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September 29, 2004 JOINT COMMITTEE
ON TAXATION

The Honorable Lester Crawford

Acting Commissioner of Food and Drugs
Food and Drug Administration

Office of Legislation

5600 Fishers Lane

Rockville, MD 20857

Dear Commissioner Crawford:

I am enclosing, for your review, a copy of a letter and enclosures that T received
from Bruce Wood, one of my constituents, and President and Chief Executive Officer of
Weider Nutrition International, Inc.

In sunmary, Mr. Wood is concerned about the FDA’s resistance to their pending
health claiin petition concerning the relationships between glucosamine and chondroitin
and reduction of the risks of osteoarthritis.

1 appreciate any insights that you may have on Mr. Wood’s situation regarding the
pending health claim petitions. Please forward any correspondence to my Washington,

D.C. office in care of Ms. Karen LaMonlagne at fax number: 202.228.0029.

Thank you for your consideration of this matter.

OGH:kll

Enclosure

QY- 55/

Sincerely,

Orrin G. Hatch
United States Senator

PRINTED DN RECYCLED PAPER
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WEIDER NUTRITION -GROUP, INC.
2002 South 5070 West
Salt Lake City, Utah 84104-4726
Telephone: (801) 975-5000
Facsimile: (801) 975-1924

FACSIMILE TRANSMISSION

DATL: August 25, 2004
NAME FAXNO. ' PHONE NO.
Senator Hatch (202) 224'63:207‘4
alzsloy
IFROM: Bruce Woad . (%DB
RIL Welder Nutrition International and {the FDA
{3 Original(s) Will Follow —No Nurnber of pages, including cover: 7
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TLIS PACSIMILE 1S CONTIDENTIAL. TR INFORMATION I8 INTENDED ONLY FOR THE USE

THI INFORMATION CONTATNED IN
{0 INTENDED RRCIPIENT, OR THE

OF THE INIIVIOUAL OR ENTITY 10 WIIOM [T 1S ADDRESSED, IP YOU ARE NOYY' 1!

EMPLOYEL Ol AGENT RESPONSIBLE TQ DELIVER IT TO THE INTENDED RECIPIENT, YOU ARE 11ERERY NOVIFIED THAT ANY
VS, DISSEMINATION, DISTRIBUTION OR COFYING OF 7111 COMMUNICATION 15 STRICTLY PROI UBrrED, IF YOU HAVE
RECPIVED TIIE FACSIMILL IN BKROR, PV PASK IMMEDIATELY NOTIFY US BY TELEPTIONE, AND RETURN THY ORIGINAL
MUESSAGE TO US AT V115 ADDRESS AHOVE VIA THE U.8, FOSTAT SHRVICL. TITANK YOU.

IF THERE ART ANY FROBLEMS WITH TIIIS TRANSMISSION, PLEASE CAT.L (B01) 975-5389.
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BRUCE WOOD
PRESIDENT
CHIEF EXECUTIVE OFFICER
- I
NUTRTION /

INTCRNATIONAL, INC,

August 23, 2004

Senator Orrin G, Hateh
104 }{art Scoate Office Building
Washington, DC 20510-4402

Dear Senator Tatch:

I am ihe President and CEO of Weider Nutrition International, Tne, I and other members of our
exccutive team have had the pleasure of making your acquainiance at various functions over the last fow
years,

1 writc on behalf of Welder to solicit your help and counsel concerning the FDA s unreasonable
resis{ance to our pending health claim petition soncernlng the relstionships between glucosamine and
chondroliin and reduction of the risks of ostcoarthritis, joint degeneration, cartilage deterioration, and
ostcoarthritis-rclatod joint pain, tenderness, and swelling. A you recall, a health claim (or a dictary
supploment is a stalcment that a sybstance can diagnose, treal, mitigate, cure, or prevent a discase or
health-related condilion. Different [rotn & general structure/funciion claim made under DSHEA, a health
claim requires the review and approval of the TDA. However, the FDA is required to permit health
claims that arc supported by credible scientific cvidsnce.

As you know, the FDA’s Jmplementation of DSHEA has sometimes limited educalion of
copsumers about the reduction of the tisk of dissascs such as arthritls, which has resulted in the
intervention by courls at times, While the PDA. blocks this imporiant and valuable informarion from
reaching consumers, millions more consumcts will become afflicted by arthritis, further adding to the
billions of dollars of health eare costs and workplace disability expenses and productivity losses, (For
sake of brevity, I have enclosed a brief synapsis of the monumental scope of the problem of ostsoarthritis,

ine[lective trealnent methads, and the benefits of plucosamine and chondroitin for addressing these
issues.)

FDA has rcepresented that it would announce a decision an the artlyritis petition by September
2004. We belicvo-ample science supponts tho proposed arthritis health claims. Neverthcless, we
anticipato outright denial of the petition by FDA for reasons other than scientifie cfficacy, and seck your
assistance in this matler at a time when there Is greal intorest and need to address the issue of arthritis,

The Mstory of FDA's handling of the petition suggests that denial may be a foregone conelusion.
On May 29, 2003, Weider Nulrilion filed ths health claim petition, which requested allowance of 12
honith claims (four general claims, with three suboategories for each general ¢claim):

- Glucosamine may redics the risk of ostenarthritis.
- Chondroltin Sullatc may reduce the risk of osicoarthritis.
- Glucosamine and Chondroitin Sulfate may reduce the risk of vslcoarthritis,

2002 SOUTH 5070 WEST, SALT LAKE CITY, UTAH 84104-47256 . TELEPHONE B01.975-5053 » FAX B801-972-6532
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- Glucosamine may rednce the risk of joint degeneration.
- Chondroitin Sulfaic 1ay reducs the risk of joint degencration,
- Glucosamine and Chondroitin Sullule may reduce the risk of joint degencration,
- Glucosaminc may reduce the risk of cartilage deterioration.
“ Chondroitin Sulfate wnay reduce the risk of cartilage deterioration.
- Glucosamine and Cliondroitln Sulfate may reduce the risk of cartilage dcterjoration,
- Glucosamine may reduce the risk of psteoarthiritis-relaled joint pain, tendemess, and
swelling.

- Chondroitin Sulfate may reduce the risk of osteoarihtifis-rclated joint pain, tenderniess,
and swelling.

- Glucasnmine and Chondrosilin Sulfate may reduce tho risk of osteoarlliritis joint pain,
tenderness, and swelling,

On October 3, 2003, the FDA denied the health claim petition outright on the grounds that “these
elaims concern treatment or mitigation of an existing disease, osleoarthritis, rather reducing the risk of
contracting that disease.” Plecase note that the claims refer to the possible reduction (“may™) in the
various outlinod risks, and do not profess to cure arthritis.

Weider was finally able to meet with the FDA about the denial on November 24, 2003, Three
months later, the FDA reversed its position and agreed 1o allegedly evaluete the petition on the merits,

FDA’s evaluation began more than six months after the prooedural deadline for sccepiling or denying 1he
petition had pessed.

On March 1, 2004, the FDA announced that the evaluation of {ssues relating to scientilic
substantinjon tar the proposcd health ¢laims would be referred to u Food Advisory Committee (FAC)
meeting on June 7 and 8, 2004. Prigr to tho meeling, befors raceiving any cvaluation or discussion from
the FAC, DA announced its “tentative oonclusion™ that the proposed claims have na substantistion
whatsoever, This tentative ¢onclusion disregarded more than 5,000 published scientific papers reporling
and supporting the benefioial effects of these substances against arthritis, Ironically, on the same day of
the FAC meeting, Congress hold hearings on the proposed Arthritis Prevention, Control and Cure Act of

2004, which is aimed at providing more information and rescarch toncerning arthritis prevention and
Iroatment.

The FDA added saveral temporary voting members to the Food Advisory Committee. These
temporary members came Trom or are affiliated with the Center for Drug Evaluation and Rosearch
(CDER), and some appear (o have oonflicls ol interest that should have disqualified them [rom service on
the FAC. For exanple, some have in the past aceepted research funding and granis from pharmaceutical
companlcs that sell non-steroidal anti-inflammatory drugs (NSAIDS) used in the treatment of joint pain

and other syniptoms of osteoarlhritis, These companies could be adversely affested if the FAC made
rLL-DltllTlGl'ldat!Onb in favor of the proposed claims because a reduction in the risk of ostecarthritis may
resull in lower demand for NSATOS far treatment of osteoarthritis.

At the FAC meoting, FDA asked the pancl 10 report on biomnrkers or risk factors FDA should
consider in evalualing whether the proposed health claims enjoyed scicntitie evidence, Unfortunalely,
FDA’s inslsuctions diverted the panel into evalualing the scientific evidence in the context of a drug
'xppmvnl which iz not tho scientific standard applicable to distary supploments (which ls to analyze if
there is any eredible sciontific evidence that supports tho proposed herlth claim). Welder was not
permitted to address the panel on the applicable scicntifie standard prescribed by the courts. Thus, FDA’s
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pre-announcement of ils ¢onclusion, improper instructions and conflicts of intercst had the cffect of
predisposing the FAC panel against the proposed claims,

As stated in the preamble to DSHEA, reduction of henlth caro eosts is of paramount impartance
to the future of the couniry, and “consumers should be empowcred to make choices about preventative
health care programs based on data from sclentific sindics of health benefits related to pariicular dietary
supplements.” Whore the hallmarks of osteoarthritis aro cartilage deierioration, impaired function, and
pain, widespread use of glucosamine and chendroltin to reduce the risk of progression to full-blown
arthritis will reduce the mimber of people disabled by arthritis and the billions of dollars of health care
cosls Lo help them cope with clironic pain, The reduction of arthritis hoalth care costs from usc of
chondroitin has been demonstraled in France. Jn examining 11,000 patient récords, the study noted that
50% of the people were abls to discontinue NSAIDS completely by laking 1200 mg of chondroitin daily.
The use of chondroitin reduced NDSAIDS consumption, decreascd physical therapy visits, and fower
complications rclated to NSAIDS,

We are continuing ncgotiations with FDA, but foar denial of the petition absent some influence
from Congress or the courts. We respectfully request n brief mesting with you to discuss ways in which
you or your staff may enable us to provide the publle with this important health care informatlon they
desurve under the auspices of DSHEA.

[ would welcome the opportunity 1o speak with you concerning this matter 1o make arrangements
to meet, Please coninet mo at (801) 975-5055 or through our General Counsel, Dan Thomson, at (801)
975-5173. We are also sending copies of this letter to other members of the Utah Congressional
delegation.

We appreciate your support of providing valuablo information and safe and cffective dictary
supplements for consnmers, Thank you for your cansideration af this very important marter.

Very truly yours,

WEIDER NUTRITION INTERNATIONAL, TNC,

Do

Bruce J, Wood
President and Chief Executive OfFicer

L L "
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THRITIS MARY INFORMATTI

The following I8 a brief synopsis of the scope of the problem of arhritis, ineffeclive treatment
methods, and the benelils of glucosamine and chondroitin for addressing these issues.

Moye than 70 million Americans sulfer from joint disabilities and arthritis today, and an
additional 70 mitiion will likely develop arthritis in the next three decades,

Our Schiff brand Move Free ®product, which contains glucosamine and chondrojtin, is onc of
the leaders in the joint care supplenient business, ‘

Glucosamine and chondroitin arc (he natural building blocks of joints. These two ingredients
liave been clinically tested repcatcdly beginning more than twenly years ago. We are aware of more than
5000 studies on these ingredients. These producly have been showi to reduce the risk of joint
degencralion and cartilage deterioralion, reduce arthritis rclated joint pain as well or butier ihan pain
killors ~ OTC and proscription—and improve the functionitg of the joints.

[n 2002, the Centers for Discase Conirol and Prevention (CDC) reported that arthritis and joint
issucs arc the number one cause of disability {n Americal

Prevalence of Arthritis or Chronic Joint Symptoms (CJS)

s 70 Million peoplc are aifected — 49 by Age Group Among V.S, Adulis, 200)
million with arthtitis and another 21 with ;'; T T T T
joint disability, 2 0% 42166

*  Theimpact is expected Lo double by 40 o e

. . 00% y CoA
2030, Age, obesity and lack of cxereise 35, | 390% :

* 'T'he costs are 386 Billion per year and 18-44 45-65
rising,.

G5 or older

The Camiag

Time Magazine had a cover stoty on arthrilis Fpidemic of o and
called this “The Age of Arthritis.™ ST

Recent biparlisan legislation was iniroduced into Congress to deal with the arthritis issue. The
Arthritis Foundation said the lollowing:

“Tha first piece of arthritis legislation in more than 30 years, the Arthritis Prevention,
Control and Cure Act of 2004 (S. 2338/H.R. 4610), has been intreduced by Senators
Kit Bond (R-MO) and Edward Kennedy (D-MA) and Representatives Chip Pickering (R-
MS) and Anna Eshioo (D-CA). With arthritis prevalenoe at an all-time high, this

legislation will significantly Increasa the government's investment in arthritls research
and public health activities.”

Since this is the number one health disability in tho United Srates and its medical md Medicars vusts dro
significant, this issuc has a very broad and important constituenoy,
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The Prevention, Treatment and Cures for Arthritig

Nobody knows exactly what causes arthritls, What is well accepted is that there is a process that
can lead 1o arthritis. Most people begin life with normal joints and then wear, icar, age, injury, cic. 1_c.ad§
down the slope to loss of cartilage, pain, and disability, The first fow sleps are asymptomatic. Af‘thnlls is
not diagnoscd until there are symptoms. [L is (airly clear, that except for fujuries, when there is little
depradation and deterioration of cartilage, it is unlikely somcone will develop arthritis,
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Ig there a cure for atlhritis? No.
Are there treatmonts for arthritis? There are many, but maost tall into two proups.
The first are pain killers — prescription and OTC products like aspirin,

These providc some pain relief,

* Recent studics have shown that inadequale pain relief is a huge issuc in the US,

=  Even when pain killers relicve some pain, they do nothing Lo deal with the underlying condition
and do not help 1o rebuild the joint. They have none of the building blocks of joints,
In some cases, uso of pain killers actually neeclerates joint destruction,
The side effects of pain killws arc slaggering, with over 100,000 peopla hospitalized and
estimates of 10.000-20,000 deaths yearly, and billions of doflars of health care costs.

‘The secand category includes glucosninine and chondroitin.

*  Glucosamine and chandroitin are the building blocks of joints — carlilage, joint fluid, ete.

* Aswe aga, the cyele of repalr beoames less efficient and effective, ‘The body does not
manufaoture glucosamine and chondroitin as well, Thercforv, supplements provide the buijlding
blocks for joints,

» Long term studies have found evidence that glucosamive and ehondroilin balt the propressive loss
of cartilage — a first for any agent, and somsthing no drug can do.
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*  Glucosamine and shondroitin have been shown (o reduce arthritis related Jjoint pain as well as o
hetter than pain killees. Since they are not pain killers themselves, they work by addressing the
cause of the pain - jolnt deterloration and dysfanction.

= EHven the FDA’s experts conecde that glucosamine and chondroitin are clfective treatments for
Joint related and arthritis issues. ‘The irony ig that the FDA lias prohibited claims that report the
benefits of glucosainine and chondroitin with respeot to joint problems,

Just as ¢aleium {3 the building block of bones, plucosamine and chondroitin are the building
blocks of joints. Calcium products are allowed (o say that they reduce the risk of osteoporosis. We belicve
that an analogous claim concerning osteoarthritis should be permitted for qualifying plucosamine and
chondroitin products,

Imagine what women wovld suffer and say if the FDA did not allow calejum supplements to
roport thit caleium supplementation reduces the risk of ostaoporosiz? ow many children would suffer
hirth defects if the FI3A continued to prevent folic acid supplements to report the reduced risk of neyral
tube defects? ‘T'his is the position the TDA has foreed upon arihritis sufferors. The choice forced by the
FDA is Lo conlinue the treatiment with paia killers even though ihey only partially work, do not address
the fundamontal issucs, and may have serious side cffects. What choice is that?

Is there any prevention for arthritis? Yes. Iixercise, Good diet. Weight contro}.

What will help prevent arthritis beyond these? Glucosamine and chondreitin. By reducin i the
risks of joint deterioration and degeneration, thay reduced the risk of developing arthritis and arthritis-
related pain. This reduced risk can be a dela ¥y or a reduction in severitly. Bither would be greatly
appreciated by people who arc suffering from joine pain and arthritis,

Approximately 20% of the people with arthritis are between 18-44 years old. What should they be
tald? Tuke pain killers for the next fifly years? What do we tell the children who have arthritis? Take pain
killers for the next 70 yeurs?

For the moment, we, the 70 million peaple who suffer fromn joint problems and arthritis, and the
probable 70 million future sufferers of arthrifls, face a dilemma; Alihough the FDA aprees hat
glucosamine and chondroitin halt progresslon of osteoarthritis and ils pain, the FDA denies the evidence
and inference that these substances may reduce the Hsk that cartilage will deteriorate inlo osteoarthritis.
In the absence of this informalion, as many as 70 million poople rmay bs doomed to develop ostcoarthrilis
and a pain killer treadmill, serious side of fects, work place disability, and cnormous health care costs.

We think this s wrong, Most impoitantly, the 70 milion people suffering from arthritis and joint
problems In this country today aud the 70 sillion more coming in the next thitty years deserve much
better information about their health than the FDA allows,

We fully support continued research and hope that science finds tho cause and cuge of artheitis, Until
then, we believe that supplying the body wilh the raw materials it needs to rebujld Joints is a win-win for
everyone. We belicve the public shonld be appropriately informed and then allowed to muke its own

choice,
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