (6.‘3~7T"F',n_ .1.»-u1.j
high humidity.

lnactive Ingredients: 32. Joseph 81 mg
.-‘ldulr Lou: Strength .-l.spL'n'n Ch£.’LL‘ae5£:.:
Tablets: corn starch, FDSEC Yellow #5

E alumi_num lake, flavor, mannitol, sacchs.
5 tin, silicon dioxide, stearic acid. Em‘2r:‘;-
E Coated Tablets; cellulose, corn starch,

FD&.C Red #40, FUKLC Yeilow
glyceryl monosnearace, iron oxide, meth:
acrylic acid, silicon dioxide, simethicone,
stearic acid, uiemyl citrate. ‘
How Supplied:

3:. Joseph 31 mg Adult Low Sr7'eng?.f-»,§
Chen.-able _~1s_zJirEr1 Tablets: tamper evidene
bottles of 35 and 108 (Tri—Pack). Enferic.
Cooled Tablets: tamper evident bottles of
3G, 100, 180, 300 and 395. ‘

COMPREHENSIVE PRESCRIBl‘.NG‘jU‘3FORllIA'I'ION -

Description: j
St. Joseph Adult Low Strength fipiarinl
Chewable & Enteric Coated Tablets (ace-V‘
tylsalicylic acid) are available in 81 mg for;
oral administration. St. Joseph 81 mg?
Adult Low Strength Aspirin Chewal;-lei
Tablets contain the following inactive in~_§
gradients: corn starch, FD&C yellow #33
aluminum Ialte, flavor, maimitol, sacchaal
rin, silicon dioxide, stearic acid. St. Josephi-
<3I mg Adult Low ‘Strength A.spfr:.'n—E
Enreric Coated Tablets contain the follow-",3
ing inactive i11gredienf:s: cellulose, corng
starch, F.D&C Red'#40, FD&C Yellow #6,;
glyceryl monostearafe, iron oxide, methv;
acrylic a.cid,,silicon dioxide, simethiconej
stea1'ic acid, triethyl citrate. Aspirin is a.n.5
odorless white, ‘ne'edle'-like crystalline or}
powdery substance. - When exposed toi
rnoisture, aspirin hydrolyzes into selicylicji
and acetic and gives off a vineg'a.ry—§
odor. It is highly lipid soluble and slightlyi
soluble in water, ‘ ._ - _
Clinical Pharmacology: ' If
Mechanism ofActio_n: Aspirin is amoral
potent inhibitor ‘of both prosbiglandin .1

-synthesis and platelet aggregation than:
other salicylic acid'derivatives. The differ}
ences in activity: between . aspirin and,‘
salicylic acid are thought to be due to the!
acetyl group on the molecule. This 3
acetyl group is responsible for the inacti-E
vation of cyc1o~o:rygenase via acetylation. i

Pharmacokinetics: Absorption: Ini
general, release aspirin is well
and completely fi'otn the gastro-'§
intestinal (GD Following about-p—
tion, aspirin is hydrolyaed to salicylic acid
with peak plasma levels of salicylic acidfi
occurring Within 1-2 hours of dosing (see?
Pharmacolci.netics_4_—Metabo_Iiam). The
rate of absorption from the GI tract is de-
pendent upon the dosage form, the pres-
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BAYEHE3 ASPIRIN
(Bayer Haalthcare)
Comprehensive Prescribing
Information

Description:
Aspirin for Oral Administration
Regular Strength 325 mg and Low
Strength 81 mg Tablets
Antiplatelct, Anfiarthritic

Ax;i.rin
coon

O\|.r5H1Cl

CaH.04
Motwu lSfl.16

1'.’ 6u.DC|‘|k!-3 4..¢B96c035_729o

Aspirin is an odorless white, needle-like
crystalline or powdery substance. When
exposed to moisture, aspirin hydrolyzes
into salicylic and acetic acids, and gives off
a vinegar)!-odor. It is highly lipid soluble
and slightly soluble in water.
Clinical Pharmacology:
Mechanism of Action

Aspirin is a more potent inhibitor of both
prostaglandin synthesis and platelet ag-
gregation than other salicylic acid
derivatives. The differences in activity be-
tween aspirin and salicylic acid are
thought to be due to the acetyl group on
the aspirin molecule. This acetyl group is
responsible for the inactivation of cyclo-
uxygenase via acetylation.
Pharmacokinetics

Absorption: In general, immediate
release aspirin is well and completely ab-
sorbed from the gastrointestinal (GI)
tract. Following absorption, aspirin is by-
drolyzed to salicylic acid with peak plasma
levels of salicylic acid occurring within 1-
2 hours of dosing (see Pharn‘:acokinet-
ics——Me1aholisn1l. The rate of absorp-
tion from the GI tract is dependent upon
the dosage form, the presence or ab-
sence of food, gastric pH {the presence
or absence of GI antacids or buffering
agents}, and other physiologic factors.
Enteric coated aspirin products are er-
ratically absorbed from the GI tract.
Distribution: Salicylic acid is widely dis-
tributed to all tissues and fluids in the
body including the central nervous
system (CNS), breast milk, andfetal tis-
sues. The highest concentrations are
found in the plasma, liver, renal cortex,
heart, and lungs. The protein binding of
salicyiate is concentration-dependent, i_e., 

nfa rction Risk. Reduction
non-linear. A: low concentrations \< 3.00

imately 90 percent of plasma. salicylate is
bound to albumin while at higher concen-
trations {>400 mcg=ml_i. only about '75
percent is bound. The early signs of

I salicylic overdose {5al.icyli_=.m_'.I, including

i tinnitus [ringing in the ears}, occur as 3plasma concentrations approximating

I200 n::cg:'mL. Severe toxic effects areI associated wuh levels >403 :nug,"LuL {E
l ADVERSE REACTIONS and OVERDUE-
; AGE.)
Ibletabolism: Aspirnz is rapidly hydro-
‘ lyzed in the plasma to salicylic acid such

I that plasma levels of aspirin are essen-tially undetectable 1-2 hours after dosing.
Salicylic acid is primarily conjugated i.n
the liver to form salicyluric acid, a
phenolic glucuronide, an acyl glucu.ron-
idle, and a number of minor metabolites.
Salicylic acid has a plasma half-life of ap-
proximately 6 hours. Salicylate metabo-
lism is saturable and total body clearance
decreases at higher serum concentrations
due to the limited ability of the liver to
form both salicyluric acid and phenolic
glucuronidc. Following toxic doses (1D~2D
grams {g)}, the plasma half-life may be in-
creased to over 20 hours.

Elimination: The elimination ofsalicylic
acid follows zero order pharmacolcinetics;
{i.e., the rate of drug elimination is con-
stant in relation to plasma concentra-
tion). Renal excretion of unchanged drug
depends upon urine pl-I. As urinary pH
rises above 5.5. the renal clearance of free
salicylalze increases from < 5 percent to
>80 percent. Alkalinization of the urine-
is a key concept in the management of3al-
icylate overdose. (See OVERDOSAGE.)
Following therapeutic doses, approxi-
mately 10 percent is found excreted in the
urine as salicylic acid, 75 percent as sali-
cyluric acid, 10 percent phenolic and 5
percent acyl glucuronidee of salicylic acid.
Pharmacodynamics

Aspirin affects platelet aggregation by it'-
reversibly iahibiting prostaglandin cyclo-
oxygeoase. This effect lasts for the life of
the platelet and prevents the formation of
the platelet aggregating factor thrombox-
ane A2. Non-acelrylated salicylates do not
inhibit this enzyme and have no effect on
platelet aggregation. At somewhat higher
doses, aspirin reversibly l.|.'l.lJ.l.l3il35 the for-
mation of prostaglandin I2 (proatacyclin),
which is an arterial vasodilator and inhib-
its platelet aggregation. At higher doses
aspirm is an effective anti-inflammatory‘
agent, partiall_*,r due to inhibition of in-
flammatory mediators via cyclo-
oxygenase inhibition in peripheral tis-

;I1
I1

nnicrogz-amsiunilliiiter «mtg.-‘mLH, appro:~:- 5

I

sues. la ':‘5.:ro studies suggest that other
mediators of 'm.ila_rnmatiun may also be
suppressed by aspirin administration.
though the precise mechanism of action -
has not been elucidated. It is this nonspe-
uific suppression of cycle-o,\'ygena3e acfi-.-.
irv in peripheral tissues following large
doses {hill leads to its primary side effect
of find: irrir.:1:ion.tSee ADVERSE RE.
ACTIONS.‘
Clinical Studies:
l5Cl'lBl"l'llC Stroke and Transient lschemic
Attack (Tl!-\l: in clinical trials of subjects
with TL-Ya due to fibrin platelet emboli or
Ischeroic stroke, aspirin has been shown
to significantly reduce the rial: of the
combined endpoint of stroke or death and
die combined endpoint of TIA, stroke, or
death by about 1343 percent. ‘
Suspected Acute Myocardial Infarc-
tion{Mll: la a large, multi-center study of
aspirin, streptoldnase, and the combina- ‘
tion ofaspirin and streptokinase in 17.137
patients with suspected acute MI, aspirin V
treatment produced a. 23-percent reduc-
tion in the risk of vascular mortality.
Aspirin was also shown to have an addi-
tional benefit in patients given a throm- ,
bolytlc agent.
Prevention of Flecurrent MI and L3nsla- 5
ble Angina Pectoris: These indications ;
are supported by the results of six large, E
randomized, multi-center. placebo-
controlled trials of predominantly male [
post-Ml subjects and one randomized i
placebo-controlled study of men with |.'lIl- 1.
stable angina pectoris. Aspirin therapy in?
MI subjects was associated with a sigru'fi-
cant reduction (about 20 percent) in the
risk of the combined endpoint of subse- ?
quent death and/or nonfatal reinfarction _
in these patients. In aspirin-treated un- ;
stable angina patients the event rate was,‘
reduced to 5 percent from the 10 percent '
rate in the placebo group.
Chronic Stable Angina Pectoris: }.naran-
domlzed, multi-center, cloub1e«blir1d trial".
designed to assess the role of aspirin for_
prevention of MI in patients with chronic;
stable angina pectoris, aspirin sigm'f1— 1
cantly reduced the primary combined g
endpoint of nonfatal MI, fatal MI, and
sudden death by 34. percent. The second- '
ary endpoint for vascular events (first oc-
currence of MI, stroke, or vascular death)
was also sigtiificantly reduced (32 per-
cent). - V .

Revascularizafion Procedures: Most pa—_
tients who undergo coronary artery re-1
vascularization procedures have already
had symptomatic coronary artery disease,
for which aspirin is indicated. Similarly.-
pafients with lesions of the carotid bifur-
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‘O stomach problems that - ‘i or .:or-_-,.:-

back, such as hearcburu, upset stomach,
or pain

_ Ask a dot.-to: or pharmacist before use if
you are

$ taking a prescription drug for:E ' anI:iL'oag1LIaciuu{_thin_u_i1zg the blood:

, E - diabetes ' gout - a.r'thri‘:}5Stop use and ask a doctor if
- aiiergic reaction occurs Seek medical

help right away.
' pain gets worse or Lasts for more than

10 days
' new symptoms occur
' fever gets worse or lats for more Chill".

3 days
- pa.i.nfLI.l area is red. or swollen
' ringing in the ears or loss of heaflng

ue<:u.rs _
if pregnant or breast-feeding, ask a
health professional before use.
it is especially importam‘: not. to use
aspirin during the Last 3 months of preg-
nancy unless definitely directed to do so
by a doctor because it may cause problems
in the Lm3:Iorr: child or compiications dur-
ing delivery." ‘
Keep out of reach of chiidran. In case of

‘overdose, get: medical’ help or contact a
Poison Co_11t_rol Center right away.
Directahnsz _
Ragular Strength _' ,'
Drink a full ass ofwater with each dose.
I adults pa); chjldreii 12 years and over:

take 2 tablets =eve1'y—4'h.ou1's; not more
than 12 tablets in 24 hours

- 1_1‘mier 12 years: ask a doctor
Extra Strength‘ - ; _ ,
1'}r1':u.k'a f_u]J efwater with each dose.
'0 adults an t:hjId.'re:_1'];2—yem and over:

1 take‘? ’r_._a'.bIeE‘ hours; not more
than 8” tabletsyfix 24 hours

 
 
  

Vbexizoi-;: -acid.
acgd, starch,

 
 

povidohe ;':ropy_Iene gfyéoi; simethicone
efinulsx 111;" sodium phosphate, sorbitan

' ' ‘ ‘ 'j dioxide, zinc  

 
 Siiength dExfi"éiStrength are

' 39' at 65135., and 130 ct.
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Desenert An’tifungals—Cont.

Keep out of reach of children. if swal-

 :‘-’R¥3i3UCT lilfi-'£3fii"1i'u3a'2"§ilEi‘q
Deseiuexs CREAM
(Ncwartis Consumer Health, inc.)
1% clntrirnazole cream, USP, arstifungaliuwed. get uzediuzu help or Contact a;

poison control center right .~.1\I.'a)'.
Directions:

- adults and children 2 _~.'ea_rs and older
' wash the a_'r‘:'eu':ecl area with ..t)ap and

water and cornpietely before appl_v- ‘

 
- apply :1 thin layer over affected area-twitie a do '

directed by a doctor
° pay special attention to the spaces be-

tween the ‘toes. We3_r- w ‘Lfitting, ven-
tilated shoes and change shoes and
socks at least once a day.

‘ use eve:-_v d.a'L_',-' for 4 tveek.-i
' supervise children in the use of this

product
- children under 2 years of age: as}: adoctor
Liquid’ Spray and Spray Powder
' shake can well, hold 4" to 6" from skin
- spray a thin layer over aflected area

twice a day (morning and night) or as
directed by a doctor

‘ for atl1lete‘s foot pay special attention to
the spaces between the toes. Wear well-
fitting, ventilated shoes and change
shoes and socks at least once a day.

I use daily for 4 weeks
- supervise children in the use of this

product
' children under 2 years of age: ask adoctor
Jock Itch Spray Powder
' shake can well, hold 4" to 6" from skin
- spray a thin layer over affected area

twice a day lnzoming and night) or as
directed by a doctor

' use daily for 2 weeks '
' supervise children in the use of this

product
' children under 2 years of age: ask adoctor

Other Information: ' store at controlled
room temperature 20-25°C (S8-77“F)

' see bottom of can for lot number and
expiration date

For Spray Powders and Liquid Spray
' if clogging occurs, remove button and

clean nozzle with a pin
Inactive Ingredients: Shake Powder-
corn starch, corn sta.n:l1:'acrylamide:'so-
dium ac:-ylate polymer, fiagrance, talc
Liquid Spra.y—polyethyler1e glycol 300,
polyso:-bate 20, SD alcohol 40-B l15%w;’w)
Propeilant: djmethyl other
Sproy Powcier, Jock Itch Spray Pou.-o!er——
aloe Vera gel, aluminum starch octenyl
succinate, isopropyl myristate, propylene
carbonate, SD alcohol 40-B C1096 WIW),
sorbitau monocleate, stearall-tonium hec-
torite Propellaniz: isobutanefpropane
How Supplied: Shake Powder-1.5 oz,
3 oz, plastic bottles. Spray Powder-4 oz
cans. Liquid Spray-4.6 oz cans. Jock Itch
Spray Powcierui oz cans

Shown. in Product Identification
Guide. page 505

uncrnizzg and tag .ti or 2. , ,_ . , . . . . . -'l ’ reneves ztcruog, cur:-nag, t'ruc:~:1ng. and .

 

Drug Facts
Active Ingredient

l Clotrircezoie {ESP 1“?
Purpose:

2 Uses:

5 ' cures most athlete-’e foot utinea I
E mos: jock itch itinea crurisx, and ring-
: worm itinea co:-pori;-:2

- in or near the mouth or the eyes
' for vaginal yeast infections
° on nail or :~:ca.lp

%

l
l
s
5
l

l
E Stop use and ask a doctor if

' irritation occurs or gets worse
' there is no improvement within -l-week-3

for athlete's foot or ringworm or within
2 weeks for jock itch

Keep out of reach of children. If swal-
lowed, get medical help or contact a
poison control center right away.
Directions:

' Adults and children 2 years of age and
older.

' use tip of cap to break the seal and openthe tube

' wash the affected skin with soap and
water and dry completely before apply-
mg

' for athelete’s foot and riz:gwo11:o, apply
a thin layer over affected area morning
and evening for 4 weeks or as directed
by a doctor

' for athlete's foot, pay special attention
to the spaces between the toes. Wear
well-fitting, ventilated shoes and
change shoes and socks at least once a
day. ,

' for jock itch, apply a thin layer over af-
fected area morning and evening for 2
weeks or as directed by a doctor

' Children under 2 years: ask a doctor
Other Information:

9 store between 2“-30”C'(36”-86°F)
' do not. use ifseal on tube is broken or is

not visible

Ifiuactive Ingredients: benzyl alcohol (1%),
cctostea.r_y'l alcohol, cetyl esters wax, 2-
octyldodecamol, polysorbate 60, purified
water; sorbitan monosteerate

Questions? call 1-800-452-0051
24 hours a day 7 days a week.

How Supplied: % oz cartons. I
Shown in Product Identification

Guidejpage 505

.\ .=-xii: a~l3- J: . .. _!1;,cL

; EX:'ZED¥llNs'= BACK 3: BODY

1' (movartis Consumer Health, lnc_)

Drug Facts
2 Active Ingredients
‘ {_ h I fl Purposesor eat: cap .9 ,

  

 

' .-\.::et ‘nope :1 15*} rv.
V L‘;?'_Cl -35'  

Llfiil .r:=;.v; aspirin -fot.i.,_ -_-
wirh uelczur-.1. .2: hor;uta_=-

Uses:

- fihr the tempor-
' - .rnu1or «:-

- muscular aclrtes 
: Warnings:

-j'Fleve’s syndrome: Children and '} agers who have or Me recon-et-‘_ -1|-i.~L-cur-   sor: or flu hr1 zu-rnn

dficotnfort which accompany these .conditions

Warnings:
For external use only
Do not use

4 - - F’

3 not use this product. ‘When wing
product, if changes in behavior W!
nausea and vomiting occur. consult
doctor because these sjnzoptotns couid he
an earl); sign of B-eye 3 syudronce, at run
but serious illness.

Allergy alert: Aspirin may cause a sen-ya»
allergic reaction which ma_v include:

'_ hives - facial swelling
- asthma (_wheezing,'J - shock.

l Alcohol warning: If you consume 3 or
more alcoholic drinks every day. you:
cloctor whether you should take aceta-
minophen and aspirin or other pain re-
lieversffever reducers. Acetaminophen
and aspirin may cause liver damage and
stomach bleeding.
Do not use

- if you have ever had an allergic reaction.
to any other pain relieverffeve1- reducer

' with any other products contaj.x1i.ng ace
tazninophen. (see Overdose Warning]

Ask a doctor before use if you have
' asthma -' ulcers - bleetiingproblems
- stomach problems that last or Come

back, such as heartburn, upset stomach.
or stomach pain

 
 

Ask a doctor or pharmacist before use if .
you are taking a. prescription drug for:
' a.nticoag'u.lation (thinning of the blood)
- diabetes 0 gout I arthritis

Stop use and ask a dodor if -' an allergic
reaction occurs. Seek. medical help rightaway.-
‘ new symptoms occur
3 symptoms do not get better or worsen
' ringing in the ears or loss of hearingoccurs

* painful area is red or swollen
- pain gets Worse or lasts For more than

10 days
I fever gets worse or lasts for more than

3 days
if pregnant or breamdceding. ask .2 health
profefional before use. It is especially im-
portant not. to use aspirin during the la“
3 months ofpregnancy unless definitely‘ tie
rected to by a doctor because it may cause
problems in the unborn child or complica-

-tions during delivery.
Keep out of reach of children.
Overdose warning: Ta]-ting more than
the recommended does can cause serious

 
 
 

 

 



:='fiO§}UCT ENFORMATEON
. . . . . . I

health prooiems, including serious liver I Do not use
ti:-unage. In case ofoverdose, get medical
help or {.‘Ol'!.£ElCE a Poison Control Center
Q. . away. Quick medical attention is i
critical for adults as well as for children
even if you do not notice any signs or
S}'mpEOm5.
Directions:
* do not use more than directed lsee

Overdose Warningl
v drink a full glass ofwater with each dose
4 adults and children 12 years and over-.

take 2 capiets every 6 hours; not more
than 3 Caplets in 24 hours

0 children under 12 years: ask a doctor
Other Information:

° each caplet contains: calcium 80 mg
= store at controlled room temperature

20525‘ C €68‘-77° F‘)
I read all product information before

using. Keep this box for 'u:nporta.nt
information

ilnactive ingredients: henzoic acid, corn
starch. croscarmellose sodium, ‘£}&C yel-
low #10 lake, FD&C blue #1 lake. FD&C

‘blue #2 lake, hydroxypmpylcellulose. hy-
promellose, m.icrocrysta.U.ine cellulose, min-
eral oil, polysorbate 20, povidone, propylene
glycol, silicone dioxide, simethicone emul-
sion, sorbitan tnonoiaurate, stearic acid,
zinc stearate
Questions or comments?
1-800--£63-7746

How Supplied: Caplets available in
2-1 ct... 50 ct. and 100 ct. cartons.

Shown in. Product Identification
Guide. page 505

EXCEDRINE TENSION HEADACHE

(Novartis Consumer Health, inc.)
PAIN RELJEVER

Active ingredients Purpose:
(in each gertabftabletsfcapletsl:
_i.c=.='i_=i.=ninr=phEn

500 mg Pain reliever
fnrrnuiated Wu

5

l
I

Drug Facts 5,.

1

h on mg cafieine! I. r
1.525:

' mpnrarily relieves minor aches and =
5 due 1:}: :
ariaclie *7 m:1.=cular s.cl‘.e;=

 

 ‘3 ll

-‘:‘a.1-nings: -
Alcohol warning: if you consurrie 3 or

 

 
   

 

 

 
 
 

‘he-3
lievers l"evcr re-. or (' l

Acetaminophen may cause liver ‘

Caffeine warning: The recommended ;
:- Hi" this prnduc-. coiitains about as‘

...e as :1 cup oft-:rtTec. Limit the
ol" c':ifi'ei:=.€-—contaii1ing medications.

nr -io\’ei.'age5 while taking this prod-
3t.- F.1.url1 Vcziifuiiie L1a_1 (“dose .;

irritah . _. sleeplessness.
21.3113; rapid heartbeat. —:

 

 

Q mellose,

 

- with any other prodrucb containing ane-
tamiuophen. {see Overdose Warning}

' Stop use and ask a doctor if
- new symptoms occur
' symptoms do not get better or worsen
- pairi.f'u.l area is red or swollen
- pain gets worse or lasts for more than

10 days
- fever gets worse or lasts for more than

3 days
1'? pregnant or breast-feeding, ask a
health professional before use.
Keep out of reach of children.
Overdose warning: Taking more than
the recommended dose can cause serious
health problems, including serious liver
damage. In case of overdose, get medical
help or Contact a Poison Control Center
right away. Quick medical attention is
critical for adults as well as for children
even if you do not notice any signs or
symptoms.
Directions:

' do, not use more than directed (see
overdose Warriing)

° adults and children 12 years of age and
over: take 2 geltabs, tablets or caplets
every 6 hours; not more than 8 geltabs.
tablets or caplets in 24 hours

' children under 12 years of age: ask a
doctor

Other Information:
- store at room temperature

Inactive Inguredjentsz
Tabletsfcaplets
benzoic acid, corn starch, croscarmellosc
s«odium*. FD3-'.C blue #1, FD&C red #40,
FD&-.C yellow #6, gelatin, glycerin, bypro-

magnesium stearate, meth-
ylparaben‘, rcicrocrystalline cellulom,

. mineral oil. gnolysorbcte 20, povidone. pre-
gelarinized starch. prop}‘le.ne glycol, pro-
p_\,'lpa.raben‘, sirnethioons emulsion, sor’oi-

I tan monolaurete, stearic acid. titsniurn
‘ dioxide

Gelrabs
henzoic acid. corn starch. rroscannellof

: sodium‘. FD&C blue #1. FD:’.§cC' red #40. 1
F‘DS:C yellow #5, gelatin. gl}-vcerin. h_wpro- ;
mellusc. imagnesium sLeara‘u2. meth-
_\'lparaben*, microcrjvsrslline ccllulns-0
tnineral oil: pcljrsnrbare 20, povidone. pre-

NOVARTIS CONSUMERJ62 1
 

EXCED RIN€§l EXTRA STRENGTH
thlovartis Consumer Health, inc.)
PAIN FIELIEVER

Drug Facts
Active Ingredients:
{in each caplet/tablet/geitab)
Acetaminophen 250 mg Pain reliever

‘ Purpose:
Aspirin 250 mg Pain reliever
Caffeine 65 mg ........... .. Pain reliever aid

l

 

Uses:

- temporarily relieves minor aches and
pains clue to:* headache
’ a cold '' arthritis - muscular aches
- sinusitis ' toothache
' premenstrual & menstrual cramps

Warnings:
Re-\,'e's syndrome: Children and teen»
agar-s who have or are recovering from
chicken pox or fiu-like symptoms should
not use this product. When using this
product, if changes in behavior with
nausea and vomiting occur, consult a.
doctor because these symptoms could be
an early sign of Reye‘s syndrome, a rare
but serious illness.

Allergy alert: Aspirin may cause a severe
allergic reaction, which may include:
- hives I facial swelling
° asthma {wheezing} - shock

Alcohol warning: If you consume 3 or
more alcoholic drinks every‘ day, ask your
doctor whether you should take aceta-
minophen and aspirin or other pain re-
lieversffever reducers. Acetarninophen
and aspirin may cause liver damage and
stomach bleeding.

Caffeine warning: The recommended
dose of this product contains about as
much caffeine as a cup ofcoffee. Limit the
use of caffeine-containing medications,
foods. orbeverages while taking this prod-
uct bmuse too much caffeine may cause

5 nervousness. irritabiliiry, sleepiessness,
and. occasionally. rapid heart beat.

: Do not use

- ifjmu have ever had an allergic reaction
to any or her pain reliever.‘f'ever reducer

- with any other pz'o-clucts oontaiI1ing ace-
taminophen. ($89 Overdose Warning)

 
Ask a doctor before use if you have
'< I718.

' 100 C1. and ‘E50 ct. cartons. Caplets in

gelatiriized starch. propylene glycol. pro- .
pylparabeu’, :“.~iI1'lELl".iL:(me emulsion, scathi-an morlolsiurate. stearic acid. titanium
dioxide

' ulcers
' bleeding problems
* stomach pmble ‘:5 such as heartburn.

upset stomach. or stomach pain that do
not go away or return

Ask a doctor or pharmacist before use if
you are telzi ;_r s prescription drug for:
- anticnugnil. . nu vtliinning of the blood:

I 0 diabetes * -,_:-out - arthritis

 

 .2\' cortrriin these incredinr-. 

Questions or comments?
1-300-4537745

How Supplied: Tahl-ms i

 

‘.24 ct.. 50 c‘

 
 

Stop use and ask a doctor if
v an allergic reaction occurs. Sail-1 medi-riwht awev

gm:-.5 or: r 

 

34 cf... {:0 ct.. 100 ct. and 259 ct. carton‘
Gehahs in 24 ct., 50 c'.., and 1130 C1. car-I

Siroum in Produca‘ [den ::';'7‘c'on'on ,f
Guide, page 505 !
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Excedrin E;t1'_ra Strength»-«Cont.

zpzoms do not get: in
  

 

   

 

‘ES worse or lasts for more than
«:0 L14}: ,

h‘ pregnant or breastfeeding, asl-2 :1
- lrh professional before It is espe-

 
 
  3 rnurzihs -:2? pt 'ur-iv:-£5 def-

directed to do  
cm. .4 it max‘ cause problems in the Lin- 2
born child or
deliver)-'.
Keep out of reach of children.

complications during

Overdose warning: Taking more than
the recommended dose can cause serious
health problems, including serious liver
damage. in case ofox-erdose, get medical
help or contact :1 Poison Control Center
right away. Quick medical attention is
critical for adults as well as for children
even. if you do not notice any signs or
symptoms.
Directions:
- do not use more than directed (see

overdose Warning)
' drink a full glass ofwater with each dose
° adults and children 12 years and over:

take 2 caplets, tablets, or gcltabs every
6 hours; not more than 8 caplets, tab«
lets, or geltabs in 24 hours

- children under 12 years: asl: a doctor

Other Information:
° store at room temperamre
' read all product information before us-

ing.

Inactive Ingredients:
Tabletslcaplets
benzoic acid, carnauba wax, FD&C blue
#1*, hydroxypropyl cellulose, hypromeI-
lose, microcrystalline cellulose, mineral
oil, polysorbalze 20, povidone, propylene
glycol, simethiconc emulsion, sorbitan
rnonolaurate, stearic acid, titanium
dioxide‘

* may also contain these ingredients.

Inactive Ingredients;
Geltahs
benzoic acid, D&G yellow #10 lake, diso-
diurn EDTA, FD&C blue #1 lake, FD&C
red #40 lake, ferric oxide, gelatin,
glycerin, hydroxypropyl cellulose, hypro-
mellose, maltitol solution, mic;-ocrystal«
line cellulose, mineral oil, pepsin,
polysorbate 20, povidone, propylene
glycol, propyl galiate, simethicone
emulsion, sorbitan monolaurate, stearic
acid, titanium dioxide
Questions or comments?
1-80D-458-7743

How Supplied: Capiets available in 24:
cl:., 50 ct., 1.00 ct., and 250 ct. cmons.
Tablets available in 2 c1':., 10 ct., 24 ct., 50

 
  , cr.. 101} or. d 250 ct. cartons. Gel ,

3 available -.1 ct., 50 ct. and 1.00 ct. .‘ tons. -
S1'2utc.'t .-’ r':.'-doc: r't."w L1.-'££U.'£

worse or lasts for more thm

Lnlperiflllb not [0 use aspirin during 3
_ Active ingredients 

 
 
llI
E!

 

 
 

(._r'l.d‘e_. ,oa.ge .

fiCEDF{5P~.l 5‘ i\r‘ilGHAli‘\i'E
PAIN RELEEVEFUPAJN HELJEVER FUD
(Novartis Consumer Health, inc.)

Drug Facts
Purposes:

(in each caplet/‘tabletfgeltablz
Aceraniinophen 350 rug ..

‘pirin 250 mg ............ ._
Caffeine 65 mg
Use:

- 'n-eats migraine

Pain relieve

Warnings:
Fleyefs syndrome: Children and teen-
age:-3 who have or are recoveri_ng from
'hicken pox or flu—lilie symptoms should
not use this product. When using this
product, if changes in behavior with
nausea and vomiting occur, consult a
doctor because these symptoms could be
an early sign of‘ Reyes :nrndron1e, a rarebut serious illness.

Allergy alert: Aspirin may cause a severe
allergic react n, which may include:
- hives - facial swelling
' asthma (wheezing) - shock

Alcohol warning: If you consume 3 or
more alcoholic drinks every dag ask your
doctor whether you should take aceta-
minophen and aspirin or other pain re-
lieversffever reducers. Acetalnlnophen
and aspirin may cause liver damage and
stomach bleeding.
Caffeine warning: The recommended
dose of this product contains about as
much caffeine as a cup ofcoffee. Limit the
use of caffeineacontaining medications,
foods, or beverages while taking this prod-
uct because too much caffeine may cause
nervousness, irritability, sleeplessness,
and, occasionally, rapid heartbeat.
Do not use

* ifyou have ever had an allergic reaction
to any other pain rcl1'eve1'.-’E'ever reducer

' with any other products containing ace-
taminophen. (see Overdose Warning)

Ask a doctor before use if you have
- never had migraines diagnosed by a

health professional
' a headache that is different from your

usual migraines
- the worst headache ofyour life
' fever and stiff neck
I headaches beginning afier or caused by

head injury, exertion, coughing or bend-
mg

° experienced your first headache after
the age of 50

' daily headaches
' a J:n1'g'raine so severe as to require bedrest

Pain reiiewzr '

Pain reliever aid

§’fi{'>DU CT §3"—3z’3Ofi

  
 

Ask a doctor or onarmacxst before us ". 8 TI
, you are
' - t=.1l—;i_n2.' a oz
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 * diabetes -
under a doc
condition
w.l-:.in-_l; any -.‘.El1c:'C:1'ug
raking other product that con
3.-;pl.“i
pain reliever. 1-_~-.er reduu-.':.'

 

  

‘ Stop use and ask a doctor if
- an ailergc reaction occurs. Steels snedi.

col help righr awajr.
- your l11_lg1'.’,1lIlEl._ not relieved or '.=\'01‘3c11:'

afier first dose

 

I ' REVS’ OI’ unexpected S}"!I1}JED1'l1S OL‘L‘1Z!'
* stomach pain or upset gets worse orlasts

' ringing in the ears or loss of hearingoccurs

if pregnant or breasrfeeding, B."-'-l~: :1
health professional before use. It is espe-
cially important not to use aspirin during
the last 3 months ofpregnancy unless dot!
initely directed to do so by a doctor be-
cause it may cause problems in the un-
born child or complications during
deliver-_<;.
Keep out of reach of children.

Overdose warning: Taking more than
the recommended dose can cause serious
health problems, Lnciudjng serious liver
damage. In case of overdose, get medical
help or Contact a Poison Control Center
right. away. Quick medical attention is
critical For adults as well as for children
even if you do not notice any signs or
symptoms.
Directions:

- do not use more than directed (see
Overdose Warning)

' adults: take 2 tablets, capleteor geltabs
with a glass ofwalzer

- if symptoms persist or worsen, ask yourdoctor -

0 do not take more than 2 tablets. caplcts
or geltabs in 24- hours, unless directed
by a doctor

' under 18 years of age: ask a doctor
Other Information:
' store at 20"-25”C (68°-7717')
' read all product information before us-

ing. Keep the box for important. infor-mation.

Iixactive Ingredients:
Tabletslcapiets
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lose, microcrystalline cellulose, mineral
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE BEFORE THE

TRADEMARK TRLAL AND APPEAL BOARD

 

In re:

Opposition No. 91 185473

Filed: September 8, 2008

Trademark Application Serial No. 77208071

Mark: ORGANIC ASPIRIN

BAYER AKTIENGESELLSCHAFT,

Opposer,

—against

STAMATIOS MOURATIDIS

Applicant.
 

APPLICANT‘S RESPONSES TO OPPOSER’S

FIRST SET OF INTERROGATORIES TO APPLICANT '

In regards to the proposed mark ORGANIC ASPIRDI, Stamatios Mouratidis
("Applicant") hereby providesiresponses as follows to Bayer Al<tiengese1lschaft‘s
("Opposer") First Set of Interrogatories.

GENERAL OBIECTIONS AND RESERVATION OF RIGHTS

1. Applicant objects to Opposer‘s interrogatories to the extent they seek information
protected by the attorney-client privilege, the work product doctrine or any other
applicable privilege or exemption. Ay inadvertent production or disclosure of
information falling within" the scope of this objection shall not be a waiver of it.

2. Applicant objects to Opposer's definitions, to the extent that the definitions go
beyond the scope of the Federai Rules of Civil Procedure, or seek to impose any
obligations greater than those set forth in the Federal Rules of Civil Procedure.

3. Applicant objects to the scope of Opposer’s interrogatories to the extent that the
information sought is beyond that which is relevant or reasonably calculated to
lead to the discovery of admissible evidence, including, without limitation, those
interrogatories seeking “each”, “every”, and/or “all” information and/or
documents relating to a subject area. '



Interrogatogy No. 11

Identify the medical conditions that can be helped by each of Applicant's Goods.

Response to Interrogatog No. 11
In addition to Applicant's General Objections, Applicant objects to this

Interrogatory as vague and overbroad. Applicant objects to Opposer's interrogatory to the
extent that the tenns "medical conditions" and "helped" are vague and the interrogatory

calls for irrelevant information. Applicant's Organic Aspirin TM capsules is sold to

promote cardiovascular health and general Well being in healthy individuals.



Dated: May 26, 2009

The signatory hereof certifies under oath that the foregoing responses to

interrogatofies are true, complete, and accurate to the best of my knowledge.

Respectfully submitted,



SM

Stamatios Mouratidis, Ph.D.

CERTIFICATE QE SERVICE

I hereby certify that on this 26th day of May, 2009, true and correct copies of
APPLICANT'S RESPONSES TO OPPOSER'S FIRST SET OF

INTERROGATORIES TO APPLICANT In Re: Opposition No. 91185473,

Trademark Application Serial No. 77208071 was delivered by email, on the following

parties:

BAYER AKTIENGESELLSCHAFT

Jennifer Fraser

Chiistina M. Hillson

Connolly Bove Lodge & Hutz LLP
P.O. Box 2207

Wilmington, DE 19801

(302) 658-9141

Attorneys for Oppose:

Stamatios Mouratidis, Ph.D.
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE BEFORE THE

TRADEMARK TRIAL AND APPEAL BOARD

In re:

Opposition No. 91 185473

Filed: September 8, 2008

Trademark Application Serial No. 77208071

Mark: ORGANIC ASPIRIN

BAYER AKTIENGESELLSCHAFT,

Opposer,

-against

STAMATIOS MOURATIDIS

Applicant.

APPLICANTS SUPPLEMENTAL RESPONSES TO OPPOSER'S

FIRST SET OF INTERROGATORIES TO APPLICANT

In regards to the proposed mark ORGANIC ASPIRIN, Stamatios Mouratidis

("Applicant") hereby provides supplemental responses as follows to Bayer '

Aktiengesellschaft's ("Opposer") First Set of Interrogatories as per clarifications provided

by Opposer. A

GENERAL OBJECTIONS AND RESERVATION OF RIGHTS

1. Applicant objects to Opposefls interrogatories to the extent they seek information

protected by the attorney-client privilege, the work product doctrine or any other

applicable privilege or exemption. Ay inadvertent production or disclosure of

information falling within" the scope of this objection shall not be a Waiver of it.

2. Applicant objects to Opposer's definitions, to the extent that the definitions go

beyond the scope of the Federal Rules of Civil Procedure, or seek to impose any

obligations greater than those set forth in the Federal Rules of Civil Procedure.

3. Applicant objects to the scope of Opposer’s interrogatories to the extent that the

infolmation sought is beyond that which is relevant or reasonably calculated to

lead to the discovery of admissible evidence, including, Without limitation, those



interrogatories seeking “each”, “every”, and/or “all” information andfor

documents relating to a subject area.

4. Applicant objects to these interrogatories to the extent they require Applicant to

produce documents that are a matter ofpublic record or publicly available,

documents that Opposer may obtain as easily as Applicant, and/or documents

generated by other entities.

5. Applicant objects to Opposer's interrogatories to the extent that the interrogatories

are overly broad, vague, indefinite and/or incomprehensible and not reasonably

calculated to lead to the discovery of admissible evidence in this case.

6. Applicant's responses are made without waiving or intending to waive any

objections as to the relevancy, privilege, or admissibility at any hearing or at the

trial in this or any other action or proceeding, on any ground. A partial response

to any request that has been objected to, in whole or in part, is not intended to be a

Waiver of this or any other objection.

7. In responding to Opposer's interrogatories, Applicant has made reasonable efforts

to respond, to the extent that no objection has been made against such discovery

requests, as Applicant understands and interprets each interrogatory. If Opposer

subsequently asserts an interpretation of any interrogatory which differs from that

ofApplicant, Applicant reserves the right to supplement its responses and/or

objections.

8. Applicant reserves the right to amend or supplement its answers if additional

information becomes known or additional documents come within its possession,

custody or control.

'9. Each of the general objections included herein shall be deemed to be incorporated

into each of the responses set forth below. Nothing stated or produced in

response to these requests should be deemed a Waiver of any of the general or

specific obj ections included herein.

RESPONSES

Interrogatory No. 2

State with particularity each ingredient contained in each product identified in

lnterrogatory No. 1.

Response to Interrogatory No. 2

In addition to Applicant's General Objections, Applicant objects to this

lnterrogatory as vague and overbroad.Applicant objects to Opposer's interrogatory to the

extent that the term "ingredient" is vague and the interrogatory calls for irrelevant

information. Per Opposer's clarification of definitions and limiting the scope to exclude

the t-shirts, the ingredients contained in ORGANIC ASPIRIN capsules are: 1)

Meadowsweet 2) White Willow 3) Calcium Carbonate 4) I-lawthorn Berry



Interrogatog No. 10

Identify the medical conditions that can be treated by each of Applicant's Goods.
Response to Interrogatorx N0. 10

In addition to Applicant's General Objections, Applicant objects to this

Inteirogatory as vague and overbroad. Applicant objects to Opposer's interrogatory to the
extent that the terms "medical conditions" and "treated" are vague and the interrogatory
caiis for irrelevant information. Per Oppcsefs clarification of definitions and limiting the



scope to the relevant issues, Without waving the foregoing objections, no medical

conditions can be treated by any ofApplicant's Goods-

Interrogatory N0. 14

Describe with particularity how Applicant's Goods were developed.
Response to Interrogatog No. 14

In addition to Applicant's General Objections, Applicant objects to this

Interrogatory as vague and overbroad. Applicant objects to Opposer's interrogatory to the

extent that the terms "Applicant's Goods" are vague and overbroad and the interrogatory

calls for irrelevant information. Per Opposer's clarification of definitions and limiting the

scope to the relevant issues, without waving the foregoing objections,applicant‘s goods

were developed through literature research for each ingredient from www.wi1<ipedia.org
and www.1nountainroseherbs.cotn and the links provided therein.

Interrogatory No. 15

State with particularity what aspirin is.



Response to Interrogatog No. 15

The term "aspirin" is a generic term. In addition to Applicant's General

Objections, Applicant objects to this request as vague and overbroad. Information on the

term "aspririn" is publicly available from sources readily available to Opposer, such as

dictionaries found in a public library, that Opposer may obtain as easily as Applicant.

Per Opposefs clarification of definitions and limiting the scope to the relevant issues,

without Waving the foregoing objections, dictionary definitions of the term "aspirin" fiorn

sources readily available to consumers, such as dictionaries found in a public library
follow.

Definitions fiom The American Heriz‘age® Dictionaryfor the English Language, Fourth
Edition” Honghton Mifflin Company. ’

aspirin n., pl. aspirin or ~i~1iris 1. A white, crystalline compound,

CH3 COOCGI-l4COC_)H, derived from salicylic acid and commonly used in tablet

form to relieve pain and reduce fever and inflammation. It is also used as an

antiplatelet agent. Also called acetylsalicylic acid. 2. A tablet of aspirin

[Originally a trademark]

Definitions from Merriam- Websi‘er’s C0ilegiate® Dictionary, Eleventh Edition, Merriam-

Webster, Incorporated.

aspirin 11, pl aspirin or aspiIin[ISV, fr. acetyl + spiraeic acid (former name of

salicylic acid), fr. NL Spiraea, genus of shrubs — more at SPIRAEA](l899) 1: a

white crystalline derivative C9H304 of salicylic acid used for relief ofpain and

fever 2: a tablet of aspirin

Definitions from the Compact Oxford English Dictionary of askOXford.c0m

aspirin - noun (pl. same or aspirins) a medicine used in tablet form to relieve pain
and reduce fever and inflammation.

—— ORIGIN from the chemical name, acetylated salicylic acid'.'

Definitions from the McGraw-Hill Dictionary ofScientiific and Technical Terms, sixth
edition, McGraW-Hill.

Acetylsalicylic acid [ORG CHEM] CH3COOC5H4COOH A white, crystalline,

weakly acidic substance, with melting point 137°C; slightly soluble in Water; used

medicinally as an antipyretic. Also known by trade name aspirin.

Definitions fi'om Mosby’s Dictionary ofMedicine, Nursing cl’: Health Professions, seventh

edition, Mosby Elsevier.

Aspirin (ASA) An analgesic, antipyretic, and anti-inflammatory. Also called

acetylsalicylic acid (ASA). Indications: It is prescribed to reduce fever and



relieve pain and inflammation. Contraindications: Bleeding disorders, peptic
ulcer, pregnancy, concomitant use of anticoagulants, or known hypersensitivity to
salicylates prohibits its use. Adverse effects: Among the most serious adverse
reactions are ulcers, occult bleeding, clotting defects, renal toxicities, tinnitus,

dyspepsia, and allergic reactions. Reye's syndrome has been associated with

aspirin use in children.



Interrogatory No. 25

Identify all surveys or reports ofconsumer understanding, recognition or

perception of the term "organic" that Applicant has ever conducted , prepared or had

conducted or prepared, by stating for each such survey and report the following:

(d) The name of the survey or report;

(e) The person responsible for conducting and preparing such surveys or reports; and

(f) The results obtained

Response to Interrogatog; No. 25

In addition to Applicant's General Objections, Applicant objects to

this Interrogatory as vague and overbroad. Per Opposer's clarification of definitions

and limiting the scope to the relevant issues, without wavingthe foregoing objections,

Applicant has never prepared or conducted any surveys or reports of consumer

understanding, recognition or perception of the term "organic".
(i) Not applicable A

(1) Not applicable

(k) Not applicable

In response to the initial USPTO refusal Applicant included the following dictionary

definitions of the term "organic“ in his answer, from sources readily available to

consumers, such as dictionaries found in a public library.

Definitions fi'on1 The American Heritage® Dicrionarryfor the English Language, Fourth
Edition,, Houghton Mifflin Company.

organic adj. 1. Of, relating to, or derived fiorn living organisms: organic matter.

2. Of , relating to, or affecting a bodily organ: an organic disease. 33. Of, marked

by, or involving the use of fertilizers ofpesticides that are strictly of animal or



vegetable origin: organic vegetables; an organic farm. 1). Raised or conducted

without the use of drugs, hormones or synthetic chemicals: organic chicken;

organic cattle farming. c. Serving organic food: an organic restaurant. d . Simple,

healthfiil, and close to nature: an organic lifestyle. 43. having properties

associated with living organisms. h. Resembhng a living organism in organization

or development; interconnected: society as an organic Whole. 5. Constituting an

integral part of a whole; fundamental. 6. Law Denoting or relating to the

fundamental of constitutional laws and precepts of a government or an

organization. 7. Chemistry Of or designating carbon compounds. 0 n. 1. A

substance , especially a fertilizer or pesticide, of animal or vegetable origin. 2.

Chemistry An organic compound. ~organically adv. —organicity n.

Definitions fiom Merriam- Webster's C0llegiate® Dictionary, Eleventh Edition, Merriam-
Webster, Incorporated.

‘organic adj (1517) 1 archaic: INSTUMIENTAL 2a: of, relating to, or arising in a
bodily organ b : affecting the structure of the organism 3 a (1): of, relating to, or

derived from living organisms <~evolution> (2) : of, relating to, yielding, or

involving the use of food produced with the use of feed or fertilizer ofplant or

animal origin without employment of chemically formulated teitilizers, growth

stimulants, antibiotics, or pesticides <~farming> <~produce> b (1) : of, relating to

, or containing carbon compounds (2) : relating to, being, or dealt with by a

branch of chemistry concerned with the carbon compounds of living beings and

most other carbon compounds 4 a : forming an integral element of a whole:

FUNDAMENTAL <incidenta1 music rather than ~part of the action ~ Francis

Fergusson> b : having systematic coordination ofparts : ORGANIZED <an

~whole> c : having the characteristics of an organism : developing in the manner

ofa living plant or animal 4-society is ~> 5: of relating to or constituting the law

by which a government or organization exists organically adv. worganicity 11.

2organic n (1942) : an organic substance: as a : a fertilizer ofplant or animal
origin b : a pesticide whose active component is an organic compound or mixture

of organic compounds c : a food produced by organic farming

Definitions from the Compact Oxford English Dictionary of askOxford.com

organic - adjective 1 relating to or derived from living matter. 2 not involving or

produced with chemical fertilizers or other artificial chemicals. 3 Chemistry

relating to or denoting compounds containing carbon and chiefly or ultimately of

biological origin. 4 relating to or affecting a bodily organ or organs. 5 (of the

elements of a whole) harmoniously related. 6 characterized by natural

development.

~«~— DERIVATIVES organically adverb.



Definitions from the McGraw-Hill Dictionary ofScientific and Technical Terms, sixth

edition, McGraw-Hill.

Organic [ORG CHEM] Of chenncal compounds, based on carbon chains or iings

and also containing hydrogen with or without oxygen, nitrogen, or other elements.

Definitions from Mosby’s Dictionary ofMedicine, Nursing & Health Professions, seventh

edition, Mosby Elsevier.

Organic 1. Any chernicai compound containing carbon other than simple metal

carbonate, hydrogen carbonate, or cyanides. Compare inorganic. 2. Pertaining to
an organ.

Definitions from Academic Press Dictionary ofScience and Technology, Academic
Press.

Organic Chemistry. Of or relating to any covalently bonded compounds

containing caibon atoms. Biology. Relating to 01’ involving an organism or

organisms. Medicine. Relating to or affecting an organ of the body. Agronomy.

Of or relating to organic farming or organic foods.



the attorney-client privilege. Per Oppcsefs clarification of definitions and limiting the

scope to the relevant issues, without waving the foregoing objections, the Applicant,

Stamatios Mouratidis, Pl1.D. (aka Stamatis Muraticlis, Ph.D.) is solely responsible for all

items of Iriterrogatory No. 34.

Dated: May 6,, 2009

The signatory hereof certifies under oath that the foregoing responses to

interrogatories are true, complete, and accurate to the best ofmy knowledge.

Respectfully submitted,
SM

Stamatios Mouratidis, Ph.D.

CERTIFICATE E SERVICE

I hereby certify that on this 6th day ofMay, 2009, true and correct copies of
APPLICANTS SUPPLEMENTAL RESPONSES TO 0PPOSER'S FIRST SET OF

INTERROGATORIES T0 APPLICANT In Re: Opposition No. 91185473,

Trademark Application Serial No. 77208071 was delivered by email, on the following

parties:

BAYER AKTIENGESELLSCHAFT

Jennifer Fraser

Christina M. Hillson

Connolly Bove Lodge & Hutz LLP

P.O. Box 2207 _

Wilmington, DE 19801

(302) 658-9141

Attorneys for Opposer
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Stamatios Mouratidis, Ph.D.
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]N THE UNITED STATES PATENT AND TRADEMARK OFFICE BEFORE THE

TRADEMARK TRIAL AND APPEAL BOARD

In re:

 

Opposition No. 91185473

Filed: September 8, 2008

Trademark Application Serial No. 77208071

Mark: ORGANIC ASPIRIN

BAYER AKTENGESELLSCHAET,

Opposer,

-against

STAJVIATIOS MOURATIDIS

Applicant.
 

APPLICANTS RESPONSES TO OPPOSER'S
SECOND SET OF INTERROGATORIES TO APPLICANT

in regards to the proposed mark ORGANIC ASPIRIN, Statnatios Mouratidis
("Applicant") hereby provides responses as follows to Bayer Al<;tie11gesellschaft's
("Opposer") Second Set of Interrogatories.

GENERAL OBJECTIONS AND RESERVATION OF RIGHTS

1. Applicant objects to Opposer‘s interrogatories to the extent they seek information
protected by the attorney-client privilege, the work product doctrine or any other
applicable privilege or exemption. Ay inadvertent production or disclosure of
information falling within the scope of this objection shall not be a waiver of it.

Applicant objects to Opp0ser's definitions, to the extent that the definitions go
beyond the scope of the Federal Rules of Civil Procedure, or seek to impose any
obligations greater than those set forth in the Federal Rules of Civil Procedure.

. Applicant objects to the scope of Opposer’s interrogatories to the extent that the
information sought is beyond that which is relevant or reasonably calculated to
lead to the discovery of admissible evidence, including, without limitation, those
interrogatories seeking “each”, “every”, andfor “all” information and/or
documents relating to a subject area.



Interrogatog No. 54:



Describe with particularity the manner in which products distributed or sold under

the Opposed Mark have been offered for sale, distributed, or soid by or for Applicant in

the United States, including, but not limited to, a description of the Wholesale and retail

distribution system used for such products; the identification of all entities involved in the

distribution ofproducts sold under the Opposed Mark; and the relationship between

Applicant and such entities.

Response to Interrogatorx Not 54

Without waving Applicants objections, to the best of Applicant's present

knowledge a wholesale offer has appeared on the Website o1‘ganicaspirin.corn, but the

only channel of trade is the online website organicaspirinconi without any wholesale and

retail distributions.

10
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Dated: May 6,, 2009

The signatory hereof certifies under oath that the foregoing responses to

inteirogatories are true, complete, and accurate to the best of my knowledge.

Respectfully submitted,
SM

Starnatios Mouratidis, Pl1.D.

CERTIFICATE QE SERVICE

lhereby certify that on this 6th day ofMay, 2009, true and correct copies of
APPLICANTS RESPONSES TO 0PPOSER'S SECOND SET OF

INTERROGATORIES TO APPLICANT In Re: Opposition No. 91185473,

Trademark Application Serial No. 77208071 was delivered by email, on the following
parties:

BAYER AKTIENGESELLSCHAFT

Jennifer Fraser

Christina M. I-Iillson

Connolly Bove Lodge & Hutz LLP

11



PO. Box 2207

Wilmington, DE 19801

(302) 658-9141

Attorneys for Opposer

Stamatios Mouratidis, Ph.D.



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE BEFORE THE

TRADEMARK TRIAL AND APPEAL BOARD

 

in re:

Opposition No. 91185473

Filed: September 8, 2008

Trademark Application Serial No. 77208071

Mark: ORGANIC ASPIRlN

BAYER AKTIENGESELLSCI-IAFT,

Opposer,

-against

STAMATIOS MOURATIDIS

Applicant.
 

APPLICANTS SUPPLEMENTAL RESPONSES TO OPPOSEFUS

SECOND SET OF INTERROGATORIES T0 APPLICANT

In regards to the proposed mark ORGANIC ASPIRIN, Starnatios Mouratidis
("Applicant") hereby supplements responses as follows to Bayer Aktiengesellschaft’s
("Opposer") Second Set of Interrogatoiies.

GENERAL OBJECTIONS AND RESERVATION OF RIGHTS

1. Applicant objects to Opposer‘s interrogatories to the extent they seek information
protected by the attorney-client privilege, the work product doctrine or any other
applicable privilege or exemption. Ay inadvertent production or disclosure of
information falling within the scope of this obj ection shall not be a waiver of it.

2. Applicant objects to Opposer's definitions, to the extent that the definitions go
beyond the scope of the Federal Rules of Civil Procedure, or seek to impose any
obligations greater than those set forth in the Federal Rules of Civil Procedure.

3. Applicant objects to the scope of Opposer’s interrogatories to the extent that the
information sought is beyond that which is relevant or reasonably calculated to
lead to the discovery of admissible evidence, including, without limitation, those

interrogatories seeking “each”, “every”, and/or “all” information andfor
documents relating to a subject area.



4. Applicant objects to these interrogatories to the extent they require Applicant to
produce documents that are a matter of public record or publicly available,
documents that Opposer may obtain as easily as Applicant, and/or documents

generated by other entities.

5. Applicant objects to Opposer's interrogatories to the extent that the interrogatories
are overly broad, vague, indefinite and/or incomprehensible and not reasonably
calculated to lead to the discovery of admissible evidence in this case.

6. Applicant's responses are made without waiving or intending to waive any
objections as to the relevancy, privilege, or admissibility at any hearing or at the
trial in this or any other action or proceeding, on any ground. A partial response

to any request that has been objected to, in whole or in part, is not intended to be a
waiver of this or any other objection.

7. In responding to Opposer's interrogatories, Applicant has made reasonable efforts
to respond, to the extent that no objection has been made against such discovery
requests, as Applicant understands and interprets each interrogatory. if Opposer
subsequently asserts an interpretation of any interrogatory which differs from that
of Applicant, Applicant reserves the right to supplement its responses and/'or
objections.

8. Applicant reserves the right to amend or supplement its answers if additional
information becomes known or additional documents come within its possession,

custody or control.

9. Each of the general objections included herein shall be deemed to be incorporated
into each of the responses set forth below. Nothing stated or produced in

response to these requests should be deemed a waiver of any of the general or
specific objections included herein.

RESPONSES

Inter-rogato1_*y No. 40:

Describe with particularity any instances in which a consumer has inquired about

the ingredients in Applicant’s Goods.

Response to Interrogatogy No. 40



Without waving Applicants objections, to the best ofApp1icant's present

knowledge no consumers for Applicant's goods who have visited the website

organicaspirirrcom have inquired about the ingredients in Applicanfs Goods. Upon

mention of the mark and its use in web based company www.organicaspirin.corn in

conjunction with t—shirts and supplements Applicant has received informal inquiries

regarding the ingredients of the t~shirts and supplements from students ofApplicant's

chemistry class.

Interrogatory No. 42:

Describe with particularity all communication between Cindy Short and!or

Abrams Royal Pharmacy and Applicant.

Response to Interrogatory No. 42

Without waving Applicant's objections, to the best ofApplicant's present

knowledge only a telephone response to Cindy Short and/or Abrams Royal Pharmacy

regarding the inquiry referenced in document #OA0005 was made. During our

communication by a telephone conversation that lasted only a few minutes, it was

established that we do not provide assays on the composition of our product, and Cindy

Short and/or Abrams Royal Pharmacy did not Show further interest in carrying our

product.



Dated: May 26, 2009

The signatory hereof certifies under oath that the foregoing responses to
interrogatories are true, complete, and accurate to the best of my knowledge.

Respectfully submitted,
SM

Stamatios Mouratidis, Ph.D.



CERTIFICATE QB SERVICE

1 hereby certify that on this 26th day of May, 2009, true and correct copies of
APPLICANT'S SUPPLEMENTAL RESPONSES TO OPPOSER'S SECOND SET

OF INTERROGATORIES TO APPLICANT In Re: Opposition No. 91185473,

Trademark Application Serial No. 77208071 was delivered by email, on the following

parties:

BAYER AKTIENGESELLSCHAFT

Jennifer Fraser

Christina M. I-Iillson

Connolly Bove Lodge & Hutz LLP
P.O. Box 2207

Wilmington, DE 19801

(302) 658-9141

Attorneys for Oppose}:

Starnatios Mouratidis, Ph.D.



Dated: May 26,, 2009

The signatory hereof certifies under oath that the foregoing statements are true,

complete, and accurate to the best ofmy knowledge.

Respectfully submitted,

__S.M_

Stamatios Mouratidis, Ph.D.

CERTIFICATE E SERVICE

I hereby certify that on this 26th day of May, 2009, true and correct copies of
APPLICANTS SUPPLEMENTAL RESPONSES TO OPPOSER'S FIRST

REQUESTS FOR PRODUCTION OF DOCUMENTS TO APPLICANT In Re:

Opposition No. 91185473, Trademark Application Serial No. 77208071 was delivered by

email on the following parties:

BAYER AKTIENGESELLSCHAFT

Jennifer Fraser

Christina M. Hillson

Connolly Bove Lodge & Hutz LLP
P.O. Box 2207

Wilmington, DE 19801

(302) 658-9141

Attorneys for Opposer

Starnatios Mouratidis, Ph.D.
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IN THE UNITED STATES PATENT AND TRADEIVIARK OFFICE BEFORE THE

TRADEMARK TRIAL AND APPEAL BOARD

 

In re:

Opposition No. 91185473

Filed: September 8, 2008

Trademark Application Serial No. 77208071

Mark: ORGANIC ASPIRIN

BAYER AKTIENGESELLSCHAFT,

Opposer,

—against

STAMATIOS MOURATIDIS

Appiicant.
 

APPLICANTS RESPONSES TO OPPOSEFUS

FIRST REQUESTS FOR ADMISSIONS

In regards to the proposed mark ORGANIC ASPIRIN, Stamatios Mouratidis

("Applicant") hereby presents responses as follows to Bayer Aktiengesellsohaffls
("Opposer") First Requests for Admissions.-



3. Applicant uses the Opposed Mark in connection with dietary supplements

for human consumption.

Response: The statements made in paragraph 3 of the Opposer's First Requests for
Admissions are admitted. -

4. Applicant uses the Opposed Mark in connection with dietary supplements

advertised as “cardioprotective capsules.”

Response: The statements made in paragraph 4 of the Opposer's First Requests for
Admissions are admitted.

7. Applicant sells Applicant’s Goods on a website.

Response: The statements made in paragraph 7 of the Opposer's First Requests for
Admissions are admitted.

8. Applicant sells Applica11t’s Goods on the website at

WWw.organicaspirin.com.

Response: The statements made in paragraph 8 of the Opposer's First Requests for
Admissions are admitted.



9. Applicant owns the domain name wWw.organicaspirin.com.

Response: The statements made in paragraph 9 of the Opposefs First Requests for
Admissions are admitted.

10. Applicant controls the Website at WWW.0rganicaspirin.com;

Response: The statements made in paragraph 10 of the Opposer's First Requests for
Admissions are admitted.

14. The Opposed Mark suggests the associated goods have to do with nattlre.

Response: The statements made in paragraph 14 of the Opposefs First Requests for
Admissions are admitted.

15. The Opposed Mark suggests the associated goods have to do with health.

Response: The statements made in paragraph 15 of the Opposer‘s First Requests for
Admissions are admitted.



29. Applicant markets App1ieant’s Goods to individuals interested in keeping

their hearts healthy.

Response: The statements made in paragraph 29 of the Oppeser's First Requests for
Admissions are admitted.

30. Applicant markets App1icant’s Goods to individuals interested in A

promoting their cardiovascular health.

Response: The statements made in paragraph 30 of the Opposer's First Requests for
Admissions are admitted.

31. The term “aspirin” is generic in the United States.

Response: The statements made in paragraph 31 of the Opposer‘s First Requests for
Admissions are admitted.

32. The term “aspirin” is generic for acetylsalicylic acid in the United States.

Response: The statements made in paragraph 32 of the Opposer's First Requests for
Admissions are admitted.

33. Another name for aspirin in the United States is acetyisalicylic acid.



Response: The statements made in paragraph 33 of the Opposer‘s First Requests for
Admissions are admitted.

34. Aspirin means acetylsalieylic acid in the United States.

Resgonset The statements made in paragraph 34 of the Opposer's First Requests for
Admissions are admitted.

39. Ace-tylsalicylic acid has health benefits.

Response: The statements made in paragraph 39 of the Opposer's First Requests for
Admissions are admitted.



41. Studies have shown that aspin'n(acety1saiicy]ic acid) consumption

benefits the heart.

Response: The statements made in paragraph 41 of the Opposer's First Requests for
Admissions are admitted.

43. App1icant’s Goods do not contain aoetylsalicylic acid.

Response: The statements made in paragraph 43 of the Opposer‘s First Requests for
Admissions are admitted.

44. _App1icant’s Goods do not contain aspirin.

Response: The statements made in paragraph 44 of the Opposefs First Requests for
Admissions are admitted.



53. App1icant’s Goods .do contain White Willow.

Response: The statements made in paragraph 5 3 of the Opposer's First Requests for
Admissions are admitted.

54. Applicanfs Goods do contain Meadowsweet

Response: The statements made in paragraph 54 of the Opposefs First Requests for
Admissions are admitted.



55. Applicant’s Goods do contain Hawthorne Berry.

Response: The statements made in paragraph 55 of the Opposer's First Requests for
Admissions are admitted.

56. Applioant’s Goods do contain Calcium Carbonate.

Response: The statements made in paragraph 56 of the Opposer's First Requests for
Admissions are admitted.

57. The Food and Drug Administration does not regulate White Willow.

Response: The statements made in paragraph 57 of the Opposer's First Requests for
Admissions are admitted.

58. The Food and Drug Administration does not regulate dietary supplements

containing White Willow.

Response: The statements made in paragraph 58 of the Opposer's First Requests for
Admissions are admitted.

59. The Food and Drug Administration does not regulate Meadowsweet.

Response: The statements made in paragraph 59 of the Opposer‘s First Requests for
Admissions are admitted.

60. The Food and Drug Administration does not regulate dietary supplements

containing Meadowsweet.

Response:

The statements made in paragraph 60 of the Opposer's First Requests for Admissions are
admitted.

61. The Food and Drug Administration does not regulate Hawthorne Berry.

Response: The statements made in paragraph 61 of the Opposer's First Requests for
Admissions are admitted.
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62. The Food and Drug Administration does not regulate dietary supplements

containing Hawthorne Berry.

Response: The statements made in paragraph 62 of the Opposer's First Requests for
Admissions are admitted.

63. The Food and Drug Administration does not regulate Calcium Carbonate.

Response: The statements made in paragraph 63 of the Opposefs First Requests for
Admissions are admitted.

64. The Food and Drug Administration does not regulate dietary supplements

containing Calcium Carbonate.

Response: The statements made in paragraph 64 of the Opposer's First Requests for
Admissions are admitted.

65. The Food and Drug Administration does regulate acetylsalicylic acid.

Response: The statements made in paragraph 65 of the Opposer‘s First Requests for
Admissions are admitted.

66. The Food and Drug Administration does regulate dietary supplements

containing aoetylsalicylic acid.

Response: The statements made in paragraph 66 of the Opposefs First Requests for
Admissions are admitted.

67. The Food and Drug Administration does regulate aspirin.

Response: The statements made in paragraph 67 of the Opposer's First Requests for
Admissions are admitted.

68. The Food and Drug Administration does regulate dietary supplements

containing aspirin.

Response: The statements made in paragraph 68 of the Opposer's First Requests for
Admissions are admitted.

ll



69. The Food and Drug Administration did not approve Applioant’s Goods.

Response: The statements made in paragraph 69 of the Opposer's First Requests for
Admissions are admitted.

70. The Food and Drug Administration did not test App1icant’s Goods.

Response: The statements made in paragraph 70 of the Opposer's First Requests for
Admissions are admitted.

71. The Food and Drug Administration did not evaluate App1icant’s Goods.

Response: The statements made in paragraph 71 of the Opposer's First Requests for
Admissions are admitted.

72. The Food and Drug Administration did not evaluate the statements about

App1icant’s Goods found on WWW.organicaspii-in.com/orascaiainhtnil.

Response: The statements made in paragraph 72 of the Opposer's First Requests for
Admissions are admitted.

73. The Food and Drug Administration did not evaiuate any statements about

AppIicant’s Goods found on www.organieaspirin.corn.

Response: The statements made in paragraph 73 of the Opposer's First Requests for
Admissions are admitted.

74. The Food and Drug Administration does not regulate App1ioant’s Goods.

Response: The statements made in paragraph 74 of the Opposer's First Requests for
Admissions are admitted.
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75. The Food and Drug Administration has approved aspirin use for people

who have had a previous stroke or who have had warning signs such as a transient

ischernic attack (1nini—strol<e). (See attached web page).

Response: The statements made in paragraph 75 of the Opposer‘s First Requests for
Admissions are admitted.

76. The safety of A_pplicant’s Goods for pregnant or nursing women is not

established. (See attached Web page).

Response: The statements made in paragraph 76 of the Opposer's First Requests for
Admissions are admitted. 7

77. The safety of Applicant’s Goods for people with severe liver disease is not

established. (See attached web page).

Response: The statements made in paragraph 77 of the Opposer's First Requests for
Admissions are admitted.

78. The safety of Applicant’s Goods for people with severe kidney disease is

not established. (See attached Web page).

Response: The statements made in paragraph 78 of the Opposer‘s First Requests for
Admissions are admitted.
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Dated: May 26, 2009

The signatory hereof certifies under oath that the foregoing statements are true,

complete, and accurate to the best of my knowledge.

Respectfully submitted,

J

Starnatios Mouratidis, Ph.D.

CERTIFICATE E SERVICE

I hereby certify that on this 26th day of May, 2009, true and correct copies of

APPLICANT'S RESPONSES TO OPPOSER’S FIRST REQUESTS FOR

ADNIISSIONS In Re: Opposition No. 91185473, Trademark Application Serial No.

177208071 was delivered by email, on the following parties:

BAYER AKTIENGESELLSCHAFT

Jennifer Fraser

Christina M. Hillson

Connolly Bove Lodge & Hutz LLP
PO. Box 2207

Wilirlington, DE 19801

(302) 658-9141

Attorneys for Opposer

Stamatios Mouratidis, Ph.D.
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE BEFORE THE

TRADEMARK TRIAL AND APPEAL BOARD

 

In re:

Opposition No. 91185473

Filed: September 8, 2008

Trademark Application Serial No- 77208071

Mark: ORGANIC ASPIRIN

BAYER AKTIENGESELLSCHAFT,

Opposer,

-against

STAMATIOS MOURATIDIS

Applicant.
 

APPLICANTS SUPPLENIENTAL RESPONSES TO OPPOSER‘S

FIRST REQUESTS FOR ADMISSIONS

In regards to the proposed mark ORGANIC ASPIRIN, Stamatios Mouratidis
("Applicant") hereby supplements his responses as follows to Bayer Aktiengesellschaft's
("Opposer") First Requests for Admissions.

80. Applicant has received inquiries regarding ingredients of Applica.nt’s Goods.

Response: The statements made in paragraph 80 of the Opposer's First Requests for

Admissions are admitted



Dated: May 6,, 2009

The signatory hereof certifies under oath that the foregoing statements are true,

complete, and accuxate to the best of my knowledge.-

Respectfully submitted,
SM

Stamatios Mouratidis, Ph_D.



CERTIFICATE E SERVICE

I hereby certify that on this 6th day ofMay, 2009, true and correct copies of
APPLICANTS SUPPLEMENTAL RESPONSES TO OPPOSER'S FIRST

REQUESTS FOR ADNIISSIONS In Re: Opposition No. 91 185473, Trademark

Application Serial No. 77208071 was delivered by email, on the following parties:

BAYER AKTIENGESELLSCHAFT

Jennifer Fraser

Christina M. I-Iillson

Connolly Bove Lodge & Hutz LLP
PO. Box 2207

Wilmington, DE 19801

(302) 658-9141

Attorneys for Opposer

Starnatios Mouratidis, Ph.D.



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE BEFORE THE

TRADEMARK TRIAL AND APPEAL BOARD

In re:

Opposition No. 91 185473

Fiiedz September 8, 2008

Trademark Application Serial No. 77208071

Mark: ORGANIC ASPIRIN

BAYER AKTIENGESELLSCHAFT,

Opposer,

—against

STAMATIOS MOURATIDIS

Applicant.

APPLICANTS RESPONSES TO OPPOSER'S

SECOND REQUESTS FOR ADNIISSIONS

In regards to the proposed mark ORGANIC ASPIRIN, Stamatios Mouratidis

("Applicant") hereby presents ‘responses as follows to Bayer Ak1:ie11gesel1schaft'S

(“Opposer") Second Requests for Admissions.

86. Access to the website wWw.orga:nicaspirin.con1 is not restricted by

password or other means.

Response: The statements made in paragraph 86 of the Opposer's Second

Requests for Admissions are admitted



87. Access to the website www.organicaspirin_corr1 is not restricted to

chemists.

Response: The statements made in paragraph 87 of the Opposer's Second

Requests for Admissions are admitted.

88. Access to the website www.organicaspirin.com is not restricted to medical

care providers.

Response: The statements made in paragraph 88 of the Oppose'r's Second

Requests for Admissions are admitted.

89. Access to the website www.orga:uicaspirin.com is not restricted to health

care providers.

Response: The statements made in paragraph 89 of the Opposer's Second

Requests for Admissions are admitted.

90. Access to the website WwW.organicaspi1iJ1.com is not restricted to

physicians-

Response: The statements made in paragraph 90 of the Opposefs Second

Requests for Admissions are admitted.

91. Access to the website www.organicaspirin.com is not restricted to

pharmacists.



Response: The statements made in paragraph 91 of the Opposefs Second

Requests for Admissions are admitted.

93. The Food and Drug Administration has said aspinn has heart healthy

affects.

Response: The statements made in paragraph 93 of the Opposer’s Second

Requests for Admissions are admitted.

94. Applicant markets Applicant’s Goods to individuals with heart health

concerns.

Response: The statements made in paragraph 94 of the Opposer's Second

Requests for Admissions are admitted.

95. Applicant provided an assay on the composition of Applicant’s Goods to

Cindy Short and/or Abrams Royal Pharmacy, as requested in document #OA00O5.

Response: The statements made in paragraph 95 of the Opposer’s Second

Requests for Admissions are denied.



98. Document #OA0002 (attached) shows advertisements relating to

App1icant’s Goods.

Response: The statements made in paragraph 98 of the Opposer’s Second

Requests for Admissions are admitted.

99. Document #0./X0003 (attached) shows an advertisement relating to

App1icant’s Goods.

Response: The statements made in paragraph 99 of the Opposefs Second

Requests for Admissions are admitted.

100. Document #OA00O4 (attached) shows an Organic AspiIin bottle and label.



Response: The statements made in paragraph 100 of the Opposer's Second

Requests for Admissions are admitted.

101. Document #OA0005 (attached) is an inquiry received from Applicant

about Applicant’s Goods.

Response: The statements made in paragraph 101 of the Opposefs Second

Requests for Admissions are admitted.

102. Document #OAG005 (attached) is an inquiry received from Applicant

about selling Appiica11t’s Goods in a pharmacy.

Response: The statements made in paragraph 102 of the Opposer's Second

Requests for Admissions are admitted.

103. Document #OA0006 (attached) is an inquiry received from Applicant

about Applicanfs Goods.

Response: The statements made in paragraph 103 of the Opposer's Second

Requests for Admissions are admitted.

104. Document #OA0OO6 (attached) is an inquiry received from Applicant

about selling Applicant’s Goods in a retail health store.

Response: The statements made in paragraph 104 of the Opposefs Second

Requests for Admissions are admitted.



Dated: May 6,, 2009

The signatory hereof certifies under oath that the foregoing statements are true,

complete, and accurate to the best of my knowledge.

Respectfully submitted,



Starnatios Mouratidis, Ph.D.



CERTIFICATE _Q_E SERVICE

I hereby certify that on this 6th day ofMay, 2009, true and correct copies of
APPLICANTS RESPONSES TO OPPOSER'S SECOND REQUESTS FOR

ADMISSIONS In Re: Opposition No. 91185473, Trademark Application Seriai No.

77208071 was delivered by email, on the following parties:

BAYER AKTIENGESELLSCI-LAFT

Jennifer Fraser

Christina M. I-Iillson

Connolly Bove Lodge & I-Iutz LLP
P.O. BOX 2207

Wihnington, DE 19801

(302) 658-9141

Attorneys for Opposer

Stamatios Mouratidis, Ph.D.



 
Added Benefits

In addition to powder from
Meadowsweet and White Willow

plants, Organic Aspirin'”“
capsules contain naturally

occurring salicin, calcium and

phytochemicals, including
heparin-like compounds and
tannins. These are known to

decrease congestion and mucus
that is often associated with a

cold, produce a mild inhibiting
effect on blood clotting, and ease

pain associated with
inflammatory conditions like

rheulnatisrn.

Organic Aspirir1"‘"*‘“1
Organic Aspirinl“ capsules

contain salicin fi'DE1 both

botanical forerunners of aspirin
and should not be used by those

who are allergic to aspirin, have

a gastrointestinal disorder,
tinnitus, are pregnant, and/or
breast-feeding. Keep out of

reach of children.

Details at

www.organicaspi1in.corn.

© 2006, 2007, 2008 OAC

 

Organic Aspirin TM capsules

provide anti—infla:n11:natory

benefits, promote general

well being during the flu

season and are complete witl

valuable cardio—protective

phytochernicals. So

supplement your diet with

Organic Aspizin TM capsules

and provide an extra shield

of protection for your heart.
*These statements have not

been evaluated by the FDA

For a healthy heart

supplement with

 
Organic Aspi1t'mT—"1

capsules
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OA0005

Flag this message

Wholesale to pharmacy?

Sunday, July 8, 2007 1:57 AM
From:

This sender is Domainiieys verified

"Cindy Short" <crs444@sbcgIobal.net>
Add sender to Contacts

To:

info@organicaspirin.com
Hello there.

My name is Cindy Short and I am a pharmacist at Abrams Royal Pharmacy in
Dallas, TX. We are a unique pharmacy in that we promote nutrition and prevention,

in order to avoid the harsh pharmaceuticals.

We could be interested in carrying your organic aspirin product, if you do sell

wholesale to businesses and will provide assays on the composition of your

product, as we try to carry the highest quality products we can find.
Your product sounds hire a nice combination for our cardiovascular patient's
needs.

Thank you,

Cindy Short

ht_tp://wWW-abrarnsroyalpharmacy.co1n

11



OA0006

Flag this message

Yahoo! We-bHosting Email

Wednesday, July 2, 2008 12:04 PM
From:

"webhosting-userform@orga1iicaspirin.com" <we’ohosti31g~

userform@organicaspirin.com>
Add sender to Contacts

To:

admin@organicaspiIi11.com

name = Erica Kelley

email 3 M.Sec1*etl6@yahoo.com

phone = 21 5 .. .
comments = I was interested in purchasing Organic Aspiiin for resale at my Philadelphia,
PA based retail health store. Please feel free to contact me using the sources listed above.

Thanks,

Erica Kelley

REMOTE_HOST: 96.227.47.182

12



OA0002

 
Added Benefits

In addition to powder from
Meadowsweet and White Willow

plants, Organic AspirinTM
capsules contain naturally

occurring salicin, calcium and

phytochernicals, including
heparin-like compounds and
tannins. These are known to

decrease congestion and mucus
that is often associated with a

cold, produce a mild inhibiting
effect on blood clotting, and ease

pain associated with
inflammatory conditions like

rheumatism.

Organic Aspirin“
Organic AspirinTM capsules

contain salicin fiom both

botanical forerunners of aspirin

and should not be used by those

who are allergic to aspirin, have
a gastrointestinal disorder,

tinnitus, are pregnant, and/or
bIeast—feediI1g. Keep out of

reach of children.

Details at

www.organicaspirin. corn.
© 2006, 2007, 2008 OAC

 

Organic Aspirin TM capsules

provide anti—inflam1natory

benefits, promote general

well being during the flu

season and are complete witl

valuable cardio—protectiVe

phytochemicals. So

supplement your diet with

Organic Aspirin TM capsules

and provide an extra shield

of protection for your heart.
*’§'hese statements have not

been evaluated by the FDA

For a healthy heart

supplement with

 
Organic ASpl1‘i1'1TM

capsules
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OA0005

Flag. this message

Wholesale to pharmacy?

Sunday, July 8, 2007 1:57 AM
From:

This sender is Domasinlieys Verified

"Cindy Short" <crs444@sbcgloba1.net>
Add sender to Contacts

To:

info@organicaspirin.com
Hello there.

My name is Cindy Short and I am a pharmacist at Abrams Royal Pharmacy in

Dallas, TX. We are a unique pharmacy in that we promote nutrition and prevention,

in order to avoid the harsh pharmaceuticals.

We could be interested in carrying your organic aspirin product, if you do sell

wholesale to businesses and will provide assays on the composition of your

product, as we try to carry the highest quality products we can find.

Your product sounds like a nice combination for our cardiovascular patient's
needs.

Thank you,

Cindy Short

http://wWw.abramsroyalpharmacy.con1

11



OA0066

Flag this message

Yahoo! WebHosting Email

Wednesday, July 2, 2008 12:04 PM
From:

"Webhosting—userforn1@organjcaspirin.com" <webhosting-

userfoIIn@organicaspirin.com>
Add sender to Contacts

To:

admin@organicaspirin.corn

name = Erica Kelley

email = M.Secretl6@yahoo.com

phone = 21 5 . ..

comments =1 was interested in purchasing Organic Aspirin for resale at my Philadelphia,

PA based retail health store. Please feel free to contact me using the sources listed above.

Thanks,

Erica Kelley

REMOTE}-IOST: 96.227.47.182

12
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cardioprotective Healthy Hearts
capsules

Welcome to the Organic Aspirin "‘ website where you can find everything yi
healthy heart. From our website you can buy Organic Aspirin "" products dii
company founded by research sc§ent|sts,e ducators and iibrarians,s a you c:
educational resources, heart fltness informatlon,a ad much more.

History of aspirin

What is in Organic
Aspirin ""
cardioprotective
capsules

Aspirin Medication and the Heart

Studies have shown that aspirin (acetylsalicylic acid) consumption benefits
Salicylates like aspirin have been used in various forms since antiquity. Acti
saiicylates consumed were all botanical. The use of naturally occurring salic
plant extracts prompted the chemical synthesis of aspirin. Today, all aspirin
industrially from phenol(a byproduct ofc oal or benzene). in fact,a spirin wa
manufactured Erom chemically modifying extracts of’: he spiraea ulrnarla pla
constituent ofO rganic Aspirin "" cardioprotective capsules. The FDA has ap]
use for people who have had a previous stroke or who have had a warning :
transient Ischemic attack (mini-stroke}.T he cardiovascular effects of aspirlr
those who have had 3 previous heart attaci<,e xperlence angina (chest palnj

O . A _ , M recurrent bIoci<age,o r have had hearth ypass surgery or other procedures Irgamc spm" arteries (such as balloon angioplasty or carotid endarterectorny).H owever, because of the risks ofl ong-term use,
C313-°-“IE5 SGUTCBS approved by the FDA for decreasing the risk ofh eart attack in healthy Individuals.

Organic Aspirin “"
cardioprotectlve
capsules info

Organic Aspirin ""'
products

 
Nutrition Sensible Choices and Healthy Hearts

To maintain optimai cardiovascular health suppiementw Ith Organic Aspirin "" cardioprotective capsules. Organic:
Educational iin ks capsules provide you with salicylates for your heart's protectlon.W e are dedicated to providing the best botanical

aiternative to industrially synthesized rnedications.D rganic Aspirin '" products contain exclusively naturally occur!
phytochemlcals and salicylates which later convert into salicylic acid In our bodies and allow for gentler digestion i
synthetic medications while at the same time providing a wider range of benefits. All healthy hearts thrive on sen.-

 and nutrition. Independent ofy our lifestyle choices,o ur goal is to provide you with the best protection your heart
.

Contact us

 

 
  
 Added Benefits ofo rganlc Aspirin "" products:

our products contain salicin from both botanical forerunners ofa spirin. Splrea Uirnarla and White Willow were orig
a century- used as "herbal" flu-remedies. The mild anti-clotting effect of natural sa|icyiai:es,p rovides cardloprotec
and their anti-inflammatory action promotes joint flexibility. The flavonolds prsent in Hawthorn Berry help Impru‘
reducing blood lipids and alleviating hypertension (via vasodiiationJ.O ur plant sources are rich In tannins (chemic
wine and pomegranates). Phytochemicals from the plants provide extra heaith benefits and protectt he stomach.

Look for our Organic Aspirin "" cardloorotectlve products aty our local natural foods and health store.

Featured Products

  
Organic Aspirin "“ cardioprotctive capsules °|’!I3“i¢ ASPWN ‘" QVBGN SOY P5
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History of aspirin (acetyisalicylic acid, ASA)

 
Aspirin: Initially peogle relied on botanical extracts for their aches and pains. Itw :
heaiing properties of a few salicin containing plants thi-itp eople realized the value
sure have come a long way,a nd along the way our approach and reliance to natu
Today many medications, including aspirin,a re synthesized from petroleum bypro

Aspirin or acetylsalicyllc acid, is a derivative of salicylic acid that Is a mild, nonnar
useful in the relief of headache and muscle and joint aches.T he drug works by inl
production of prostaglandins,b ody chemicals that are necessary for blood clotting
sensitize nerve endings to pain.

in 1S99,a German chemistn an-iecl Felix Hoffmann,w he worked for a German con
Bayer, rediscovered one of Gerhardt'5 formulas for chemically synthesizing aspirin
acid. The sailcyilc acid ltseif was a synthetic derivative of a phytochemical called 5
main Ingredients ofcl rganlc Aspirin "“ cardloprotectlye capsules). Felix Hoffmann
formula and gave it to his father who was suffering from the pain ofa rthritls. Witt
Felix i-luffmann then convinced Bayer to market the new wonder drug. Aspirin was
March 6, H389. '

The folks at liayer came up with the name aspirin, it comes from the '3" in acetyl chloride, the "splr" in spiraea ulm
they obtained sallcln and then derived the salicytic acid from} and the 'In' was a then familiar name ending for med

Today,p henol (commonly a producto fl: erizene,c aal nxldatlort, or petroleum ) Is the chemical starting material in t
production ofa spirin.

 
Aspirin

list: Neiiici i"tii-at fie

PEt)'5l1]3(§|l.§_‘;
or ivimiicine 1033

Chemical Info ratii
(acetylsalicyliu

How aspirin works to Inhibit
prostaglamiln from nobelprizemrg
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1-_iorne_ > Organic Aspirin "‘ cardioprotective capsules info

Information on Organic Aspirin ““ brand products

Our brand Organic Aspirin “" cardloprotective capsules DO NOT CONTA
chemical acetylsalicyilc acid, the active Ingredienti n aspirin.

IF YOU ARE TAKING OR HAVE BEEN ADVISED TO TAKE ASPIRIN FOR A
CONSULT WITH A MEDICAL PROFESSIONAL BEFORE ALTERING YOUR I
ORGANIC ASPIRIN "" CARDIU?ROTECT1VE CAPSULES ARE NOT A SUBE
MEDIICATIONS PRESCRIBED BY YOUR PHYSICIAN.

Hearts love Organic Aspirin '” brand capsules

Laboratory studies show that meadowsweet flowers and seeds contain a chemical similar to heparin. The sallcyiate
this heparin-like compound that are both Eound in Organic Aspirin "" cardioprutective capsules have a mild inhibitin-
ciottlng like that ofm anufactured aspirin. Organic Aspirin "“ capsules add one more shield of protection to your hea
first, so make sure Organic Aspirin 7"‘ brand capsules are the right choice for you. If you are taking aspirin medicati
consult a physician before making any changes.

The Common Cold.

Organic Aspirin "‘ capsules are taken by mouth to relieve the symptoms oft he common cold. One oft he chemicals
Organic Aspirin "" capsules is a salicylate, similar to but much milder or: your stomach than acetylsalicyiic acid, the
in aspirin tablets. Since Organic Aspirin "* capsules contain a sailcylate component, they act act to reduce pain and
Organic Aspirin "' cardloprotective capsules are used most frequently as supportive therapy for the common cold. 1
mildly effective for the treatmento fvaréous stomach conditions such as heartburn and ulcers.

What's In your aspirin tablet?

Industrially synthesized aspirin tablets contain stabilizers and fliIers.O rganlc Aspirin "‘ carrlioprotectlve capsules or
in addition to the salicy|al:es,c ontaln only naturaliy occurring phytochen1ica|s.5 0 Organic Aspirin "' capsules contal
known as tannins. that Induce a drying effect, and are known to decrease congestion and mucus thati 5 often assoc

Added benefits of phytochemicals.

Meadowsweet,a key ingredient ofo rganic Aspirin T" cardioprotective capsules has also been used to treat stomach
as heartburn. Because ofi ts mild anti-inflammatory propertles,m eadowsweet has atso been used for gout or other
Inflammatory conditions. Hawthorn Berry has a high proanthocyanidin (procyanléin) content. These flavunolds can
bilhermc ranoerry,i: lack currant,g reen tea,b lack tea,g rape seed, grape skln.a nd red wines and have been llnkec
health. It has been observed that regular consumption of proanthocyanldins iimits the occurrence of cardiovascular
popuiations on high-fat diets.

A precise formuiation.

Calcium carbonate while acting as an antacid provides caiciurn,a metal with a key Function in muscle contraction an
osteoporosis. While any one oft he ingredients ofo rganic Aspirin "“ cardloprotective capsules can be beneficial to y
the precise combination of all these {our ingredients thatp rovides the maximum benefitt o your heart-health and 0'

For more informationnciick on the links bellow.

i’mcEtns Wz: reings“K5! ¥.x§!l£=E3Fi'§3§‘«~§ 
n

Phytochemicam ctive Constituents
Found in Organic Aspirin '" Capsules
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Aspirin: Questions and Answers

Q. What are the different uses for aspirin?

o Strokes: Aspirin use recommended in both men and women to treat mini-
strokes (transient ischemic attack ——TIA) or ischemic stroke to prevent
subsequent cardiovascular events or death.

a Heart Attacks:

0 Aspirin:
u reduces the risk of death in patients with suspected acute heart

attacks (myocardial infarctions)

I prevents recurrent heart attacks and
n reduces the risk of heart attacks or sudden death in patients with

unstable and chronic stable angina pectoris (chest pain).

- Other coronary conditions: Aspirin can be used to treat patients who have
had certain revascuiarization procedures such as angioplasty, and coronary

bypass operations —— if they have a vascular condition for which aspirin is
already indicated.

- Rheumatologic diseases: Aspirin is indicated for relief of the signs and
symptoms of rheumatoid arthritis, juvenile rheumatoid arthritis, osteoarthritis,
spondylarthropathies, and arthritis and pleurisy associated with systemic lupus
erythernatosus.

- Pain relief: Aspirin is indicated for the temporary relief of minor aches and
pains.

Q. What does this mean for doctors and medical practice?

A. Doctors and health care professionals will be provided with iull prescribing
information about the use of aspirin in both men and women who have had a heart
attack, stroke, certain other cardiovascular conditions and rheumatologic diseases.
For stroke and cardiovascular conditions, lower doses are recommended than those

previously prescribed by physicians in practice. Information on the use of aspirin for
rheumatologic diseases has also been expanded to include specific dosing
information as well as information about side effects and toxicity. Thus, doctors will

have full prescribing information on aspirin and the assurance that aspirin is a safe
and effective treatment for heart attacks, strokes, certain other vascular conditions

htlgp://www.fda.gov/cder/news/aspirin/aspirin ga.htm 10./20/2008
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and rheuniatologic diseases.

Q. What is the basis for the prescribing information?

A. The information on the uses of aspirin is based on scientific studies that support

treatment with aspirin for heart attacks, strokes, and some related conditions.

Convincing data support these uses in lower doses than previously believed to be

effective in treating heart attacks and strokes in both men and Women.

Q. What does this mean for patients?

A. Physicians will be better able to prescribe the proper doses for these uses for male

and female patients with these medical conditions. Dose-related adverse events for

patients with stroke and cardiovascular conditions should be minimized because

lower dosages are recommended. The fill]. prescribing information now provided for

physicians who treat rheumatologic diseases will enhance the safe and effective

prescribing of aspirin to these patients as well.

Q. Is FDA concerned that some patients may self-treat?

A. FDA emphasizes that consumers should not self-rnedicate for these serious

conditions because it is very important to make sure that aspirin is their best
treatment. In these conditions, the risk and benefit of each available treatment for

each patient must be carefully weighed. Patients with these conditions should be

under the care and supervision of a doctor.

Q. If a consumer is interested in using aspirin to prevent or treat symptoms of heart
problems, what should he or she do?

A. Consumers should always first ask their doctor. In fact, aspirin products are
labeled this way: "Important: See your doctor before taking this product for other

new uses of aspirin because serious side effects could occur with self treatment."

Q. Do the data on treatment or prevention of cardiovascular effects pertain oniy to aspirin?

A. Yes. Although acetaminophen, ibuprofen, naproxyn sodium and ketoprofen are

good drugs for pain and fever, as is aspirin, only aspirin has demonstrated a
beneficial effect for heart attack and stroke.

Q. What should consumers be made aware of?

A. Consumers should be informed that these professional uses of aspirin may be

lifesaving when used upon the recommendation and under the supervision of a

doctor. However, they must also be informed that even familiar and readily available

products like aspirin may have important risks when used in new ways. For example,

because aspirin can cause bleeding; in rare cases bleeding in the brain may occur in

people who are using aspirin to prevent stroke. Therefore these uses should be

recommended and monitored by a physician.

http://Www.fda.govlcderlnewslaspirinlaspirin g_a.htm 10/20/2008
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Q. What should consumers do if they are taking other pain medications such as ibuprofen?

A. Consumers who have been told by their doctor to take aspirin to help prevent a

heart attack, should know that taking ibuprofen at the same time, for pain relief, may
interfere with the benefits of aspirin for the heart. It is alright to use them together,
but the FDA recommends that consumers contact their doctor for more information

on the timing of when to take these two medicines, so that both medicines can be
effective.

Q. What should consumers who are taking low dose aspirin for disease maintenance or
prevention know about alcohol use?

A. Patients who consume 3 or more alcoholic drinks every day should be counseled

about the bleeding risks involved with chronic, heavy alcohol use while taking

aspirin. A

Q. Can consumers safely use aspirin to treat suspected acute heart attacks?

A. If consumers suspect they are having a heart attack, their most important action

must be to seek emergency medical care immediately. The advise and supervision of

a doctor should direct this use of aspirin and patients are encouraged to speak with
their doctor about this use.

Q. What do we know about how aspirin works for heart conditions and stroke?

A. The mechanism by which aspirin works in the treatment of heart attack and stroke

is not completely understood. However, as an antiplatelet drug, we do know that

aspirin help reduce platelet clumping which helps cause blockage in blood vessels.

Q. Who should NOT take aspirin?

A. Generally, people who have:

allergy to aspirin or other salicylates
asthma

uncontrolled high blood pressure

severe liver or kidney disease

bleeding disorders

Always check first with your doctor to determine whether the benefit of these

professional uses of aspirin is greater than the risks to you.

Q. What other side effects are associated with aspirin?

A. There is a wide range of adverse reactions that may result from aspirin use

including effects on the body as a whole, or on specific body systems and functions.

High doses can cause hearing loss or tinnitus—- ringing in the ears. (Note that this

usually only occurs with large doses as prescribed rheumatologic diseases and is

hLt;;://wvvw.fda.govfcderlnewsfaspirinlaspirin ga.htn1 10/20/2008
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rare in treatment with low doses used for cardiovascular purposes.)

Q. What is key message for Consumers?

A. The results of studies of people with a history of coronary artery disease and those

in the immediate phases of a heart attack have proven to be of tremendous

importance in the prevention and treatment of cardiovascular and cerebrovascular
diseases.

Studies showed that aspirin substantially reduces the risk of death and!’ or non—fatal

heart attacks in patients with a previous M1 or unstable angina pectoris which often
occur before a heart attack. Patients with these conditions should be under the care

and supervision of a doctor.

Aspirin has potential risks as well as benefits, like any drug. Patients should be

careful to ask their doctor or health care professional before deciding whether aspirin

is right for them and how much aspirin they should take.

Q. What were the major studies used to verify the effectiveness of aspirin for these
indications?

A. Numerous studies both in the United States and abroad were evaluated to establish

the safety and efficacy of aspirin for the cardiovascular and cerebrovascular
indications and dosing information.

Major studies included:

a ISIS — 2 (Second International Study of Infarct Survival) (Ref 7)

SALT (Swedish Aspirin Low—Dose Trial (Ref 22)

ESPS—2 (European Stroke Prevention Study (Ref 23)

UK-TIA (United Kingdom Transient Ischaernic Attack) Aspirin

Trial (Ref 11)

SAPAT (Stable Angina Pectoris Aspirin Trial) (Ref. 27)

a Canadian Cooperative Study Group (Ref. 8)

- W.S. Fields et a1., Controlled Trial of Aspirin in Cerebral Ischemia

(Ref -10)

* Note the reference numbers refer to the citations in the Final Rule.

Date created: August 3, 2001, updated July 6, 2006

http://www.fda.gov/cder/news/aspirin/aspirin ga.htm 10/20/2008
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FDA APPROVES NEW PRESCRIBED USES FOR ASPIRIN

The Food and Drug Administration today announced a new final rule that substantially expands the
recommended prescribed uses of aspirin for patients with cardiovascular and cerebrovascular problems.
The rule, which is on display in the Federal Register, also provides information for its use in treatment A
of rheurnatologic conditions.

Under the rule, doctors and health care professionals will be provided with full prescribing information
about the use of aspirin in both men and women who have had a heart attack, stroke and certain other
cardiovascular conditions as well as rheumatological diseases. For stroke and cardiovascular conditions,
lower doses are recommended than those previously prescribed by physicians in practice. Information
on the use of aspirin for rheurnatologic disease has also been expanded to include specific dosing
information as well as information about side effects and toxicity.

The rule updates the professional labeling of over-the—counter aspirin, buffered aspirin, and aspirin in
combination with antacid that had been proposed by the agency in 1988 and 1996. The new labeling is
based on FDA's evaluation ofmultiple studies, both here and abroad, on the use of aspirin to treat
cardiovascular, cerebrovascular, and rheumatologic conditions.

The rule, which provides labeling to help guide health care providers, does not recommend or suggest
the use of aspirin by healthy individuals to lower their risk of heart attack. The final rule also concludes
that there are insufficient data to recommend the use of aspirin in patients with peripheral vascular
disease, such as those experiencing intense leg pain due to blockage ofblood flow to that area of the
body. '

The following are highlights of the updated professional labeling:

The product is recommended for use in both men and women to treat transient ischemic attack (TIA),
ischemic stroke, angina, acute myocardial infarction (MI), recurrent MI, specific revascularization
procedures, and rheumatologic diseases.

To minimize adverse events, low dosages (50~325mg) are recommended for cardiac and cerebral

limp:1’/www.fda.govfbbs/topics/ANSWERSIANS0091 9.htn1l 10/20/2008
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vascular uses. (75-325mg are recommended for angina and previous heart attack.)

Aspirin manufacturers who wish to disseminate labeling on the professional uses of aspirin must use the

labeling specified in the final rule. The new labeling, which goes into effect in a year, will be provided

directly to practitioners licensed to prescribe drugs.

The agency has determined that the advice and supervision of a health care provider is required for these

professional uses. Patients should be careful to ask their doctor or health Care professional before

deciding whether aspirin is right for them and how much aspirin they should take.

For more information on this subject, see "F__]_3A1ssues Professional l_._abe1i_i_1g_’f_Q1;_i_£_k_:3_'pirin[f on the Center

for Drug Evaluation and Research Website.

is.is-sfasis;2.._'1=st;'Ei:'}f"-;§?-  
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Overview of Dietary Supplements

‘What is a dietary supplement?

Congress defined the term "dietary supplement" in the Dietary Supplement Health and Education Act

(DSHEA) of 1994. A dietary supplement is a product taken by mouth that contains a "dietary

ingredient" intended to supplement the diet. The "dietary ingredients" in these products may include:
vitamins, minerals, herbs or other botanicals, amino acids, and substances such as enzymes, organ

tissues, glandulars, and metabolites. Dietary supplements can also be extracts or concentrates, and may
be found in many forms such as tablets, capsules, softgels, gelcaps, liquids, or powders. They can also

be in other forms, such as a bar, but if they are, information on their label must not represent the product

as a conventional food or a sole item of a meal or diet. Whatever their form may be, DSI-IEA places

dietary supplements in a special category under the general umbrella of "foods," not drugs, and requires

that every supplement be labeled a dietary supplement.

What is a "new dietary ingredient" in a dietary supplement?

The Dietary Supplement Health and Education Act (DSHEA) of 1994 defined both of the terms "dietary
ingredient" and "new dietary ingredient" as components of dietary supplements. In order for an

ingredient of a dietary supplement to be a "dietary ingredient," it must be one or any combination of the
following substances:

a vitamin,

a mineral,

an herb or other botanical,

an amino acid,

a dietary substance for use by man to supplement the diet by increasing the total dietary intake
(e.g., enzymes or tissues from organs or glands), or

o a concentrate, metabolite, constituent or extract.

00000

A "new dietary ingredient" is one that meets the above definition for a "dietary ingredient" and was not

sold in the U.S. in a dietary supplement before October 15, 1994.

What is FDA's role in regulating dietary supplements versus the manufacturer's
responsibility for marketing them?

In October 1994, the Dietary Supplement Health and Education Act (DSHEA) was signed into law by

President Clinton. Before this time, dietary supplements were subject to the same regulatory

requirements as were other foods. This new law, which amended the Federal Food, Drug, and Cosmetic

Act, created a new regulatory framework for the safety and labeling of dietary supplements.

http://WWW.cfsan.fda.gov/~dms/ds-oview.htrnl 1 I/4/8289380 U 9
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Under DSHEA, a finn is responsible for determining that the dietary supplements it manufactures or
distributes are safe and that any representations or claims made about them are substantiated by

adequate evidence to show that they are not false or misleading. This means that dietary supplements do
not need approval from FDA before they are marketed. Except in the case of a new dietary ingredient,
where preqnarket review for safety data and other information is required by law, a firm does not have
to provide FDA with the evidence it relies on to substantiate safety or effectiveness before or after it

markets its products.

Also, manufacturers do not need to register themselves nor their dietary supplement products with FDA

before producing or selling them. Currently, there are no FDA regulations that are specific to dietary
supplements that establish a minirnuin standard ofpractice for manufacturing dietary supplements.

However, FDA intends to issue regulations on good Inanufacturing practices that will focus on practices

that ensure the identity, purity, quality, strength and composition of dietary supplements. At present, the
manufacturer is responsible for establishing its own manufacturing practice guidelines to ensure that the
dietary supplements it produces are safe and contain the ingredients listed on the label.

When must a manufacturer or distributor notify FDA abouta dietary supplement it
intends to market in the U.S.?

The Dietary Supplement Health and Education Act (DSI-TEA) requires that a manufacturer or distributor
notify FDA if it intends to market a dietary supplement in the U.S. that contains a "new dietary

ingredient." The manufacturer (and distributor) must demonstrate to FDA why the ingredient is
reasonabty expected to be safe for use in a dietary supplement, unless it has been recognized as a food
substance and is present in the food supply.

There is no authoritative list of dietary ingredients that were marketed before October'15, 1994.
Therefore, manufacturers and distributors are responsible for determining if a dietary ingredient is

"new", and if it is not, for documenting that the dietary supplements its sells, containing the dietary
ingredient, were marketed before October 15, 1994. For more detailed information on new dietary

ingredients, go to: hm;://www.cfsan.fda.gov/~drns/ds-ingrd.h1:rnl.

What information must the manufacturer disclose on the label of a dietary

supplement?

FDA regulations require that certain information appear on dietary supplement labels. Information that
must be on a dietary supplement label includes: a descriptive name of the product stating that it is a
"supplement" the name and place of business of the manufacturer, packer, or distributor; a complete list
of ingredients; and the net contents of the product.

In addition, each dietary supplement (except for some small volume products or those produced by
eligible small businesses) must have nutrition labeling in the form of a

"Supplement Facts" panel. This label must identify each dietary ingredient contained in the product.

Must all ingredients be declared on the label of a dietary supplement?

Yes, ingredients not listed on the "Supplement Facts" panel must be listed in the "other ingredient"
statement beneath the panel. The types of ingredients listed there could include the source of dietary
ingredients, if not identified in the "Supplement Facts" panel (e.g., rose hips as the source of vitamin C),
other food ingredients (e.g., water and sugar), and technical additives or processing aids (e.g., gelatin,

http ://www.cfsan.fda.gov/~dn1s/ds—oview.html 1 1/4:’2008
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starch, colors, stabilizers, preservatives, and flavors). For more details, see:
http1//www.cfsan.fda.gov/~lrd/fr97923 a.ht1n1.

Are dietary supplement serving sizes standardized or are there restrictions on the

amount of a nutrient that can be in one serving?

Other than the manufacturer's responsibility to ensure safety, there are no rules that limit a serving size
or the amount of a nutrient in any form of dietary supplements. This decision is made by the
manufacturer and does not require FDA review or approval.

VVhere can I get information about a specific dietary supplement?

Manufacturers and distributors do not need FDA approval to sell their dietary supplements. This means
that FDA does not keep a list ofmanufacturers, distributors or the dietary supplement products they sell.
if you want more detailed information than the label tells you about a specific product, you may contact
the manufacturer of that brand directly. The name and address of the manufacturer or distributor can be

found on the label of the dietary supplement.

Who has the responsibility for ensuring that a dietary supplement is safe?

By law (DSI-IEA), the manufacturer is responsible for ensuring that its dietary supplement products are
safe before they are marketed. Unlike drug products that must be proven safe and effective for their
intended use before marketing, there are no provisions in the law for FDA to "approve" dietary
supplements for safety or effectiveness before they reach the consumer. Also unlike drug products,
manufacturers and distributors of dietary supplements are not currently required by law to record,
investigate or forward to FDA any reports they receive of injuries or illnesses that may be related to the
use oftheir products. Under DSHEA, once the product is marketed, FDA has the responsibility for
showing that a dietary supplement is "unsafe," before it can take action to restrict the product's use or
removal from the marketplace.

Do manufacturers or distributors of dietary supplements have to tell FDA or

consumers What evidence they have about their product's safety or What evidence they
have to back up the claims they are making for them?

No, except for rules described above that govern "new dietary ingredients," there is no provision under

any law or regulation that FDA enforces that requires a firm to disclose to FDA or consumers the
information they have about the safety or purported benefits of their dietary supplement products.
Likewise, there is no prohibition against them making this infonnation available either to FDA or to
their customers. It is up to each firm to set its own policy on disclosure of such information. For more
information on claims that can be made for dietary supplements, see
(h;tg.'//wvm. ctsan. tda. gov/~dms/hclaz'ms._hnm’).

How can consumers inform themselves about safety and other issues related to dietary
supplements?

It is important to be well informed about products before purchasing them. Because it is often difficult
to know what information is reliable and what is questionable, consumers may that want to contact the
manufacturer about the product they intend to purchase (see previous question "Where can I get
information about a specific dietary supplement?"). In addition, to help consumers in their search to be

http://Www.cfsan.fda.gow’~dms/ds—oview.htrn1 1 1/4/2008
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better informed, FDA is providing the following sites: lips For The Savvy Supplement User: Making
Informed Decisions And Evaluating Information -— hup:/fwww.cfsan.fda.gov/~dms/ds-saLvy.htrnl
(includes information on how to evaluate research findings and health information on—line) and Claims
That Can Be Made for Conventional Foods and Dietary Supplements --

http://www.cfsan.fda,ggv/~dms/hclaims.html, (provides information on what types of claims can be
made for dietary supplements).

What is FDA's oversight responsibility for dietary supplements?

Because dietary supplements are under the "umbrella" of foods, FDA's Center for Food Safety and
Applied Nutrition (CFSAN) is responsible for the agency's oversight of these products. FD:-\‘s efforts to
monitor the marketplace for potential illegal products (that is, products that may be unsafe or make false
or misleading claims) include obtaining inforniation fiom inspections of dietary supplement
manufacturers and distributors, the Internet, consumer and trade complaints, occaisional laboratory
analyses of selected products, and adverse events associated with the use of supplements that are
reported to the agency.

Does FDA routinely analyze the content of dietary supplements?

In that FDA has limited resources to analyze the composition of food products, including dietary
supplements, it focuses these resources first on public health emergencies and products that may have
caused injury or illness. Enforcement priorities then go to products thought to be unsafe or fraudulent or
in violation of the law. The remaining funds are used for routine monitoring ofproducts pulled fiom
store shelves or collected during inspections ofmanufacturing firms. The agency does not analyze
dietary supplements before they are sold to consumers. The manufacturer is responsible for ensuring that
the "Supplement Facts" label and ingredient list are accurate, that the dietary ingredients are safe, and
that the content matches the amount declared on the label. FDA does not have resources to analyze

dietary supplements sent to the agency by consumers who want to know their content. Instead,
consumers may contact the manufacturer or a commercial laboratory for an analysis of the content.

Is it legal to market a dietary supplement product as a treatment or cure for a specific
disease or condition?

No, a product sold as a dietary supplement and promoted on its label or in labeling* as a treatment,
prevention or cure for a specific disease or condition would be considered an unapproved-- and thus
illegal-«drug. To maintain the product's status as a dietary supplement, the label and labeling must be
consistent with the provisions in the Dietary Supplement Health and Education Act (DSHEA) of 1994.

*Labeling refers to the label as well as accompanying material that is used by a manufacturer to promote
and market a specific product. ‘

Who validates claims and what kinds of claims can be made on dietary supplement
labels?

FDA receives many consumer inquiries about the validity of claims for dietary supplements, including
product labels, advertisements, media, and printed materials. The responsibility for ensuring the Validity
of these claims rests with the manufacturer, FDA, and, in the case of advertising, with the Federal Trade
Commission. V

http ://www.cfsan.fda.gov/~dms/ds—oview.html ll/4/2008
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By law, manufacturers may make three types of claims for their dietary supplement products: health
ciairns, structure/function claims, and nutrient content claims. Some of these claims describe: the link

between a food substance and disease or a health—related condition; the intended benefits ofusing the

product; or the amount of a nutrient or dietary substance in a product. Different requirements generally

apply to each type of claim, and are described in more detail at the following site:

(http ://www.cfsan.fda.gov/~dms/hclaims.html).

Why do some supplements have wording (a disclaimer) that says: "This statement has
not been evaluated by the FDA. This product is not intended to diagnose, treat, cure, or

prevent any disease"?

This statement or "disclaimer" is required by law (DSI-TEA) when a manufacturer makes a
structure!function claim on a dietary supplement label. In general, these claims describe the role of a

nutrient or dietary ingredient intended to affect the structure or function of the body. The manufacturer

is responsible for ensuring the accuracy and truthfulness of these claims; they are not approved by FDA.

For this reason, the law says that if a dietary supplement labei includes such a claim, it must state in a

"disclaimer" that FDA has not evaluated this claim. The disclaimer must also state that this product is

not intended to "diagnose, treat, cure or prevent any disease," because only a drug can legally make such
a claim.

How are advertisementslfor dietary supplements regulated?

The Federal Trade Commission (FTC) regulates advertising, including infomercials, for dietary
supplements and most other products sold to consumers. FDA works closely with FTC in this area, but

FTC's work is directed by different laws. For more information on FTC, go to:

http://vvww.ftc.gov/bop/menu~health.htm. Advertising and promotional material received in the maii are

also regulated under different laws and are subject to regulation by the U.S. Postal Inspection Service.

How do I, my health care provider, or any informed individual report a problem or
illness caused by a dietary supplement to FDA?

If you think you have suffered a serious harmful efiect or ilhiess from a product FDA regulates,

including dietary supplements, the first thing you should do is contact or see your healthcare provider
irmnediately. Then, you and your health care provider are encouraged to report this problem to FDA.

Your health care provider can call FDA's MedWatch hotline at 1~800—FDA-1088, submit a report by fax

to l—800—FDA-0178 or on-line at: http://wwwfda.gov/medwatch/report/hcp.htrn. The MedWatch

program provides a way for health care providers to report problems believed to be caused by FDA-
regulated products such as drugs, medical devices, medical foods and dietary supplements.

You, or anyone, may report a serious adverse event or illness directly to FDA if you believe it is related
to the use of any of the above—rnentioned products, by calling FDA at l-800—FDA-1088, by fax at 1-800-
FDA—0178 or reporting on-line at: h ://vvww.fda. ov/medwatch/re ort/consumerfconsumerhtrn. FDA
would like to know when you think a product caused you a serious problem, even ifyou are not sure that
the product was the cause, or even ifyou do not visit a doctor or clinic. In addition to cornmunicating
with FDA on—line or by phone, you may use the postage—paid MedWatch form available from the FDA
Web site.

NOTE: The identity of the reporter and/or patient is kept confidential.

http://wwwxzfsan.fda.gov/~d;ms/ds—oview.ht:ml ' 11/4/Bzgpjsm 3
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For a general, not serious, complaint or concern about food products, including dietary supplements, you
may contact the consumer complaint coordinator at the local FDA District Office nearest you. See the
following Web address for the telephone number:
http://WWW.fda.gov/opacom/backgrounders/complain.html.

 

For more recent information on Dietary Supplements
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‘An Aspirin a Day‘ -- Just Another Cliché?

by Tamar Nordenberg

There was a time when oniy one brand of aspirin existed, and its manufacturer's 1920s ad
campaign was intended to assure consumers that aspirin wouldynot damage their hearts.

But we now know that aspirin can affect the heart. Today, aspirin is actuaily prescribed
under its various generic and name brands for its heart-healthy effects.

"DOES NOT AFFECT THE HEART." That assurance in the Bayer aspirin ads of the

19205 spoke to concerns of the day that some drugs couid damage the life-sustaining
organ. Today it's clear that aspirin can affect the heart. ironically, it turns out the effects
are beneficiai, so much so that some aspirin ads now carry the American Heart
Association's seal to hightight the cardiovascular effects.

in fact, of the 80 million aspirin tablets Americans take each day, most are taken not for
everyday aches and pains but to reduce the risk of heart disease, according to aspirin
manufacturer Bayer Corp. (See ';As_p_irin's Other Uses.j[)

Based on studies showing aspirin's usefulness in treating cardiovascular disease,
including heart attack and stroke, the Food and Drug Administration has approved its use
to treat some of these serious conditions. Most recentiy, in 1998, FDA finalized a rule to_

give doctors updated information about the use of aspirin for men and women who have
had a heart attack or stroke or are at high risk for them.

"Used the way it should be, the information shouid save a lot of lives," says Debra Bowen,
M.D., deputy director of one of FDA's drug review offices. '‘In addition," she says, "the
information should reduce adverse reactions and ailow doctors to better target those who

need to use the product."

Beyond Pain Relief

As summarized in FDA's 1998 rule and in the updated professional iabeiing for aspirin, the
100-p|us—year-old drug has been shown to reduce the risk of the following medical
probiems:

. stroke in those who have had a previous stroke or who have had a warning sign called
a transient ischemic attack (mini—stroke)

- heart attack in those who have had a previous heart attack or experience angina

(chest pain)
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- death or complications from a heart attack if the drug is taken at the first signs of a
heart attack

- recurrent blockage for those who have had heart bypass surgery or other procedures A

to clear blocked arteries, such as balloon angioplasty or carotid endarterectomy.

Under the rule, the recommended doses for cardiovascular uses are tower than those

doctors had been prescribing since this new use became popular: generally, 50 to 325

milligrams once daily (75 to 325 milligrams for angina and previous heart attack).

Scientists believe that aspirin's ability to reduce the body's production of hormone—like

"prostaglandins" is the reason for both its effectiveness in relieving pain and reducing
inflammation and its protective effects against heart attacks and strokes. Prostaglandins, it

seems, can cause platelets in the blood to stick together, which can eventually lead to

blocked blood vesseis and can prevent delivery of oxygen—rich blood to the tissues.

"When a clot forms in the brain, it can cause a stroke, and in the heart, a heart attack,"

expiains George Sopko, M.D., the head of the lnterventional Cardioiogy Scientific

Research Group at the National institutes of Health. Reduce the prostaglandins, and you

reduce the risk of dangerous blood clots, heart attacks, and strokes.

"Aspirin is a great drug: effective, cheap, and reiatively safe," Sopko says. "The drug has

been used by just about everybody, so it may not have the sex appeal of newer drugs, but

it can have a huge beneficial impact if used properly. Looking at aspirin's impact, on heart

attacks for example, it may be equal to or better than some drug therapies that cost
thousands of dollars."

Other pain relievers and fever-reducing drugs, such as acetaminophen, ibuprofen,

naproxyn sodium, and ketoprofen, have not been shown to have aspirin's beneficial

impact on cardiovascular health. "it's not the pain-relieving quality that is the major thrust

of aspirin's beneficial cardiovascular effects," Sopko explains, "but its pharmacological

effect on platelets."

Not for Everyone

Although aspirin is a famiiiar and readily available drug, people shouldn't take it for its

cardiovascular benefits without discussing the risks of long—term use with a doctor,

cautions Charies H. Hennekens, M.D., chief of preventive medicine at Brigham and

Women's Hospital in Boston. "if someone feels they're a candidate, they should talk to

their doctor in making the judgment if the benefits outweigh the risks."

The same quality that gives aspirin its potential benefit--its ability to inhibit clotting of the
biood-—may increase the risk of excessive bleeding, including the possibility of bleeding in

the brain. Some other possible risks are:

- Stomach irritation. Aspirin can irritate the stomach lining and cause heartburn, pain,

nausea, vomiting, and, over time, more serious consequences such as internal

bleeding, ulcers, and holes in the stomach or intestines. Chronic aicohoi users may be
at increased risk of stomach bleeding, as well as liver damage, from aspirin use.

- Ringing in the ears. At high doses, aspirin may cause temporary ringing in the ears

and hearing loss, which usually disappear when the dose is lowered.
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- Allergy. Facial swelling and sometimes an asthma attack may occur in the two out of
1,000 people who are allergic to aspirin, according to the Mayo Clinic in Rochester,
Minn.

- in children, Reye syndrome. While not a problem among candidates for
cardiovascular aspirin use, aspirin should not be used for children's fiu~iike symptoms

or chickenpox because of the risk of this rare but serious disease.

Because of its risks, aspirin is not approved for decreasing the risk of heart attack in
healthy individuals. Even Hennekens isn‘t ready to recommend an aspirin a day for

everyone, although he headed up the celebrated 1988 "Physicians' Health Study," which

showed asplrin's protective effects in healthy people.

Why can't this so—called "wonder drug" help everyone? Hennekens‘ example: A 30~year—

old woman's risk of a heart attack is typically ''very small," even over the next 30 years. "lt

would be unfortunate if such a young woman was taking aspirin," he explains, "because it
would give no benefit and could cause gastrointestinal effects ordangerous bleeding."

Head Start

in the wide range of patients who could see large benefits, aspirin, regrettably, is not used
nearly enough, according to Hennekens. Studies bear this out, including a 1998 survey of
elderly heart attack survivors entering nursing homes, which found that fewer than one in

five were taking aspirin.

According to the American Heart Association, 5,000 to 10,000 of the 900,000 lives lost
each year to cardiovascular disease could be saved if more people took aspirin upon the

first signs of a heart attack. Some typical signs are an uncomfortable pressure or pain in
the center of the chest (sometimes along with lightheadeclness, fainting, shortness of

breath, nausea, or sweating) or a pain going to the shoulders, neck and arms.

Aspirin should be used by "just about everyone" who has survived a heart attack or stroke
due to a blocked blood vessel, Hennekens emphasizes,'or who within the previous 24

hours has had symptoms of an evolving heart attack.

While appropriate aspirin use is important, experts say it is by no means a cure-all. "in the

time crunch surrounding a heart attack, taking an aspirin provides you a head-start

therapy and a better chance for a good outcome," Sopko says. "But it should never be a

substitute for a physician's attention."

And aspirin should not replace a healthy lifestyle or other helpful medical steps, FDA's

Bowen says. "Physicians really need to look at aspirin in the context of complete care, as
part of a whole treatment plan for people at risk of heart attack or stroke."

Tamar Nordenberg is a staff writer for FDA Consumer.

Aspirin's Other Uses
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Aspirin is sometimes used to treat rheumatoid arthritis, juvenile rheumatoid arthritis,

osteoarthritis, and some other rheurnatological diseases. Aspirin labeling was updated in

1998, and now provides information on specific dosing, side effects, and toxicity of aspirin
for these conditions.

More potential medical uses for aspirin are stili under study--everything from treating

migraines and coion, ovarian and breast cancer to improving brain function. Could an

aspirin a day help you retain your memory as you age by preventing clogging of the
arteries in the brain? it remains to be proven, but early studies suggest it's possible.

-- T. N.

Three Drinks = No Pain Relievers

Aspirin and ali other over-the-counter pain relievers and fever reducers for adults will soon

carry a warning to people who drink three or more aicoholic beverages a day: Talk with

your doctor before using these drugs. Heavy drinkers may have an increased risk of liver

damage and stomach bleeding from these medicines, which contain aspirin, other

salicyiates, acetaminophen, ibuprofen, naproxen sodium, or ketoprofen.

The alcohol warning is required under an FDA rule (distinct from the aspirin labeling rule),

which was finalized in 1998 and gives manufacturers some time to make the label

changes. Some newer over-the-counter pain reiievers, including Aleve (naproxyn sodium),

Orudis KT and Actron (ketoprofen), Advil Liquigels (solubiiized ibuprofen), and Tylenol

Extended Release (acetaminophen), have already been required to carry a warning for

heavy drinkers but were not required to include the specific risks. These products, too, will

need to compiy with the 1998 rule.

-- T. N.

For More Information on Aspirin and the
Heart

Aspirin Foundation of America
1-800-432-3247

aspirin@aspirin.org

www.aspirin.org

American Heart Association

1-800-242-8721

www.americanheart.org

 
Pubiication N0. (FDA) 99-1287
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