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IN THE ',ATTER OF

METAGENICS , INe. , ET AL.

CONSENT ORDER, ETe. , IN REGARD TO ALLEGED VIOLA TION OF
SECS. 5 AND 12 OF THE FEDERAL TRADE COMMISSION ACT

Docket 9267. Amended Complaint, October 1997--Decision, October 1997

This consent order , among other things , requires a California. based company and
its officer, the marketers ofa calcium supplement known as "Bone-Builder
to possess scientific substantiation for any claim that their product or any food
drug or dietary supplement containing calcium will treat or prevent any
disease , disorder or condition. The consent order also requires the respondents
to possess scientific substantiation for superiority claims for such products and
regarding the relationship between calcium and osteoporosis. In addition , the
consent order prohibits the respondents from misrepresenting the existence or
results of any test or study regarding such products.

Appearances

For the Commission: Lesley Fair and C. Lee Peeler.
For the respondents: Robert Ullman, Bass Ullman New York

AMENDED COMPLAINT

The Federal Trade Commission , having reason to believe that
Metagenics , Inc. , a corporation , doing business as Ethical Nutrients
and J effey Katke, individually and as an offcer of said corporaIion
("respondents ), have violated Ihe provisions of the Federal Trade
Commission Act, and it appearng to the Commission that a
proceeding by it in respect thereof would be in the public interest
alleges:

PARGRAH 1. Respondent Metagenics , Inc. , doing business
as Ethical Nutrients , is a corporation organized , existing, and doing
business under and by virtue of the laws of the State of California
with its principal office or place of business at 971 Calle Negocio
San Clemente , California.

Respondent Jeffi'ey Katke is an offcer of Metagenics , Inc.

Individually or in concert with others , he fonnulates , directs and
controls the acts and practices of the said corporation, including the
aets and practices alleged in this complaint. His business address is
971 Cal1e Negocio , San Clemente , California.
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PAR. 2. Respondents have manufactured , advertised, offered for
sale , sold and distributed an orally-ingested product containing
microcrystalline hydroxyapatite ("MCRC" ), minerals and protein
under the name Bone Builder (hereinafter "MCRC" or "Bone
Builder ). Respondents also offer for sale and sell the MCRC
product to other parties who market the product under their own
brand names. Bone Builder is a food and/or drug, as the tenns " food"
and "drug" are defined in Sections 12 and 15 of the Federal Trade
Commission Act.

PAR. 3. The acts and practices of respondents alleged in this
complaint have been in or affecting commerce, as "commerce" is

defined in Section 4 of the Federal Trade Commission Act.
PAR. 4. Respondents have disseminated or have caused to be

disseminated advertisements and promotional materials for Bone
Builder, including but not necessarly limited to the attached Exhibits
A through D. These advertisemenIs and promotional materials
contain the following statements:

1. The superior fonn of calcium proven to build bone. The latest research
shows "microcrystalline hydroxyapatite " is the superior fOlTI of calcium that can
build bone. We call this eXCIting Ethical Nutrient s (sicJ product: BONE
BUILDER. (Exhibit A).

2. Some calcium supplements can be worse than not taking anything at all. At
best, others may slow bone loss , occasionally stopping it. But, BONE BUILDER
can restore lost bone and has the clinical evidence to prove it! (Exhibit A).

3. A significant statement recurs in a number of reports: MCHC either reduces
or totally eliminated bone pain, which was not found tre of any other substance.
(Exhibit A).

4. Only ',CHC provides calcmm in an " extremely bioavailabIe fonn" and the
studies on it have " also indicated the superiority of the substance over traditional
soluble calcium supplements, Of the substances used for experimentation to halt
the progress of osteoporosis , only microcrystalline hydroxyapatite was considered
to be totally free of "major potential hazard (sic J, " which indicated its use for both
the treatment and prevention of osteoporosis. " (Exhibit A).

5. These are just a few of the controlled clinical trials to be found in medical
literature. The consensus of which is that microcrystalline hydroxyapatite halted
bone loss , decreased pain and increased bone thickness when taken in adequate
amounts over long periods of time a record no calcium supplement could achieve.
(Exhibit B).

6. Contains most absorbable kind of calcium. (ExhIbit C).
7. BONE BUILDER is pure mIcrocrystalline hydroxyapatite compound

(',CHC), a substance which has been scientifically demonstrated to be the most
effectively utilized source of calcium known. (ExhibIt C).

8. Most importantly, no other product in the United States is as effective at
preventing bone loss. (Exhibit C).
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9. (RJesearch of the many common fanTs of calcium used in the trials
demonstrated effectively that only one fom1 of calcium was capable of preventing
bone thinning and actually restoring bone strength , and that was "whole bone
extract (microcrystalline hydroxyapatite concentrate) . . . . " (ExhIbit D).

10. Where there is evidence that osteoporosis " runs in the family, " and where
there is evidence that calcium loss is already taking place e. muscle spasms

recedmg gums , or loss of height, the ability of microcrystal-line hydroxyapatie (sic 
(bone) concentrate places prevention as a matter of the individual sufferer s choice.
This safe , reliable , inexpensive , scientifically- tested preventive is his/hers to take
as they choose. . (Exhihit D).

PAR. 5. Through the use of the statements contained in the
advertisements and promotional materials refeITed to in paragraph
four, including but not necessarily limited to the advertisements and
promotional materials attached as Exhibits A through D , respondents
have represented , directly or by implication, that:

1. Post-menopausal women who have lost bone and who use
Bone Builder or MCHC will experience no additional bone loss or
bone thinning and will achieve a growth of new bone and increased
bone thickness greater than the amount of bone lost;

2. Users of Bone Builder or MCHC will not experience bone loss
bone thinning, or osteoporosis;

3. Bone Builder or MCHC restores bone strength;
4. Bone Builder or MCHC reduces or eliminates pain associated

with bone ailments; and
5. Bone Builder or MCHC is more bioavailable, more absorbable

or more effectively utilized by the body than other forms of calcium
or is more effective than other fonns of calcium in the prevention or
treatment of bone ailments.

PAR. 6. Through the use of statements contained in the
advertisements and promotional materials referred to in paragraph
four, including but not necessarily limited to the advertisements and
promotional materiaJs aTtached as Exhibits A through D , respondents
have represented , directly or by implication , that at the time they
made the representaIions set forth in paragraph five , respondents
possessed and relied upon a reasonable basis that substantiated such
representations.

PAR. 7. In truth and in fact , at the time respondents made the
representations set forth in paragraph five, respondents possessed and
relied upon a reasonable basis to substantiate that: adequate calcium
intake has many benefits and is one of the essential factors in the
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body s ongoing process of removal of old bone and replacement by
new bone; in conjunction with other factors , adequate calcium intake
can playa significant role in reducing the rate of bone loss or bone
thinning and in protecting bone strength; and individuals who do not
consume adequate caJcium are at greater risk of experiencing bone
fractures than those who do. However, respondents did not possess
and rely upon a reasonable basis that substantiated the representations
in paragraph five. Therefore , the representation set forth in paragraph
six was , and is , false and misleading.

PAR. 8. Through the use of the statements contained in the
advertisements and promotional materials referred to in paragraph
four, including but not necessarily limited to the advertisements and
promotional materials attached as Exhibits A through D , respondents
have represented , directly or by implication , that scientific research
including clinical tests , scientific papers and/or scientific studies
proves that:

1. Post-menopausal women who have lost bone and who use
Bone Builder or MCHC wil1 experience no additional bone loss or
bone thinning and wil1 achieve a growth of new bone and increased
bone thickness greater than the amount of bone lost;

2. Users of Bone Builder or MCHC wil1 not experience bone loss
bone thinning, or osteoporosis;

3. Bone Builder or MCHC restores bone strength;
4. Bone Builder or MCHC reduces or eliminates pain associated

with bone ailments; or
5. Bone Builder or MCHC is more effectively utilized by the

body than other fonns of caJcium or is superior to or more effective
than other fonns of caJcium in the prevention or treatment of bone
ailments.

PAR. 9. In truth and in fact, the representations set fOlih in
paragraph eight have not been proven by scientific research, including
clinical tests , scientific papers and/or scientific studies. Therefore , the
representations set forth in paragraph eight were , and arc , false and
misleading.

PAR. 10. The acts and practices of respondenIs as alleged in this
complaint constilule unfair or deceptive acts or practices and the
making of false advertisements in or affecting commerce in violation
of Sections 5(a) and 12 of the Federal Trade Commission Act.

Commissioner Anthony not participating.
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KEACl'Jn'Cs
EX1BI' 5

WHY FOOL AROUND?

Reantly on an iml:r.ult auto safar, my car
brok.e do.. (as they an wont to do at thcmOJ(
crtical ties) an I was stu.lddr the ni&ht in a

sma WIl motel.

Since I was depresse. with my cirumW1 . I
flung myseU on the be. and began lilCnig (0 the

news.

A reponer cam an with a siory about osteoporo
sis. Now thai really depressed me. Hu story was
superfcial and badly reseahed. but wha de-

se memos! Wa! the thought o(lhe thou.ands
of ple who might S it and believe th miin.
formrion.

To ilII5trte her :uscrton that a simple elevation
of calcium intae was me answer lO osteoporosis.

she' ta scyera glaisof ditic. whitt vi.
gar and droppe different brds of calcium tabktS
into them. Ths was supposedly an ilustrtion of
how mey might dissolve in you stomach, and. of
coure, some of them didn

Th one that dissolved moSt quicky was a well.
known drug store product manufacru by a major
phanaceutical company conLai a relatively
sma amount of calcium. What she didt' \ point
out were the additives the product contane.: be-
sides oyster shell powder (which is poorly ab-
sorbe in humans).

by Gene Birelac!

To bolster her story and give it crcence , sbe
thw in the nam of -a loal meica doctor wboconf her posftdflhar:l high intae ofca-
cium is the best way to preveDt osteporosis.

Nothg was said about the controversy wb.cb
rages withn scientic cirde questiouig whether

calcium alon~ \: !yer LO oste05is.

For example, the prestigious Brir.sh Mc.ical
Joural five year ago, in an arcle on the NOt!-

hormonal Trtment Of a porosis said

, "

Os-
twporosis may be defied as th louol.bne acJ-

I crate beyond tbe normal
phy!iologi-

caJ"rates.aI-
though tbis
begstheques-
lion of what

norma! loss
might be n. Its
recognition
measurement,
prevenlion
and treatment
were discussc. at a r&entsyrposiurn ar.d the ac.
count of lhs emphasizs how opinon on these
issue: is sti dividec.

, , 

in OJteoporos. it
appears othei'f'icus

art at work, notjgst
an absence of

suffldent calcium.

the diet,

Guy Abraham. MD.. an internaliortaly recog-

ADDITIVES CO 'TATh' ED IN A POPULAR DRUG STORE CALCn.?1 SUPPLEMENT

CoroS)' rupSolids Talc: Hydroxypropyl :\1elhylnlluJo5e

Corn Slarch SodJum 5i.rcl GiyCIlate CaldumSiurate Polysmbaie80

Pharmaceutical Glnt Ti!ariumDioxidt Vitamin D ethlypropyl r3r beD

PolyvinylpyrrolidQne CarnaubaWax ?ol)e\hylene G1YCII D & C Yellow 10 Dye

Acelyialed \jono I)c1ride Edela! Di- ium fD &. C Blue 1 D:e S,"'el icr: e E:nulsion
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niz. authority on the endocol-
ogy of obSlCrrcs and gyneciogy.
in a conversation with me. a. well
as in public spehes, has poinw:
out thal DO countr in the wor!d has
sctcalcium reuimenlS as high 
the Unite SlateS - and DO coun-
tr bas more bone problenu. Dr,
Abraam has 11 the reipien! 
at leat tWO international awards
for bis worlc. pan .of which
stemmed frm his researh whie
heading ob- gyn endocrinology
reseach at UCLA's Harbor Gen-
era Hospit. in Los Angeles, CA.

EXHIBIT B

Amended Complaint

.., 

mzcro-
crystallne

hydroxyapatte
halted bone loss
decreased pain
and increased
bone thickness
when taken in

adequale amounts
over long enough
periods of time, a
record no other

form of calcium
could achieve.

There, Dr. Abra had found
that women with sevem prmen-
stral tension had too much dai
food in their diets. and too high a
calcium intake n:!ative to their
magnesium intae. As he pointed
out, anals such as elephants and
gorias grow huge skeletons eatig eDly grn
plants. which have Niice as much magnesium as 

calcium. Dr. Abraham took th women off dai
producrs 10 reduce calcium intae. while upping

lheirconsumptionofvegetablegr nstoincrec
magnesium intae. The n:suJC? No morc premen-
stral tension.

In osteoporosis. it appear other factors are at
work. no! juS! an absence of suffcient calcium in
the dieL And, at least a quarl: centu has pasW
sin cakium n:lention was shown not to be &d
quare without a modkum of estrogen to enhance
the calcium llpLae - or il is merely excreted in
the urie. Only a medical doctor can prescribecs-

trogen, but the enterprisig TV repo never
mentioned lhe imporLce of the reJationship.

Ko doubt many people were hke!y to believe her
over-simplificatiotl Yet osteoporosis is still a
major health problem. which to some extent con- :

:inues 10 baffe the medical research world. Re- I
search project rcpom on possible CJuses and po- '

\entiaJ cures forom:oporcsis are frequently pub-
lis!le. to tr. is day i., the medicaJ litera un:.

fuly morulore quantiti o(estT
genalongW'mcalcium orlhoug.
the admin.stTtion of a product

Litte known in me Unite State.
but widely us in Europe and
England: microcrystalline
hydrollyaparite.

In a clical tral in England.

for eumpJe. a group of women
with bone diea were divided
into3 mahe groups. The uJl
was "Over me 14-montb follow-
up, thCT was a signcaJt loss of
cortcal bone inconcrols, asigni-

cant increase in cortical bone

thiclcne!:1 in - the. MCHC (mi.
crocrystalInc hydroxyapatite)

grup, and no . change in the CO
(calcium gillconate) group." The
MCHC group had a net corneal
OOfle gai of 11.6%, (Conical
oone is the outer bone)

The resech te from the Royal Fre. Hospita
in London. describe the Iibstae they were
testig: "MCHCpowderis prpare. from bovine
bone and provides both the organc and inorganc
constiruents occurg in normal bone. The pow-
der contas hydrollyapadte microcrystas, cal-
cium, trace metas (including zinc , silicon and
iron), protein. amno acids and amooglyc.s.

Ano!.er advantage !.e reseach team noted was

the low sodium centent of MCHC eompared to
calcium g!uconate which was of advantage in
long- term treatmenlof patients with cirhosis or

other diseases complicate by saIi rcu ntion.

The prevention of osteoporosis follows that old
adage that " an ounce of prevendon is wort a
pound of cure" as mostadullS lose bone steadiJy
l.1roughoU-thir Lives. 1'loss is accelerated in
Wome:1 after the menopause, a siruation whic led
to Bridsh researcr.ers to acvise

, '

'the only way to
prevent osteoporosis is to make sure tl"3.t the
subject star:s his or her aging process o;ith
well.mineralized bones. (emph;Jsisadded1

The onl:- positive repor.s on hJ.tir.g ,he dev;JstJ- Too 'C Ien. owever . r. othl g:S cone u:1til a fnc-
c;on ar, . c:-JCp: ,g of osteoporosis " hJve come ::re L":UJ, o:;'le c:-Jshing L e U'JbeclJ11 :r. :1e

t!-Jough l.'1e meclcaJ adfTrust:anon or small cJ.e. .. bene :;, tl. e ,p'ne wfdcn causes ;J:tJ a. welJ a.
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height loss, or the fractu of a Jong bone. Some:
studies show a trend lQwar "frct1 of the wrst
at 60. of the shoulder at 70, and the neck: al 80,
though such fractues seldom attrbuted to as.
teoporosis.

In fact, one: research lU has state: "The per-
ceived fr uency of ostwpurosis is une.stically
low and usualy the diagnosis is made only when

crush frac-
tures of the

Yerlc bral
bodies occur

and conse-
quently lead

to less of
hcighl.

Nothing was said
about the controversy

which rages in the
scientific research

papers that calcium
alone is not the

answer to
osteoporosis at all!"

In an-

other clical

tral 10 

of MCHC
containing
a p pro x i-
maldy 1.00
mgs of cal.

cium was used oyer a period oinie months on pa-
tienLS who wcn in severe pain. had re.cnt frac-
tures and were an analgesics (pai kiers). The
majority reported less bone pain with a subse.
qUl:nf de.rease of inLae of analgesics and an

inc:rease in plasma calcium.

In another tral group of individuals aged 70 to
98. the whole bone extract was used beause " the
proponions of the mineral content c:oITespond to
the presumed physiological n s of!he organism
since they are those of bone itself .. . it was found
that the whole-bone exU"act significantly in-
crease. absorption afthe tracer suggesting it is a
valuable medium for calcium admiistration in
metabolic bone disease. " In ths latter lest the
research team also conduded , as had others before
and since . that the whole bone extrac: was belter
than calcium gluconale which they had checked

out at the same t.me.

These :ue iust a rew of the c:Jn::o:led clinic:1
als to be fCL::1c in rr.ed:c:1 Lilc,a:cre. n.e con-

serlsus of \! ich is l. Jl microc:;' s:.1Ur.e hydrcx-

yapalitt haltr bone loss, decru pai and in.
bone thcb s when taen in adcquar.

amoun!. over long enough periods of ti . a

re.ordno calcium supplememcauld achieve.

The product has ' ben avaiable in Europe and
England for year and is now avaiable in the
Unite; Slales under the name Bone Builder (for-
merly Eth CaI).
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EXHIBIT C

WORLD' S BEST BONE BUILDER

.J All necesary bone building
nulrienL5 in one tabJel

.J FormuJaltdbynature

.J Proces usin!: bre.ktbrougb
technology

.J Complelelysafe

.J SuccuU,.t 8ndusedin
Europe for over lOye,n

.. AvaUable ror nrsl tIme in U.
oJ ContaiJ mos absorbable kind

ofcadum
.J Not to be confL1ed witb bone

mea or ordinary hydro)lyapatite
'1-

,,,..

THE PROBLEM: Ostcoposis i. an enorus public hc.thproblc:m. !'spnsiblc (OfIL !ea! 1.2 mijon
frcnms in the United Sr. s each ytM. One th ofwomcn over si.:uy- five wi hive: Verbr fr=s.
By txm:!I old age, one of ever th wome IUd onc of c:ver si men wi have IuI. hip frtu. Hip
fracNr is lat. in 12.20% of case and it mult! in iong term nuring home for hal the patientS who
surve. More women die frQJ the corolicatins of fnctus yc.Jy than the combined deaths resultig
frm can r of the rv ar,d bruL The I and indiectcosu of os!wporosis ar e.ri!ed al 6.1 bilon
doUan anuaUy in the Urnte. StalCS Funcn the gmua lo$. of bone ret! in disfigument,
wrifg, deceaing mobill) and the deposition of uldum in sofl tissue (kdney, areres, jointS , ele.
1cadgtoful1!lC!compl.cacons.

THE SOLUTION: Regular exacisc, a whole foo dje! smolcg cessation, &ld adequale absorption of
micro-nutrent.\ wiU end thc Cllcn! rapid bone loss epidemic in the United Stales popuJarion.

GREATNEWS! A COMPLETE NATIRE. MADE.BOr-t:FOOD IS NOW A VAlBLE. TIS BONE
FOOD 1S BONE Bt:ILDER (formerly ETHI CAL).

THE BONE BunDER STORY: BONE BUILDER i.\ a pW" micrryslaline hydrxyapatite compound

(MCHC), a substancc wh.ch has becn scientically dcmonstrted 10 Ix the most cffcctivcly utiliud SOW"C

ofcaJciumkIown. ThishigrJy usefulsuhsu.ccisd.sliguishcdbyitsunusuaJabilr:tQbeabs.rbein!o

thc bloostre.. For example, srudjes havc dcmonstrted it to be absorbc at twce Lie rate of caJcium
gluconalc. Hydroxyapatitc i$acomplcx cadwn s.I which form Lic basisofbonc. II ha.an idcaJcaJciumi
phosphorusrationof2:1.

Aconsidcrablcnurnbcrof:aboratOryandclinicaJs!Ud.cshave TlundenakentOunecrsta.1d the narurc and
vaJuc of MCHC. Using anJ srudjes, re.\C4hcrs have c!emoTlstr:c. a lack of both aculc and ch.on.c
loxicity. Thus , we luow MCHC:o be complctely safe.

inically, :-1CHC r, as n shown 10 be highly eff ::vc Fer cXJJpie. In one sruey of posIDel1opausal
wome a (;ompa:lson was made Ix!wcen MCHC, ca.ciua: gluconale and a cer. tJl group. Over a !4 mom.
per-od. :he ::oi g;oup xpcricnce. a 5. j% boTleloss, :.. JJc:um g:ucona:c grupa 1.5% bone gair., while
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EXHIBIT C

the MCHC group exprienced 116. 1 % bonep.ln. Positivcca.kium b4ctSwer poned inothc:clin.
srudil: llSing MCHC 10 trc.f oSlromaacia (bne scftnig). 11 yel another srudy the author Slates "

,.. 

have demonstrated thai MCHC dramatically reducesskeJelal pai i1 patients developing oSfroporosis. .
and have also prcsenu d strng ev1den that !hs sympwmatic improvement is associa.ted with both
favorablt biochemic a. ar.d raological bone changes

BONE BUIDER SOURCE: The MOiCcontacd in BONE BUlOER has ben derived soJely frm
the bones of hcathy ans rase in an envi nl fr frm peticides, insecticides, grwt hormones
a.d other envin:mment. contaants. II has be prsse by an c:lcJusivt tehnque which p sees the

naru qualtics ineren! in the raw SUbsWlI% Th is i. maed contrt to the partion of bone me.
which is an a.hro residue, dcvoid of lie. havig been subjcct. 10 consjdcn.blc helt, and washed wilh

chemical solvl:rls. Ths harh prol:snng cause the prtl:in matr to crs.-!. alterg thl: valu of !hI:

colIag , and considl::obly reducing the dfl:tivl:nl:ss of th subSluent pn:pantion. Also, bone mea often

contains an unacceptably high amount ofkad BONE BunER does not In esence. BONE BU1ER
may be considl:rro a miy-prose, compll:tc naru-madc foo for the bone.

CHEMICAL PROPERTI OF MICROCRYSTALLIN HYDROXYAPATITE: MCHC is a
compkx salt in which 3 moll:ulcs of cacium phosphatl: an asociatcO with 1 molece of caJcium

hydr de. Hydroxyapatite ocur as hexagonal necdks arged as !tes. These ar embedc. in a
protein matr. Its chemical n:i is decacium diyr de he:uaks-(ortophosphate).

Apar frm calcium and phosphorus, othc: major miers preent in MCHC soum magnl:sium and
potassium. Unle commercal soluble cacium supp!l:ml:nts. thl: soum content is low (0.65%), a fa.:or

of impon.nce for some consumcn.

Thl: main trace mieras present an zinc, sicon , and irn. Others inc!uderubidium, caesium and platinum.

as WI:U as manyothl:rs.

MCHC contains 14% coIJagl:n and 4% othl:rpro!eins, as well as hydrxyprolie. Other amno acids present

in relacvl:ly high amounts includig glycine and glutamc acid. Also included aTl: glucosamnoglycan

ciC"!I:, f:ourde (0.008%) and water.

SUMAR Y: BONE BL'1DER consist ofmkrocstaline hydroxyapatite which. ilS:lfbeing frm bone.
is a compll::e bone foo. BONE BUILDER is not merely another calcium suppll:ment, although it appcns

to be the most highJy absorbable form of caJciuDJ blown. BO!' Bt. 'TDER is hypalergenic , palatable and

cost.dfcetivl:. Mostimporttly, no other product in the UnHedSLales is aseITectiveat preventing: bone

ross.

REFERENCES: Available upon rc.uesl Ple.ase a.sk for " MCHC scientic references

.'-

8CQ- t592- 94GO (.variowirk)

t:lhlcal ,'-iwriel1s' 23180 De! u.go. Laglu'.. Hills

,..

800.833. 95_'6 (lrt Callforrtia)

CA . 9:For FREE Llrerall.jfe Pack ContacT
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EXHIBIT D

STRONG BONES
YOU NOW HAVE A CHOICE

You maybeab!c 10 rememberl bok. Hurc Begi
at Fort. " RJIuruly. ! don L so you re lIuch older
lhanl-!on.yrerncmbertititlc. whichh.bcmc
aJl:lOS!c!Jchc' , UJwhimanyolhrthpmay1l
begin at fol1. .rmc of th m nOI so 

maywelJbc ticforlgooalanyofus
whe sinanerrrsotoUIyou!bbciilOsO""Up.
=tigsi!Uationsinourboi rorwhichwel)ver
bargail)d. quiteoflala!os.lCundcrstm.

OIl of th incamprrrlbIc conditions. oow
ocuring on a f;.n)' Jvgc sc.c, is ostporosis, in wNch
abnormal tcra loS. QVU a lOr1g period of tie caw.
weakened bo sut:blc!D rudden brugc and/orapaishgcof spinc.

Frompol'ruc pcricrx lknwtlth aVC/"ge
physiciandoesnoluncmalthchisuinvolvcdin
I.spairlc.odilol1, hut!aJsohacthwordofsomc
ofthcdocorsthcm$1lvcsasthydisthsproblcm
in a symposiu. in Engld nOI !OO long ago.

Thes =a spciilro concluded. J' aiag.
nosLs is diffic:! becau ostepomsis asympllrnat.c
uIJLijtisadvanc.farroyghtouuseSUctunlfa.IY
orban/. " An. CQI1T.ues 1M spial. opil\ol1 is sti

ido:on!h=gnI.Ol, mearlte.lJ, vt:uon
and cnel1t"ofostwporosi!.

Thsistre. !haveob.rvedth slowdisiruegnuon
of my mother from a woman of sllm bu.d ar verage
heighl to a vel) SOOI" 5laru dowagef. O\erth las
\enyeans.el\shrscme3an IniIcheS, andth
ofly rco:y her busy Ho!Jywoo\;Hu.rWuc. pnysician
h4Soffe disan!Xcaiona.CDrtsorcshOl(oaleviale
t.hepain.

Hersituaoon is nOt unque. When\hpanboganir
her bacK (the S1!I of a vCl"ebroe fra(:rig and
CDmp 5singthcdi!c). ld. \Cmedoc or'off
:eUing her \0 au rum iftJswa5not la\o: lOalossof
caJciwn.

by Gene Birclad

ErcrgngfrmhioffcelaL, she,aid, Youwc
righ!Hesaidhcsaw ",Y1ofaJyspi. ycarago
whicbshowc.c.cium!osstVcnLh" I looke. at. her
in aaJazcmem
and c.nstcmz-
!lOn. "AA you
tellglJchc'
knwn t. for

I Ih)'an IU

I ha' l!Oldyo
: aboutllDradvo-

calcdany sict
rem cdy?"
Well, what

couJdhe dO?M '''

"''

shc.said.

tl""::
I:hllC",Lnu'"
lWORLD'S 

BONE
BUILDER.EvC1 I. thI

lime he could
havcwcn\h
'mown mcdic:
stepstopreve:.
lion of funhc.r
\os. whichCQn-
sisle.dofJ:zJ
daily quanDuc. ofconjugatc. =gcn aw:nr.panc.
by calcium suppItIDenLDOn. He. happeN. however
belong 10 thai sc.'!J of mc.icinc which scams il
supp!cmeru.sanstibclievcsalc:gmsarecan:ino-
gcttc.

D'IICA'
901..l,;

His managemenl of th condWon was to dispens
a.iorshouofc.n.!.ncwiLhutn:gndt.tlong-

lennU5COfiiernidstausc ful"ermlocra loss. a. doc
inacuviryand CDmpucJungroajordiscaseccnc!iuons-

Ten year !.1.r. Mot.J'\cris 5U;Ctc. 10 thelisc of
c;c.a. waler and isrclaLivcly inaCtve

Sc prcVaJe.11 is L"tS!) ofsiruarJon 1.t lJ. e Bri
doc:orwho rcpcMd on the symposium, AlaJ 51,

on (Royal ,,'aDana! HospilA for Rhe :nalic DiS
; e:les). SUte., " OS'.eo;:ros,s 'Jus appeJr5 10 Jcir. c!iJbc-

493

ACENlc.
E:UIT D



494 FEDERAL TRADE COMMISSIO"! DECISIONS

Amended Complaint 124 F.TC

EXHIBIT D

The percived fmcncy of os-
teopormis," says Dr. DUon

, "

is UJ.
aisou.y low ;mUS aiyLhdi
sis is made ony W cr frau
ofthvc bra boa oc an
comentylea!Dlo ofbgt "
YCLconriucsDr. Dion,Stdic.s/w
lhcronditionIe.to frcrofth
wrSt al 6O, ofth shoulcral 70, an
;hfcrool1 kI180.

Dixon cited
hospital trals of

the substance (In
which) 

. . .

microcrystallne
hydroxyapatite
concentrate did
restore bone.

MicrocrystaJlinc hydro".

yapatteco rrror1!.1jJ1tlcoone
ilinCri calcium, phcsphorus an
magncsiuDJ togcther with Irace
amoun!3 of zi, cor. rnang
an othr trce ar WlnlrCC ck.
mcruinthIXrmaI ysologicapro.
p;n:oru.

te, gaiS".ones. andivcrnruosisl.
one of lhcd.susofafucncc.

EVClthoughlIcn alovict
oft.cb:mc-thgp s.ansoc
cvidcl1ceofilusalyshowsupbyagc
70. womcn byfarthp ornjnan 
suffc rs whichbegm atl
asthmcopa whcrsugicalyorlUroyoc.

Dr. Dixon ha ob rved thI in th United Swe :::,u, r", womoo h" " in..", or "'''= 
of 660 mg IXf day. Well below th mmeJded
daily intae of 800 mg -a figu, he says. "which
many numconi woul St Itgar as beinll 10 low."

As a reL Of- Dixon wncJuded, "c.cium sus to
be the forgott numentof We.m soiety, and il
seems th a. faiult to conse enough of it mUS
inevitably lead to loss of bone minra"

Dixon cite hospita tral ofthrubsl:glcoroparn
of 11 to C4cium gluconate wruch
ha 1M bo 10!:bul did not l'-

store it, wberemlcrryna hy.
drxyapatlteCOncdjd tore
bone,

Ccmcludig rus remaw. Dr.
Dixonadded. ;-othgcarere

th spin posr to oormli In th peple whose
spin have aldy sh beus of OSporosis,
(but)threisgooevd tOS1ggtSth!preventctive
trtme:i.verydfe;vt.

Whrtthreisev;dencethalo porosis ruin
the family," and whert thre is ide.ce that cacium
los: is aly t.g pllC. i.e. , musltspms, rt-
lng gu. or 1055 ofhdgh th abilty of th micrs-ta hydroxyapace (hne) CO !I places prtven-
tionasamattrofthinvidualsuerer schoice.
safe, reliable, inexpnsve. sct1ficay.tepreven-
uve is his.ern to ta as lhy cho.s and rlotdependeru
upon th whl of anthr.

There needs to be an aJtemative , says Dr. Dixon
(and there is) wruch is safe. effective , ine.peivean
may be continued over year without harm, espeialy
as borJe rebuilding and smngtenig C40l be ex-
petewukeplace r.pidly

PrbabJyjUS lie yOu,1 ge! fed up with swalowlng
supplements. YetlhaveonJytovisilrnyrnotherto
t.'1eaJlemati hichlnad uateatWLiontopreventior1

I hascreted: being conder to hobbling armmd in
cominua. pain S1ppo d by ca or waler, or JUS
sittg.

The rupplement wruch I have be disc:sslng, mi-
croryst.ne hydroxyapatteoonccmra, is ootmerely
bonemeal, butisins!eadspcialyscle.tep::H'..or10f
thebone.ofanrnaJraseintlabsenceofpesticide.
iId incticides. Thes boll scctons an carfuy
proa:ssed (gmund up) at less th 9S' to prtrve the e.-
sem.ial microrysu strctn: a. it exists in r.W
bone. !lhasberlavaiJableinEurope Englar.dfor
some year and is f10W avai1able in tr,e Ur..ted SlJle.
under the namc Bone BUllder(forecrly Et. Cal), and
iS50IdexciusivelybyEthkaJ.'ulfemsor--1I11 Hils,

He ha.s n:vieweda. theaItemativt. whicl have:
bentheobJecofsrud esbyhiscolle1gues, 5uchastl I
use of many vanet:e.ofcaciumruppleme.tsU1Wn-
juncLionwithothersub5tancc. Al were found wanng.

Dixon n: ofth many cot!on forms 
calciumused inthe:.alsdc!J,of1tcdcffectivelythat
onJy one form ofcalciur was capable of pn:ventill
bonethin!lngandacrualyrestorir.gbonestrngt, a.d
1iat was "wholcbone ext...ct(microrys!aIin hydrox-
yapa!.t.cona:r.trate)(which)iswelJab5ol'danddoc '
nOlhavethed.s.dvantcgesdtheformerprtparaLions.

" ,

For FREE Li!ercnue Pak Corr;aCI Elhre::/ Nu:nerrl5' 23/30 Del Lt1go' Lcgt.m.a Hi,'!S. c.-\ 9:,
(7U i 855. i7 i3 !l..iX:;/j 3CO- 8..13. :956 (Irr C::/:/UTr1:al 8C'C j9=- 9.JDO (.\a. ()r ,;.:n
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DECISION AND ORDER

The Commission having heretofore issued its complaint charging
the respondents named in the caption hereof with violation of Section
5 of the Federal Trade Commission Act, as amended, and the
respondents having been served with a copy of that complaint

together with a notice of contemplated relief; and
The respondents , their attorney, and counsel for the Federal Trade

Commission having thereafter executed an agreement containing a
consent order, an admission by the respondents of all the
jurisdicIional facts set forth in the complaint , a statement that the
signing of said agreement is for settlement purposes only and does
not constitute an admission by respondents that the law has been
violated as alleged in such complaint, or that the facts as alleged in
such complaint , other than jurisdictional facts , are true and waivers
and other provisions as required by the Commission s Rules; and

The Secretary of the Commission having thereafter withdrawn
this matter from adjudication in accordance with Section 3. 25(c) of
its Rules; and

The Commission having considered the matter and having
thereupon accepted the executed consent agreement and placed such
agreement on the public record for a period of sixty (60) days , and
having duly considered the comment fiJed thereafter by an interested
person pursuant to Section 3.25 of its Rules , now in further
conformity with thc procedure described in Section 3.25(f) of its
Rules , the Commission hereby makes the following jurisdictionaJ
findings and enters the following order:

I. Respondent Metagenics, Inc. is a corporation organized

existing and doing busincss under and by viliue of the laws of the
State of California , with its offce and principal place of business
located at 971 Calle Negocio , San Clemente , California.

Respondent Jeffrey Katke is an offcer of said corporation. He
fonnuJates , directs and controls the policies , acts and practices of said
corporation and, and his offce and principal place of business is

Jocated at the above stated address.
2. The Federal Trade Commission has jurisdiction over the

subj ect matter of this proceeding and of the respondents and the
proceeding is in the public inIeresI.

3. This agreement contemplates that, if it is accepted by the
Commission , and if such acceptance is not subsequently withdrawn
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by the Commission pursuant to the provisions of Section 3.25(f) of
the Commission s Rules , the Commission may, without fmther notice
to respondents: (1) issue its amended complaint corresponding in
fonn and substance with the draft of amended complaint attached
hereto and its decision containing the following order to cease and
desist in disposition of the proceeding; and (2) make infonnation
public in respect thereto. When so entered, the order to cease and
desist shall have the same force and effect and may be altered
modified or set aside in the same manner and within the same time
provided by statute for other orders. The order shall become final
upon service. Delivery by the U.S. Postal Service of the amended
complaint and decision containing the agreed-to order to proposed
respondents ' address as stated in this agreement shall constitute
service. Proposed respondents waive any right they may have to any
other manner of service. The amended complaint may be used in
consIruing the terms of the order, and no agreement , understanding,
representation , or interpretation not contained in the order or the
agreement may be used to vary or contradict the tenns of the order.

ORDER

It is ordered That respondents MeIagenics , Inc. , a corporation
doing business as Ethical Nutrients , or under any other name , its

successors and assigns, and its offcers, and Jeffrey Katke

individually and as an officer of said corporation , and respondents
agents, representatives, and employees , directly or through any
corporation , subsidiary, division or other device , in connection with
the manufacturing, labeling, advertising, promotion , offering for sale
sale, or distribution of Bone Builder or any food or dietary
supplement, food, or drug, as " food" and "drug" are defined in
Section 15 of the Federal Trade Commission Act, in or affecting
commerce, as " commerce" is defined in the Federal Trade
Commission Act , shall not represent , in any manner, directly or by
implication, that:

1. Post-menopausal women who have lost bone and who use such
product will experience no additional bone loss or bone thinning or
will achieve a growth of new bone or increased bone thickness
greater than the amount of bone lost;
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2. Users of such product will not experience bone loss or bone
thinning;

3. Such product restores bone strength;
4. Such product reduces or eliminates pain associated with bone

ailments; or

5. Such product is more bioavailable , more absorbable , or more
effectively utilized by the body than other forms of calcium, or is

superior to or more effective than other forms of calcium in the
prevention or treatment of bone ailments

unless , at the time of making such representation, respondents possess
and rely upon competent and reliable scientific evidence that
substantiates the representation. For purposes of this order
competent and reliable scientific evidence" shall mean tests

analyses , research , studies , or other evidence based on the expertise
of professionals in the relevant area, that has been conducted and
evaluated in an objective manner by persons qualified to do so , using
procedures generally accepted in the profession to yield accurate and
reliable results.

II.

It is further ordered That respondents Metagenics, Inc. , a

corporation , doing business as Ethical Nutrients , or under any other
name, its successors and assigns , and its officers , and Jeffrey Katke
individually and as an offcer of said corporation , and respondents
agents, representatives, and employees , directly or through any
corporation , subsidiary, division or other device , in connection with
the manufacturing, labeling, advertising, promotion, offering for sale
sale, or distribution of Bonc Builder or any food or dietary
supplement, food, or drug, as " food" and "drug" are defined in
Section IS of the Federal Trade Commission Act, in or affecting
commerce, as "commerce" is defined in the Federal Trade
Commission Act, shall not misrepresent, in any manner, directly or
by implication , the existence , con lents , validity, results , conclusions
or interpretations of any test or study.

It is ordered That respondents Mctagenics , Inc. , a corporation
doing business as Ethical Nutrients , or under any other name , its

successors and assigns, and iIs offcers, and Jeffrey Katke



498 FEDERAL TRADE COMMISSION DECISIONS

Decision and Order 124F.TC.

individually and as an offcer of said corporation, and respondents
agents , representatives, and employees , directly or through any
corporation, subsidiary, division or other device , in connection with
the manufacturing, labeling, advertising, promotion, offering for sale
sale, or distribution of Bone Builder or any food or dietary
supplement, food, or drug, as " food" and "drug" are defined in
Section 15 of the Federal Trade Commission Act, in or affecting
commerce, as "commerce" is defined in the Federal Trade
Commission Act insofar as said respondents make any
representation , in any manner, directly or by implication , regarding
the relationship between calcium and osteoporosis:

A. Shall limit any such representation to the health claims
authorized by the Food and Drug Administration for calcium and
osteoporosis as set forth in Section 101.72 of Title 21 of the Code of
Federal Regulations , 58 Fed. Reg. 2665 (1993), and any amendments
thereto; or

B. At tbe time of making such representation , shall possess and
rely upon competent and reliable scientific evidence that substantiates
the representation.

IV.

It is jilyther ordered That rcspondents Metagenics , Inc. , a

corporation , doing business as Ethical Nutrients , or undcr any other
name, its successors and assigns , and its offcers , and Jeffrey Katke
individually and as an offcer of said corporation, and respondents
agents , representatives, and employees , directly or through any
corporation , subsidiary, division or other device , in connection with
the manufacturing, labeling, advertising, promotion , offering for sale
sale, or distribution of:

A. Bone Builder or any food or dietar supplement , food, or drug
containing calcium , as " food" and "drug" are defined in Section 15 of
the Federal Trade Commission Act, in or affecting commerce, as

commerce" is defined in the Fcdcral Trade Commission Act, shall
not make any representation, in any manner, directly or by
implication , that any such product wil treat, cure, alleviate the
symptoms of, prevent , or reduce the risk of developing any disease
disorder, or condition; or

B. Any food or dietary supplement, food , or drug, as " food" and
drug" are defined in Section 15 of the Federal Trade Commission
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Act , in or affecting commerce, as "commerce" is defined in the
Federal Trade Commission Act, shall not make any representation, in
any manner, directly or hy implication, that any such product is more
effective than any other product in treating, curing, alleviating the
symptoms of, preventing, or reducing the risk of developing any
disease , 'disorder , or condition

unless , at the time of making such representation , respondents possess
and rely upon competent and reliable scientific evidence that
substantiates the representation.

Nothing in this order shall prohibit respondents from making any
representation that is specifically permitted in labeling for any such
product by regulations promulgated by the Food and Drug
Administration pursuant to the Nutrition Labeling and Education Act
of 1990.

VI.

Nothing in this order shall prohibit respondents from making any
representation for any drug that is permitted in labeling for any such
drug under any tentative final or final standard promulgated by the
Food and Drug Administration , or under any new drug application
approved by the Food and Drug Administration.

VII.

It is further ordered That for five (5) years after the last date of
dissemination of any representation covered by this order
respondents , or their successors and assigns , shall maintain and upon
request make available to the Federal Trade Commission for
inspection and copying:

A. Any advertisement making any representation covered by this
order;

B. All materials that were relied upon in disseminating such
representation; and

C. All tests , reports , studies , surveys , demonstrations , or other
evidence in their possession or control that contradict, qualify, or call
into question such representation, or the basis relied upon for such
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representation, including complaints from consumers , and complaints
or inquiries from governental organizations.

VII

It is further ordered That respondent Metagenics, Inc. , or its
successors and assigns , shan:

A. Within thirty (30) days after the date of issuance ofthis order
provide a copy of this order to each of its operating divisions
subsidiaries , principals , offcers , directors , managers and distributors
and to each of its employees , agents , and representatives engaged in
the preparation, placement, or dissemination of advertisements

promotional materials , product labels , or other such sales materials
covered by this order; and

B. For a period of five (5) years from the date of issuance of this
order , provide a copy of this order to each of its principals , offcers
directors , managers and distributors , and to an employees , agents , and

representatives engaged in the preparation, placement, or
dissemination of advertisements, promotional materials, product

labels , or other such sales materials covered by this order within three
(3) days after the person commences his or her rcsponsibilities.

IX.

It is further ordered That respondent Metagenics, Inc. , its

successors and assigns , shan notify the Commission at least thirty
(30) days prior to any change in the corporation that may affect
compliance obligations arising under this order, including but not
limited to a dissolution , assignment , sale, merger, or other action that
would result in the emergence of a successor corporation; the creation
or dissolution of a subsidiary, parent , or affliate that engages in thc
acts or practices subject to this order; the proposed filing of a
bankruptcy petition; or a change in the corporate name or addrcss.
Provided , however, that , with respect to any proposed change in the
corporation about which the respondent learns less than thirty (30)
days prior to the date such action is to take place , respondent shan
notify the Commission as soon as practicable after obtaining such
knowledge. An notices required by this Part shan be sent by certified
mail to the Associate Director , Division of Enforcement , Bureau of
Consumer Protection, Federal Trade Commission, Washington , D.
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It is further ordered That for a period of five (5) years from the
date of issuance of this order, respondent Jeffey Katke shall provide
written notice to the Federal Trade Commission within thirty (30)
days of:

A. Any change in his business or employment that may affect
compliance obligations arising out of this order;

B. The discontinuance of his business or employment; and
C. His affliation with any new business or employment; each

such notice to include his business address and telephone number
home address , and a statement describing the nature of the business
or employment and his duIies and responsibilities.

XI.

This order will tenninate on October 23 2017 , or twenty years
fTOm the most recent date that the United States or the Federal Trade
Commission files a complaint (with or withouI an accompanying
consent decree) in federal court alleging any violation of the order
whichever comes later; provided, however, that the filing of such a
complaint will not affect the duration of:

A. Any paragraph in this order that tenninates in less than twenty
years;

B. This order s application 10 any respondent that is not named as
a defendant in such complaint; and

C. This order if such complaint is fied after the order has
tenninated pursuant to this paragraph.

Provided , further, that if such complaint is dismissed or a federal
court rules that the respondent did not violate any provision of the
order, and the dismissal or ruling is either not appealed or upheld on
appeal , then the order will terminate according to Ihis paragraph as
though the complaint was never filed , except that the order will not
terminate between the date such complaint is filed and the later of the
deadline for appealing such dismissal or ruling and the date such

dismissal or ruling is upheld on appeal.
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XII

It is further ordered That respondents shall , within sixty (60)
days after service upon them of this order, and at such other times as
the Commission may require , fie with the Commission a report, in

writing, setting forth in detail the maImer and form in which they
have complied with this order.

Commissioner Anthony not participating.
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11- THE MATTER OF

MID-SOUTH PCM GROUP , P. , ET AL.

CONSE'\T ORDER , ETC. , IN REGARD TO ALLEGED VIOLATION OF
SECS. 5 AND 12 OF THE FEDERAL TRADE COMMISSION ACT

Docket C-3773. Comp/mnt, November /997--Decisiol1, November 1997

This consent order prohibits , among other things , the Tennessee-based corporations
and its officer from claiming that PCM ortho-k or any substantially similar
service provides a cure for vision deficiencies; that all people can achieve
n0I111al vision without eyeglasses or contact lenses on a pelmanent basis if they
wear devices used with such services occasionally or at night; that the four
academic studics prove PC\1 ortho-k is safe and effective in correcting
nearsightedness , farsightedness , and astigmatism; and that PCM Oliho-k has

been approved by the FAA and all branches of the military. In addition , the

consent order requires reliable scientific evidence for any future success or
efficacy claims.

Appearances

For the Commission: Christa Vecchi, Matthew Daynard and

Dean Graybil.
For the respondents: John 1. Ryder, Apperson , Grump, Duzane &

Mw.-well Memphis , TN. and Michael Evangelist/, Black, Babango

& Morgan \1emphis , TN.

COMPLAINT

The Federal Trade Commission , having reason to believe that
Mid-South PCM Group, P. , Eye and Vision Clinic, P. , and

International Computerized Orthokeratology Society, Inc"

corporations , and J, Mason Hurt , O.D" individually and as an offcer

of the corporations ("respondents ), have violated the provisions of
the Federal Trade Commission Act, and it appearing to the
Conm1ission that a proceeding by it in respect thereof would be in the
public interest , alleges:

I. Respondent \1id-South PCM Group, p,c. ("Mid-South" ) is a

corporation formed under the laws of the state of Tennessee , with its

principal offce or place of business located at 2865 Summer Oaks

Drive , Bm1lett , T1\.


