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DEPARTMENT OF HEALTH&. HUMAN SERVICES 

San Franciaco Oiatrlct 
50 United Natinn• Plaza. Rootn 52e 
San Frtnciaco, Califomla 94102 
Telephon~: 415-55&-20&2 

PREVIOOSLY SENT BY 
PACSIM1LE TRANSMISSION 

Hay 4• 1990 

Mar tin J. Brooke 
Preaident and Chief Executive Officer 
Phoenix International Market ing Cor~ration 
1395 Greg Street, Suite 111 
Spark.a, Nevada 89431 

B.!GULATOllY LBTrEt 

Du r Kr. Brooks i 

'nil• letter is written in referenca to the aarlteting of the Phoenix 
Nutritious Beverage, the Phoenix Fiber Cookie, the Ptoenix Fizzle, and 
the Pboeoix Vitaaina and Kineral1 Capaulee. all of vbich are component 
products of the Phoenix for Life Program, a.k.a. •eookiee and Cceaa• 
Progrma. 

Procaotional material (labeling) distributed vitb the above mentioned 
articles state or eugge1t the products are uaeful for, 81'l0ng other 
e:xmaple•, weight control, cardiovaacular disease, diureais, lovering 
blood preaeure, heart disease, irritable bowel syndrome, colon cancer, 
diabetes, and diverticulitis. 

Becauee s uch labeling includes states1ents which represent and suggest 
that these articles aro intended to be used in the cure, mitigation, 
treatment, or prevention of dlaease, or are intended to affect the 
structure or function of thu body of man, the~• products are drug• 
within the meaning of Section 20l(g) of the Federal Food, Drug and 
co ... tic Act (the Act). Further, ve are unavare of any substantial 
sclen~if ic evidence which de.onatratee that these drugs are generally 
recogniEed a• safe and effective for any of the oforeaentioned 
conditione. Accordingly, marketing of theee drugs is a serions 
violation of the Act as follova: 

SECTION 

502(•) 

Brief Description 

The afore.=entioned •rticles of drug are misbranded 
in that their labeling is false and =isleading by 
representations and suggestions that there is 
substan~ial scientific evidence to establish that 
the •rticles are 1afe and effective for the 
prevention or treatment of the condition• 
identified above. · 
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502( f)( \) 

505(•) 

.-

The article• of drug are •i•~randed in that their 
labeling fall• to bear ad•quate directloeu1 for uNe 
for the con.itltlon• for which they a!a being 
offered and ~bey are not exeapt f roaa thl• 
requir .. ent under regulation 21 ~ 201.115 •lace 
the article• are nev drua• vi.thin the .. anlng of 
Section 20l(p) and n<> approval ~f an application 
filed pursuant to Sectiod S05(o) i• effective for 
these d~•· 

The article• of drug are f urtber ai9branded in 
that their labeling doea not contain adequate 
dlrectiou for uae aa thi• ten la defta.ed in 21 
CPR 201.5 . aiace the conditiou for which they are 
offered are not aaenable to aelf diagnoaia and 
trear:a.nt by the laity; therefore. adequate 
direct10'09 for u.e caDDOt be written under vhicb 
the layaan can uee tbeae druga eaf ely and for the 
porpoaea for vbich they are intended. 

The article• are drua• within the aeaniag of 
Section 201(&) of the Act which uy not M 
introdoced or delivered for introdoction into 
interatate co..erce uoder Section 20l(p) of the 
Act and no approval of an application filed 
purauant to Section 505(b) 1• effective for aocb 
drua•· 

Ve al•o consider tbe Phoenix fiber Coolti• to be in further violation 
of the food aiabrandiog prO'f'iaiou of the Act u follow: 

403(•) The article ie aiabruded in that the labeling 
(leaflet entitled •tntrodacing ••• Tbe Phoenix 
Cookie•) repreaeota •od MUl&••t• that thia product 
baa apecial dietary propertiea to replace 
9edicatiou for a diabetic and ·decrease• the 
a.ount of calorie•, fat•. •uaar• • etc., 
that are noraally absorbe~r becau.e it •epeeda the 
eliaia.atiou of digeated fooda• by reaaon of ite 
fiber content. which repreaentatione and 
•ua&••tiooa are f al•• and aiaieadiog because they 
are contrary to fact • 
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403( j) 

403(f) 

403(1)(2) 

1453(a)(3)(C)(i) 
(Pair Packaging) 
8°'6 Labeling A.ct) 

:- • -

The label etateaent •ror veight control• and 
etat .. ente in the product l abelina (leaflet 
entitled •introducing ••• Tbe Pl,oe:iix Cookte•) 
iaclu.ding •t.oae Up to 14 Powida in 14 Days,• 
•healthy weight lose,• and •The Diet Cookie• 
represent and auggee t that tbia product la 
U8eful in reducing or aaintaining caloric intake 
or body weibbt; however , the label fail• to bear 
co.plete nutrition inf oraatiou in accordance vitb 
2l en 101.9 and doe• not bear any of the l abel 
Stateaenta r1?qulred by 21 CR 105.66, and ia DOt a 
•tow calorie· fcod a• defined in 21 era 105.66. 
Further, the labal atat4111M'Dt -.ew Fiber• and the 
nuaeroua ref erencea to fiber in the 
protaotional material require ca11plete nutrition 
lnfor.ation as per 21 era 101.9. 

The list of ingredient• on the label fail• to 
appear in letter• all of vbtcb are at 1 ... t 
oa.e-af,steentb in.ch lo height ae required by 21 en 
101.2(c). 

The label fail• to bear the c~n or uaual DaM 
of each lagredient since ·100% organic cane juice• 
ia not the cOllllOn or uaual uaae of a food, and all 
inaredieuta in thlt f abrie&ted f ooda ••egetable 
margarine• and •baking powder• are not liated on 
the label . Further, •cttrua fiber, apple fiber, 
prune fiber, aa.d fig fiber• are not tha coimon or 
uaual nmaea for •pulp• or • apent pulp•, and 
1.naredienu are not llated on the label in 
deacen.diq order of "redoaio.aace by wight a• 
required by 21 CF1l 101.4. 

The quantity of content• declaration 011 the label 
doe• not appear in letter aa.d nuaerala of at lecat 
one-eighth inch ia height as req~ired by 21 CFll 
101.105(1)(2) • 
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Thia letter ie not meant to represent a coa1preheneive listing of all 
violations vhich may be aeeoctated vith Phoenix vetght-control 
producta, nor ia it meant to represent that other violationa may not 
e•i•t vith regard to other products diatributed by your fit"ll. It i• 
your reapouaibility to ensure that all rr1quirem.e11ta of the Act• aud 
regulation• proaaulgated thereunder, are bi:!~! •et, 

• 
• 

Ve r eque1t that you 1 .. ediatel.y ceaae diatribution of all ~! theae 
products and related procaotioul aateriale, and that you provide an 
1.aiaediate reeponae to tbi• requeat. Ve also requeat that you provide a 
written r esponee to tbia letter vithin 5 days atating the corrective 
~tion you have taken or vill take to correct the above violationa. If 
significant atocka "~ tbeae produ.cta and proaaotional aateriala reaain 
in trade chan.nela at tbia tiae, ,,. requeat that they be 1.llaediately 
recalled to the vholeaale leYel and direct conaigaee lnel (including 
-Phoenix Centera• and •couuaelor•/rat.ail level). If diatribution i• 
not ceaaed imaediately and correcti•• action i• not proaaptly 
undertaken, the rood .and Drug Adainiatration i• prepared to initiate 
legal action to enforce the law • 

The Act provide• for aeinra of illegal products and/or injunction 
agaill9t the manufacturer or dietributor of illegal products (21 u.s.c. 
332 and 334). 

Ve reque1t that your written reply alao includes 

1. A report of the quantity of product• manufactured or received 
vitbin the peat 12 110Dtha. . 

2. A liatina of abipaent• of th••• product• aade by you in the past 
12 .oaths, including ahipaent •ize and frequency of shipment. 

3. A report of the aaount of producta inventory uader_.your control 
and an eatiaate of the aaount• that remain in channels of 
distribution outside of your control. 

4. The date of di1continuaoce ic the event that you have already 
disco11tinued .. rlteting these products. 

s. A atateaent of your pla11 regarding the disposition of your 
inventories {product and proaotional material) and the recall of 
1tocu of producu and procaotioaal Claterials from trade channels. 

Sincerely, 

[)~;~·A--
Alan L. Hoeting 
Acting Associate Cotaaiaeioner 
tor Resulatory Affairs 


