
DIVISION OF ~ALTH : Any person who sells, delivers , or offers 
DRUGS AND DRUGGISTS : for sale any new drug that has not been 

tested and approved as safe for use by 
either the Federal Food and Drug 
Admini stration or the Division of Health of 

Missouri shall be 
February 9 , 1950 guilty of a mis­

demeanor. 

Division of Health 
Bureau of Public Health ~ginoering 
Jefferson City, Uissouri 

Dear Mr . HcCutchen: 

I. 

FILED 

st , 

In answer to t he request by your Bureau for an off icial 
opinion from this office upon the followinB facts as stated in 
your letter: 

" ro find thAt since your first opinion concerning 
the lectures of :.elord Kordel, that ~1r . Kordel 
has l oft the state . 

"~o have under embargo at the Now Dawn Health . 
Food Storo Uarchouse in St. Louis, Missouri , 
drugs labeled as •Sodeum,• •Vero B. Flex ,• 
IJKinerals Daily,' ' 1- Combs ' o.nd •Korleen. ' 
Because of the claims nado by (r . Kordel 
for those drugs, we believe they are n is­
branded under Section 9870, paragraph {f) 
{1) soo regulation (a) . Since the liow 
Da\in Health Food Store has sponsored those 
lectures we believe they have violated 
Section 9858 , paragraph (c), also Section 
9874• Soe also Section 9857 , par agraph 
(k). 

"We are att aching herewit h a copy of the 
recorded lectures of r~. Kordel in uhich he 
stated that these drug s may be obtained from 
the Uew Dawn Hoalth Food Store . 

"We request an official opinion if such oral 
claims for t hese drug s aro misbranding or if 
the New Dawn Health Food Store is violating 
any other Section of the Food and Drug Laws , 
since the y have sponsored t hese lectures 
by ffr . Kordel. 
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"Further, if the llew Dawn Health Food Store 
has violated the Food and Drug Laws; is such 
a violation a mQademeanor?" 

~e havo considered the copies of tho rocordod locturos of I~. 
Lelord Kordel and tho s tatutory provisions rol&tinJ thereto. 

II. 

• . 

Section 9857, Roenactcd Laws 1~43, page 559, provides at sub-
section (h ) as £ollowo : 

"(h) Tho term ~ label ' nonns a display or 
written, printed or graphic mattor upon 
tho L~1odiate container oP any art1cl~J 
and a roqu1romont made by or undor · 
authority of this Act , that any NOrd, 
atato~cnt, or other into~ation appearing 
on the label s:l8.l l not bo conaidorod to 
be complied with unless such word, st~tornent , 
or other information also appears on ·the out• 
side container or wrapper, i f ny thoro bGa 
or the retail package of such article, or 
is easily legible throuGh the outsido container 
or wrapper. " 

At subsection (j) it is stated : 

"Tho term' •labeling ' moans all l abel s and othor 
written, printod, or graphic ratter (1) upon 
any articlo or any of 1bs containors or 
wrappers , or (2) aocompanyinu .such article. " 

The Fodoral Food, urug and Co~tio Act . as enacted 1n 1938, 
21 u. s.c.A., ~oction 321, has si~ular provisi ons. Tho courts have 
construed such provisions fn several cases , bu t we cruu1ot f ind 
any cases holdin~ that ' labeltng would include verbal ftatemonts 
or roprosontntiono. 

Tho l octuroa of r.!r. Kordol VIOro , without question, ~vortising, 
but wo beliovo t hat tho term labeling as derinod in our said sec­
tion 9857 , zupra , mo~s labels or other written, printod or graphic 
material and not verbal s tntononta . But i f tho labeling was mis­
l eading then under subsection (k) or said Section 9857, supra, t hon 
representat i ons made or sugceetod by statomont , word, dea1SD1 
device , sound, or 1n any combtnation thereof may bo taken into 
account to dote1~1no the extent to which tho l abeling fai l s to 
label the material facts . :/o do not knoll wbethor or not the 
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Division of Health . 

labeling on tho drugs mentioned 1n your lottor are misleading or 
not . 

Soction 9858, Reenacted Laws of 1943, page 5591 prohibita the 
dissemination of any false advortise~ent and also prohibita· the 
cale of any article in violation of section 9871. 

rrr.. Kordel held himself out as the representative 1n so.id 
lectures o!' tho Now Dawn Food store and stated that they were 
sponsoring him. If 1t can be proved he was their agent then they 
would bo liable !'or any false advertisement or advertising that 
he did 1n said lectures. 

Secti on 9874, Reenacted taws 1943, page 5591 defines !'alae 
advertisement as followaa 

"An advortisement of a food, drug, device , 
or comnetic shall be deemed to be false 
if it is false or m1sloadtng in any 
material rospoct. " 

In tho case of u. s. v . Lelord Kordol, 164 Fod. Rop.(2d) 913, 
1n which he was convicted or violations of the Federal Food, Drug 
and cosoetic Act, the court said thqt thoro can be no serious 
question about the miaropr osentatians contained in tho literature 
that ho put out tilth lis drugs. Tho nar.toa of tho ·drugs aro given 
1n the footnoto of said caao and included among others , "Foro- B­
Plox, " "Bolas, " "Ribot abs, " "Or:uotabs. " The prunphlet that the 
court considered 1p t his ~aso was used pr~ar1ly for prQQoting 
tho sale of the various products bJ explaining tho neod £or oach. 
His lectures do the same t h ing. 

We also boliovo that thoy; would be liablo under Section 9871, 
Roenacted· Lavs 1943, page 559, if they woro selling and of£er1ng 
for sale new druzs that had not been ~ilod with the Division or 
Health of the State of Missouri or with the Federal Food and 
Drug Admipistrat1on as required by said aoct l on. section 9871. 
supra, providoa as tollows t 

"(a) No person shall sell, deliver, offer for 
sale , hold for sale or give away any new drug 
unless (1) an application with respect thereto 
has become effective under Section 505 of the 
Federal ~ct , or (2 ) m1en not aubjoot to the 
Fcdoral .d.Ct unless such drug 1-tas boon tostod 
and has not boon found to be unoafo for uoe 
under tho conditions proscribed, recommended• 
or suggested in the labeling thorcof, and 
prior to soll1ng or offering for sale such 
drug, thoro has boon filed with the Board 
an application setting forth (a ) full roporta 
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of investiaations which have been made to 
show whether or not such drug is safe for 
use; (b) a full list or tho urticlos used 
as conponents of such drugJ (c) a full 
statonent of the composition of such drusJ 
(d) a full description of the methods used 
tn, · nnd tho facilities and controls used 
for , the manufacture , procossinc and packing 
of such drugJ (o) such samples or such drug 
and of the articles used as componenta thoro­
of us tho Board rnay roquiroJ and (f) specimens 
of tho labeling proposed to be used for such 
drug. 

"(b) An application provido~for in subsection 
(a) (2) shall became effective on tho 60th day 
a!tor the tiline thereof, except that if tho 
Doard finds after due notice to the applicant 
and civing him nn opportunity for a bearing, 
thAt tho drug is not safe for use under the 
conditions prescribed, roc~~ended, or suggested 
in tho proposed labeling thoroor, tho Board 
shall, prior to tho effective dato of the 
application, issue an order retus~ to 
percit tho application to became effecti~o. 

"(c) This section shall not apply•• 

"(1) to a drug intondod solely for .investi­
cational use by oxperts qualified by sciontitic 
train~ and experience to investigate the 
sai'oty 1n drUgs provided the drU(5 is plainly 
labeled •For 1nvestiaational uso only t ; or 

"(2) to a ~ sold in this Otato at any tir.1e 
prior to the onactm~nt o~ t his Act or introduced 
into intoretnte comaorce nt any time prior to 
tho onactmont of the Federal ActJ or 

11 ( 3) to any drug \7Mch ia licensed undor the 
virus. so1~, nnd toxin Act of Julr 1, 1902 
(u.s.c. 1934 cd. title 42· Chap. 4> · 
"(d) An order refusigg to permit an applica~ion 
under this seet : on to become erroctivo may be 
revoked by the State Board of Health. " 

• , . . 

l~. Kordel stressed 1n his lectures that the drugs that they 
had tor sale at tho New Dawn Food Store were new drugs made tn 
Missouri and for sale 1n Uiasouri. Your department has informed 
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me that said drugs have not boen filed with your department aa 
required by thia section and that said drugs do not come within 
tho oxcoptions aet forth 1n said Section 96711 supra. 

• .. 

Se~tion 986?1 Reenacted Lawa 1943, page 5591 reads as followaa 

"It shall be tho duty of the Prosecuting Attorney 
1n .any county or city in the stato , when called 
upon by the Stato Board of Health, or any of ita 
assistants, to !'onder any legal as::;istanco in its 
powe~ to execute the laws and to prosecute cases 
r~tfts under tho provisions of this arti~le • . 
Before any violation or this Act is reported to 
any such attorney ~or the institution of a 
criminal procoodipg, . tho person a~ainst uhom such 
proceodtna is contemplated shall bo s iven appropriate 
notice and an opportunity to present his viowa · 
be!oro t ho Stato Doa~d of lloalth of i ts desig»ated 
agont, either orally or 1n writu1~, 1n pcrson, y 
or by attornoy, ~ith reGard to such contemplated 
~rocoeding • . Tho court nt any ti~o artor · seizure up 
to a roasonablo time before trial, ' Shall, by·order 
allow any party to a oonder~atian proceeding, 
h is attorney or agent, to obtain a roprosontativo 
aamplo of tho article seizod, nnd as rogards fresh 
fruit or vegetables, a truo copy or tho analysis 
on ~mieh tho procepd1n& i s based and the identifying 
narks or nUillbors , lt any, or tho packages from which 
tho sa=iplos analyses Troro obtained. " · 

Tho s tatuto requires you to give the defendants notice in 
writ~ of any contemplated criminal action and to give them an 
opportunity to proaent their views before tho Division of Health 
or its designated agent . 

COI"CTAJSION 

Any person who shall sell, ' delivor, ' offer tor sale , hold tor 
sale or givo away1

1 uny ~ow drug that has not bean approved by the 
Food and Drug Administration of tho United States Government 1n 
accordance with Section 505 of the Federal Food, Drug and Cos etic 
Act or if said drug is not subject to the Federal Act, and has 
not been t ested and approvod' as oafe for uso by the Division of 
Health of tho State of !'iasouri, shall be GUilty or a rtisdemeanor 
ana subject to crin inal prosecution, unless the said new drug eom~s 
within tho soooirications statod ~· Section 9871, Reenacted Law•, 
1943, page 5~9· · 

APPllOVED: 
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Ro spoctfUlly su~nitted, 

STEPIICU J • ' l !rLLETT 
Assistant Attorney General 


