082 3122
In the Matter of Mark Dre her, Ph.D.
ANALYSIS OF PROPOSED CONSENT ORDER TO AID PUBLIC COMM ENT

The Federl Trade Commissin (“FTC” or “Commssion”) has ecepted, subject to final
approvd an ageement containing conset order fom Mark Drehe, Ph.D. (“espondent.
The propose consent ordehas ben plaed on the publicectod for thirty (30) das for receipt
of comments bynterested psons. Comments raged duringthis period will become phof
the public reord. After thirty (30) dgs, the Commision will agan reviewthe ageement and
the comments meived, and will decidevhetherit should wihdrawfrom the greement or make
final the greement’s proposed der.

This matter involves the adiising and promotion of POM Wnderfil 100%
Ponmegranae Juie (“POM Jui”) and POMx Pills and POMx Liquid (*“POMx”). According to
the FTC comgaint, respondent represented, in advertisements and promaiona materials,
including & an expert endser, that knical studies, reseeh, and/or trials prove thadrinking
eight ounces of POM Juice, or taking one POMx Pill or one teaspoon of POMx Liquid, daily,
treats, prevents, or redues the risk of hert diseae (includingoy deceasingarteial plaque or
improving blood flow to the haet) and prostate ance (includingby prolongng prostate-
specificantigen doublingime (“PSADT”)). The omplaint alle@s that thesdams are &lse or
misleading The HC complaint furthechages that repondent re@sentd, including @ an
expert endorsethat POM dice aaxd POMxtred, prevent, or redue the sk of heat disease rad
prostate ance, and tharespondent possesisand réed on a rasonabléasis, includingma
actua exercise of his ©gresated expertise in evaltiag medi@l reseach at leat as extensive as
an expet in thefield would normdly conduct in order to support theconclusions resented in
the endosements, that substantiated tapresentations, at the time thepresatations were

engaging in dmilar acts a practices inthefuture. Pat | of theconsent arder prohibits

respondet from regreseating that ay POM Product (defirdtas “any food, drug or dietay
supplement labetk advetised, promoted, offed for sale, sold, or distributed BBOM
Wonderful LLC, Roll Internagional Corporation, and their stessos and assigs, containing
POM Wondertil pomegande or its components’iy effective in the diagosis, cure, mitigtion,
treament, or prevetion of anydisease inlading, that sule a produtwill treat, prevat, or
redue the sk of hear diseaseifcluding bydeceasingarteial plaque loweringblood pressure
or improvingblood flow to the had) or postate cacer(includingby prolongng PSADT),
unless, at the time the alawas made, theepesenttion is non-miteadingand: (athe produt
is subject to a final ovehe-counter(*OTC”) drug monogr



conditions d such use (c) the product is thesibject of anew drug gpplication for sich use
approved by FDA, and conforms tothe conditions d such use or (d) the representation is
specifially permitted in labelindor sud product byregulations promulgied bythe FDA
pursuant to the Nutritiondbelingand Eduation Act of 1990‘NL EA”).

Under this provision, therefore, respondent cannot ma



resard.

Part Il of the ©nsent ordeprohibits respondentdm making epresentations, other than
representtions coverd under Pdrl, about the hdth benefits, pdormane, or dficacy of any
Cowvered Podud (as defined aéove), uness herepresentation is non-misleading, and, & the time
of making swch representaion, respondent possesses and relies ypon competent and reliable
sdentific evidence tha is suficient in qudity and quantity based on gandards generaly
acepted in theelevant scientific fidds, when consided in light ofthe entirébodyof rdevant
and reliable saentific evidence, to subgantiate tha the representdion istrue In addition, it
provides thet, for any representaion male by respondent as an expert endorse, respondent mus
possess ad rey upon competent and reliable sdentific evidence, and an actud exercise of his
representd expertise in evaluatingedical eseach d least as extensive as afpert in that
field would normallyconduct in ordeto support the cohgsions presented in thepresentation.
For purposes d Part 111, competent and reliable sdentific evidence meanstests andyses,
resard, or studies that hau®een onducted ad evaluéed in an objeiive mannetby qualified
persons, tha are generaly accepted in the professon to yield accurate and reliable resuts.

Pat IV of the consent arder provides thet nathingin Parts Il and Il of theorder shdl
prohibit respondent @m making ay repesenttion for anyproduct that is spéecally permitted
in labelingfor sud product byreg



