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REPORTS
TO THE READER

Drug, Device, Cosmetic? Part II.—
S te p h e n  W e i ts m a n  presen ts the conclu
sion of his tw o-p art article, beginning 
on page 320. M r. W eitzm an  continues 
his analysis of the legal definition of 
“drug," “device" and “cosm etic” by 
sum m arizing facts involved in several 
recent cases. T hese cases provide suf
ficient subject m a tte r against which 
case laws are exam ined. M r. W eitz 
man has joined the law department of 
Borden, Inc., as a tto rney  for advertis
ing and labeling. T he first part of this 
article was published in the M ay, 1969, 
issue of the F ood Drug Cosmetic L aw 
J ournal on page 226. T he au thor has 
indicated th a t the follow ing changes 
in P a rt I be noted: P age 235, pa ra 
graph  2, second and th ird  lines, th is 
report indicated [that] “within the third 
subsection . . . there were two distinct 
classes of products; and page 249, para
graph 2, first line. In 1953, a  bill, H. R. 
2244, 83 Cong. 1st Session. . . .”

The Rule-M aking Authority of 
Boards of Pharmacy.—This article was 
delivered by H e n r y  K a n e , the A ssistan t 
A ttorney General of Oregon, a t a meet
ing of the N ational A ssociation of 
B oards of P harm acy , M ay 19, 1969. 
M r. K ane says th a t in order to im 
prove the ru le-m aking process, it is 
necessary  th a t a tto rneys, agency m em 
bers and staff w ork in close coopera

tion  in the p lanning and conduct of a 
rule-making hearing. The article begins 
on page 342.

Environmental Health Protection.—
C ha rles  C. Jo h n so n , J r . is Adm inistrator 
for the C onsum er P ro tec tion  and E n 
vironm ental H ealth  Service of the D e
partm en t of H ealth , E ducation, and 
W elfare. H e w arns th a t we are well 
on the w ay to crea ting  a w orld which 
can have the m ost serious adverse ef
fects on human health, and urges that 
all S tates re-evaluate and develop the ir 
environm ental program s in an effort 
to  establish a safe and healthy  w orld 
for individuals and families. T he article 
begins on page 348. In  response to the 
in te rest th a t has been expressed in 
M r. Johnson , as a key m an in an area 
of increasing public concern, a brief 
outline of his background is included 
in this issue of the J ournal, at page 361.

GM Ps—A  Statistician’s Point of 
View.— In  C ha rles  D e lV i t t  R o b e r ts ’ a r 
ticle, beginning on page 362, the author 
gives his views on “T he inflexibility 
of some of the G M P regulations to 
take into account the h igh ly developed 
m athem atical theory  of p robability  and 
s ta tis tics .” M r. R oberts  is an A ssistan t 
P rofesso r of S tatistics at the G raduate 
School of B usiness A dm inistra tion  of 
N ew  Y ork  U niversity .
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Drug, Device, Cosmetic?—Part II
By STEPHEN WEITZMAN

“ Drug, Device, Cosmetic?— Part I” was Published in the 
May, 1969 Issue of the JOURNAL Beginning on Page 226. 
Mr. Weitzman Is a Member of the Law Department of 
Borden, Inc., as Attorney for Advertising and Labeling.

T h e  p u r p o s e  o f  t h e  d e f i n i t i o n  o f  t h e  t e r m
“DRUG” was two-fold: It was intended to regulate both legiti

mate and fraudulent products. The definition of “drug” in the Pure 
Food and Drug Act of 190692 included any substance or mixture 
of substances intended to be used for the cure, mitigation or preven
tion of disease, and the Federal Food, Drug and Cosmetic Act of 
193893 included drugs or devices intended to be used in the diagnosis, 
cure, mitigation, treatm ent or prevention of disease or articles in
tended to affect the structure or function of the body. Through this 
definition a representation that an article will prevent, be used in 
the treatm ent of, or have an effect on a disease brings that article 
w ithin the statutory jurisdiction.94 Regulation of fraudulently-pro-

s2 See 24 F ood D rug C o sm e t ic  L aw- 
J o u r n a l  231 (M ay, 1969).

"3 See footnote 92, pages 226, 227.
91 “ It cannot be said, for example, 

th a t one who would put inert m atter 
of a worthless composition in the chan
nels of trade, labeled or described in 
an accom panying circular as a cure 
for the disease when he know s it is 
not, is beyond the reach of the law 
m aking power. Congress recognized 
th a t there was a wide field in which 
assertions as to curative effect are in 
no sense honest expressions of opinion 
but constitu te absolute falsehoods and,

in the nature of the case, can be 
deem ed to  have been m ade only w ith 
fraudulent purpose.” Seven Cases * * * 
Eckman's A lterative v. United States, 
239 U. S. 310 (1916).” T he contention 
is m ade tha t the w ater condem ned in 
this case is not a d rug  w ith in the 
m eaning as used in the 1906 Act. To 
confine the meaning of the word “drugs,” 
as used in the th ird  subdivision of sec
tion 8, to any definition of d rug  found 
in dictionaries or pharmacopoeias would 
in our judgment be entirely too narrow. 
As Justice H ughes says, in Seven Cases 

(Continued on next page.)
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moted products was a major goal.95
Intended use also includes use of legitimate drug products which 

are, of course, covered. Use and intended use, however, are not the 
sole criteria, since an article may be a drug because it is listed in 
an official compendium.

The Three Fact Situations90
Before continuing with an analysis of the statutory definition, 

a brief summary of the facts involved in the recent cases will be 
set forth to add concrete subject m atter against which the rules in 
the case law may be examined.

The case, United States v. Article of Drug * * * Bacto-Unidisk 
* * *,97 involved a product known as Unidisk, an antibiotic sensitivity 
disk, which is described as a circular cardboard disk having a diam
eter of just over three and one half inches, with eight circular paper 
units extending inwardly from the ring. Seven of these units are 
impregnated with different antibiotic drugs and the eighth one with 
sulfadiazine. The disk is referred to as a sensitivity unit. No part 
of the disk is administered to man or other animals, either internally 
or externally. I t is used in hospital laboratories and in clinical prac
tice in screening tests. In this test, the sensitivity or reaction of
(Footnote 94 continued.) 
v. United States, 239 U. S. a t 517, “That 
false and fraudulen t represen ta tions 
m ay be m ade with respect to the cu ra
tive effect of any substance is obvious,” 
an c  w hen so m ade of w ater it seems 
to us it would be trifling to  say that 
w ater ordinarily  is not a  d rug  in the 
true m eaning of the w ord, and there
fore does not fall w ith in the condem 
nation  of the th ird  subdivision of sec
tion 8 of the Act. If the allegations 
of the libel are true, the  claim ant has 
the substance, w ater, in in te rsta te  
com m erce w ith the recom m endation 
th a t it possesses certain  elem ents or 
ingred ients w hich are curative or at 
least alleviative for the diseases nam ed 
in the label. H e will not be heard 
now to say the substance recommended 
is w ater and not a drug. Such a con
struction  would nullify the ac t of C on
gress.” Bradley v. United States, 264 
Fed. 79 (5CCA, 1920) ; in United States 
v. V A P E X , 59 F. 2d 446 (D C  M d„ 
1932), the labels stated that the article 
was classified d rug  because of false
DRUG, DEVICE, COSM ETIC?----PART II

claim s as to its d ie tary  pow er; see 
also United States v. Hohensee, 243 F. 
2d 367, 370 (CA-3, 1957), cert, denied, 
353 U. S. 976; Nature Food Centres, Inc. 
v. United States, 310 F. 2d 67 (CA-1, 
1962), cert, denied, 371 U. S. 968. United 
States v. Millpax, Inc., 313 F. 2d 152, 
154 (C A T , 1963), cert, denied, 373 U. S. 
903; United States v. 250 la rs  * * * 
Cal’s Tupelo Blossom U. S. Fancy Pure 
Honey, CCH F ood D rug Cosmetic L aw 
R eports U 40,185 (CA-6, 1965) aff’g. 
DC Mich, (honey claimed to  be a 
“panacea for various diseases and ail
m en ts” ). U. S. v . 14 105 lb. Bags * * * 
Mineral Compound 118 F. Supp. 837 
(DC S. D. Idaho, 1953) ; U. S. v . No. 26 
Formula GM * * * , V. Kleinfcld & C. 
Dunn, “CCH F ederal F ood, D rug, and 
Cosmetic A ct” 1951-52, at 144 (1952).

85 D unn, 1053-54.
8a See footnote 2, 24 F ood D rug Cos

metic L aw J ournal 226 (M ay, 1969), 
where the citations for the four principal 
cases are listed.

07 See footno te 96.
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isolated cultures of the infectious bacteria or virus prepared from a 
specimen drawn from a patient is determined by the growth or 
absence of growth of the culture on each of the antibacterial units. 
In places where the antibiotic is effective, the culture will die or 
stagnate leaving a clear area. The patient’s specimen may be sputum, 
urine, throat swab or other m atter withdrawn from his body. The 
sole function of the disk is to furnish medical doctors with informa
tion which enables them to treat diseases. This procedure is much 
safer than drug experimentation on the patient himself, since each 
drug may not be effective against the disease and the testing of 
several drugs on the patient may be dangerous.

The Food and Drug Administration (FD A ) seized the product 
and argued that the product was a drug. After the decisions of the 
D istrict Court and the Court of Appeals decided in favor of the 
claimant, the Supreme Court reviewed the case, finding the product 
was a drug.

The second case is AM P  v. The Secretary of Health, Education, 
and Welfare.98 The two products in question were intended for use 
in tying off, or ligating, blood vessels which have been severed 
during surgery. The essential element in both of appellant’s products 
consists of a nylon thread which is applied by a disposable plastic 
mechanical instrument. In one product, the instrum ent is in the 
form of a hemostat, a clamp-like implement. In the other product, 
the instrum ent is in the form of a long, slender tube. The ligature 
is applied to a severed blood vessel by inserting the hem ostat or 
tube into the body and manipulating the instrum ent so that the 
ligature loop is placed around the severed vessel. Then the ligature 
loop is tightened and locked in place by a nylon button. The button 
functions as a knot does in conventional ligating methods. The excess 
part of the nylon thread is cut off, and the button and the rest of 
the nylon thread remain in the patient’s body.

AM P sought the advice of the Food and Drug Administration 
and was told that the product was a “drug,” and a “new drug,” and 
instructed AM P to comply with the applicable provisions and agency 
regulations. AM P decided not to accept the FD A ’s advice and sub
sequently took the position that the product was a device."

Another set of cases involves the question of classifying tem 
porary wrinkle smoothers as drugs as well as cosmetics. The cases * 08

08 See footno te 96. sified as a device in O rth o p ed ic  E q u ip -
08 T he plaintiff also argued th a t its m e n t Co., In c . v . B u s tle r , 276 F. 2d 455 

product could not be logically dis- (CA-4, 1960), as well as by the FD A . 
tinguished from  prosthetic  nails, clas-
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involved Coty’s “Line-A-Way” and Bishop Industries “Sudden Change.” 
The products consist of a protein lotion manufactured from bovine 
albumin which is applied to the skin and allowed to dry. The aqueous 
portion of the product evaporates after application and contractile 
film is formed. As the film forms, facial lines are smoothed away by 
the tightening film on the skin. In Sudden Change, the D istrict Court 
found that the seized product was not a drug. The case was reversed 
by the Court of Appeals. In Line-A-W ay the D istrict Court found 
that the product was a drug. The case was appealed and argued 
but no decision has yet been rendered.

U. S. Pharmacopoeia and National Formulary
A Drug is an article. . . recognised in the official United States 

Pharmacopoeia, official Homeopathic Pharmacopoeia of the United States 
or official National Formulary, or any supplement to any of them . . . 100

The United States Pharmacopoeia (U SP), one of the publications 
named in the first subsection of the drug definition, is prepared by 
representatives of leading medical and pharmaceutical schools as
sisted by certain non-teaching medical groups such as the National 
Institutes of H ealth.101 This publication, issued once every five years, 
sets forth purity standards in addition to listing such drugs as are 
considered to be of proved usefulness. Since its inception in 1820, the 
Pharmacopoeia has been revised seventeen times.

The Pure Food and D rug Act of 1906, as well as the 1938 Act, 
rely on the United States Pharmacopoeia in the definitions of “drug.”102 
The compendia serve a second function in that the standards for 
purity of drugs set by the Pharmacopoeia are used as criteria for

100 24 F ood D rug Cosmetic L aw 
J ournal 226, 227 (May, 1969). U .S .  v. 
H a in , V. Kleinfeld & C. Dunn, “F ederal 
F ood, D rug, and Cosmetic A ct 1938-49,” 
(Commerce Clearing House, Inc., 1949) 
at 26S (D C  S. D. Calif., 1943).

101 T h e Pharm acopoeial Convention 
w as organized by Dr. L ym an Spalding, 
who, in 1817, proposed the form ation 
of a  N ational Pharm acopoeia to  the 
M edical Society of the C ounty of New 
Y ork. H is plan called for all m edical 
organ izations in the U nited  S tates to 
divide into four districts (N orth, Middle, 
South and W e s t) ;  all o rgan izations in 
the d istric t w ere to call conventions to
DRUG, D E V IC E , C O SM E TIC  ?— PA R T I I

form their own Pharmacopoeia and send 
delegates to a G eneral C onvention to 
be held in W ash ing ton , D. C. F rom  
the material gathered, a National P h ar
m acopoeia w as to be published. T he 
plan was accepted by m any m edical 
societies and m edical schools. A t the 
first convention, only the North and M id
dle districts presented pharmacopoeias 
which were taken, revised, and published 
as the first N a tio n a l P ha rm a co p oeia . 
P rin ted  in 1820, th is w as the first 
United States Pharmacopoeia (U . S. P .) 
(1 9 4 2 ) .

102 See 24 F ood D rug  C o sm e t ic  L a w  
J o u r n a l , 226— 227 and 231 (M ay, 1969).
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adulteration.103 Since 1906 the scope of the Pharmacopoeia has changed.104 
One change was marked by the establishment within the pharma- 
copoeial convention of a committee on surgical aids and the pub
lication by recommendation of that committee of a monograph on

103 Sec. 501 (21 U. S. C. 351) a drug 
or device shall be deem ed to  be adul
terated  * * *

(b) “ If it pu rpo rts  to  be o r is rep re
sented as a drug, the nam e of which 
is recognized in an official compendium, 
and its s treng th  differs from , or its 
quality  o r purity  falls below, the s tan 
dard  set fo rth  in such com pendium .”

104 Its  original object w as “to select 
from  am ong substances w hich possess 
m edicinal power, those, the u tility  of 
which is m ost fully established and 
best understood; and to form  from  the 
preparations and compositions, in which 
their pow ers m ay be exerted  to the 
g rea test advantage. I t  should likewise 
distinguish those articles by convenient 
and definite nam es, such as m ay pre
vent trouble or uncertainty in the inter
course of physicians and apothecaries.” 
[See facsim ile of the “P reface” of the 
first Pharmacopoeia of the United States 
published in 1820, establishing the scope 
policy of the U. S. Pharmacopoeia, X I 
U. S. P. 1942],

T he scope of the P harm acopoeia of 
1900 w as as follow s: “T he Com m ittee 
of Revision is au thorized to  adm it into 
the Pharm acopoeia any  producer of 
nature of know n orig in ; also any syn
thesized product of definite com posi
tion which is in com m on use by the 
m edical profession, the identity, purity  
or strength of which can be determined.”

Included in V I I I  U . S. P. (a t page 
229) was a m onograph  (listing) of 
purified cotton.

T h e scope provisions of the P h arm a
copoeia changed over the years but 
kept the ir orig inal purposes. I t  was 
recom m ended th a t the C om m ittee of 
Revision be au thorized to adm it into 
the P harm acopoeia any m edicinal sub
stance of know n origin. T he list of 
substances was to be carefully  selected, 
w ith standards for iden tity  and purity
PAGE 3 2 4

as far as possible. Substances used 
only for technical purpose were not to 
be admitted to the next Pharmacopoeia, 
and a  sta tem en t w as to be placed in 
the preface to  the effect th a t s tandards 
of pu rity  and streng th , prescribed in 
the tex t of the Pharm acopoeia, are 
intended solely to apply to substances 
which are used for m edicinal purposes 
o r in determ in ing  the identity  and 
purity  of the same. IX  U. S. P . xxxi, 
(1910).

A ccording to  the Scope provision, 
the IX  U. S. P . w as only to  contain 
medicinal substances or combinations of 
substances. Again, however, there was 
a listing for purified cotton (IX  U. S. P. 
at 208). In addition, this revision included 
a chapter on sterilization: “Surgical D res
sings—C otton, bandages, gauzes, liga
tures, etc., m ay be rendered sterile by 
treatm ent with steam in a pressure ap
para tus (autoclave) a t 115 C. for fifteen 
m inutes or by exposure to d ry  heat in 
an ord inary  air-bath  o r sterilizer a t a  
tem perature of from  160 to  170 C. for 
two hours. I t  should be rem em bered 
th a t all surgical m aterials are not 
am enable to such thorou gh  trea tm en t 
w ithout m ore or less de terio ration  tak 
ing place. B andages m ust be folded or 
packed in such a m anner as to  perm it 
the penetration  of steam  or d ry  heat 
du ring  the process and should be so 
arrang ed  th a t after the sterilization  is 
com pleted, all subsequent contam ina
tion  w ith bacteria  will be prevented. 
T his is usually  accom plished by im 
m ediately enclosing them  in glass con
tainers o r w rapping  them  in a  num ber 
of thicknesses of previously sterilized 
parchm ent paper.” ( IX  U . S. P . a t 
617).

T his section on sterilization w as 
slightly  m odified in the X  U . S. P .: 
“Surgical dressing— C otton, gauze, and 
ligatures (except ca tgu t and o ther ab
sorbable m aterial) m ay  be rendered  
sterile * * *” (at 461).

FOOD DRUG COSMETIC LAW JOURNAL----JU L Y , 1 9 6 9



catgut sutures.105 Since then, other surgical aids, including non
absorbable sutures, have been added.106 This monograph on sutures 
was entered after Congress had passed the 1938 Act with the United 
States Pharmacopoeia designated as a reference work on which the

105 The 1930 C onvention institu ted  
specialized A dvisory  B oards. T he one 
we are concerned w ith was on sterile 
and o ther surgical products. T h is  in
novation was to  signal the change in 
scope of the  U nited  S tates P harm aco
poeia.

X I  U. S. P . was published in 1935. 
T h e  Scope provision was substantially  
the sam e as in 1920. I t  contained a 
listing  of purified co tton  and a new 
listing  of non-absorbent co tton  (X I 
U. S. P . a t 182, 505) and the sam e 
section or. sterilization as the ten th  
revision. C ongress enacted the Federal 
Food, D rug  and Cosm etic A ct in 1938.

T here  were two supplem ents to  the 
1936 X I U. S. P . T he first w as in 1936 
and the second in 1939. T he second 
supplement, however, changed the Scope 
of the Pharm acopoeia by  popular de
m and.

“A nother reason for the Supplem ent 
has been the establishment of standards 
for surgical su tures and surgical co t
ton, in direct response to u rgen t re 
quests from surgeons and others. These 
s tandard s have been developed th roug h  
the efficient collaboration of the new 
U . S. P. S terile P rodu cts  A dvisory 
B oard who, in turn , have had the ad 
vice and counsel of the Surgeons G en
eral of the A rm y, the Navy, and the 
Public H ealth  Service, the national 
m edical, surgical and hospital associa
tions, and the m anufactu rers of su tures 
and o ther surgical supplies. T he estab 
lishm ent of U. S. P. standards for 
o ther supplies has been au thorized by 
the Com m ittee of Revision, bu t these 
are  om itted from  th is Supplem ent be
cause of the necessity  for additional 
investigation and study (X I U. S. P. 
a t 9). T hus, after Congress designated 
the listing  in the U nited  S tates P h a r
m acopoeia, the  contents of a d rug  
(under 201 (g) (i) (a ) ) ,  w ere known, 
and the Scope of the P harm acopoeia 
w as radically  changed.
DRUG, DEVICE, COSM ETIC?----PART II

T he m onograph  on sutures was en
titled “Surgical G ut” and described 
then as sterile gut prepared from  
“* * * the sm all in testine of healthy  
sheep.”

106 T he tw elfth  revision followed the 
change and included listings for A b
sorbent Gauze (at 114), Sterile Absorbent 
Gauze (at 115), Sterilze Gauze Bandage 
(at 254), Adhesive Absorbent Gauze (at 
116) Surgical Silk (at 133), and Sterile 
Surgical Silk (at 134). Thus, the P h a r
m acopoeia now  included articles w hich 
Senator Copeland and W illiam  G. 
Cam pbell said were devices. T he U S P  
Scope policy was described in the X IV  
U. S. P . as follow s:

“Today, each new Revision of the 
P harm acopoeia and its Supplem ents 
endeavors to recognize the latest and 
m ost au thorita tive developm ents in 
m edical and surgical practice and also 
the m ost advanced m ethods for d rug  
standard izatio n .”

In  the X IV  U. S. P., the listings of 
su tures w ere retitled  to A bsorbable 
Surgical Sutures and N on-absorbable 
Surgical Sutu res (at 597 and 598).

“Description. — Non-absorbable Surgi
cal S utu re consists of strands of m a
terial produced from  o ther than  seg
m ents of connective tissue of the sm all 
in testine of sheep. I t  m ay be com 
posed of m etal or of organ ic m aterial 
and each strand  is of substan tia lly  
uniform diameter throughout its length. 
I t  m ay be com posed of a single fila
ment, or of filaments or fibres rendered 
into a th read  by spinning, tw isting  or 
braiding, or by  any com bination th e re 
of. I t  m ay be coated o r uncoated and 
m ay either be un trea ted  for reduction 
of capillarity, designated as T ype A, 
U n treated , or Capillary, or m ay be 
trea ted  to reduce capillarity, designated 
as T ype B, T reated , o r N on-capillary. 
I t  m ay be uncolored, na tura lly  colored, 
or dyed w ith  a suitable dyestuff. W hen  

(Continued on next page.)
PAGE 3 2 5



definition of drug is partially based. The constitutional repercussions 
of the addition of this class of products was not considered by the 
pharmacopoeial convention nor by Congress which had set no standards 
advising the compendia of the scope of their power.

The issue of the constitutionality of this subsection was never 
debated in Congress. Since 1938 the constitutionality of the delega
tion of power to set drug standards has been exhaustively discussed.107 
The basic argum ent against constitutionality of the standard section 
was the use of the uncontrolled private group. The first case in 
which this issue was presented and discussed decided in favor of con
stitutionality. The case was United States v. Lehn and Fink108 decided 
in the D istrict Court in 1912. The court responding to the charge 
of unconstitutionality said:

T o me there could not be a plainer instance than  th is act of the leg islature’s 
having m ade a com plete and perfect crim inal statu te, not dependent a t the tim e 
of its passage on the act of any o ther pow er or person and of them  provid ing 
for changes in the m eaning of the w ord “ad u lte ra ted ;” a w ord w hich in the 
na tu re  of th ings m ay and should change its signification w ith advancing  know l
edge or increasing civilization.

I t  is ju s t as true tha t the m eaning of “adu ltera ted” in 1906 m ay be unsuitable 
in 1916, as th a t the phrase “unreasonable obstruction  to  navigation” should have 
had a m eaning as applied to the M onongahela and A llegheny R ivers in 1874, 
different from  tha t found proper in 1902. And it is ju s t as reasonable and lawful 
for the pure food sta tu te  to  operate on the m eaning of the w ord “ad u ltera ted” as 
given from  tim e to tim e by experts in chem istry  and hygiene, as it w as held to
(F o o tn o te  106 co n tin u ed .)  
dyed, substantially , all uncom bined 
dyestuff shall be rem oved from  the 
m aterial. If  sterilized, N on-absorbable 
Surgical S utu re m ay be im pregnated 
w ith a suitable bacteriostatic  agent 
a n d /o r  preserved in a suitable packag
ing fluid.” (a t 599).

T he next change in the listings oc
curred in X V I U. S. P . w hen gauze 
products w hich w ere absorbent were 
pu t under one heading at (xliii).

In  the latest Revision, X V II  U. S. P. 
makes it clear that its Scope has changed 
and that it recognizes that change.

“ 1. U. S. P. Scope— I t  was recom 
m ended th a t the scope of the P h a r
m acopoeia be considered sufficiently 
broad to include substances used for 
in ternal sp lin ting  and vascu lar repair, 
agents for diagnostic tests not con
ducted on the patient, clinical th e r
m om eters, and devices used for the 
adm inistra tion  of d rugs” (xliii).

A new section— surgical aids—was 
adopted : I t  includes:

Bandages, A dhesive—58 
B andages, Gauze— 59 
C otton, Purified— 150 
Gauze, A bsorbent—260 
Gauze, P e tro la tu m —263 
Suture, A bsorbable Surgical— 689 
Suture, Non-Absorbable Surgical ( In 

cluding N y lon)—691 
Tape, A dhesive—696.
107 W heeler, “Validity of Official D rug 

Standards” 1 F ood D rug Cosmetic L aw 
J ournal Q uarterly 588 (D ecem ber, 
1946), and C hristopher, “V alidity  of 
D elegation of P ow er to a P rivate  
A gency” 6 F ood D rug Cosmetic L aw 
J ournal 641 (September, 1951).

108 W hite  and Gates, “D ecisions of 
C ourts in Cases U n der the Federal 
Food and D rug  A ct” 229 (D C  N. Y .) 
(1934).
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be by the m eaning of “unreasonable obstruction  to  nav igation” to  depend for 
its signification upon the opinion of the S ecre tary  of W ar for the tim e being 
w hen fortified by the opinions of the engineers of his departm ent.

Thus, the sole justification for the court is that the Food and 
Drug Act deals with a dynamic field and that alone is sufficient to 
overcome the constitutional problem. The court’s analogy to Union- 
Bridge v. United States109 is misplaced since Union-Bridge involved 
delegation of regulatory power to a governmental agency, not a 
private group. It is difficult to see how this D istrict Court case can 
be the controlling authority for the constitutionality of the standard- 
making powers of the Pharmacopoeia. In addition, the above argu
ments refer only to the question of standards and not the question 
of the scope of the definition of the term “drug.”

The issue as to whether the definition of the term “drug” is 
constitutional was presented in Wisconsin v. Wakeen,110 when the 
state druggist statute, which contains a definition of “drug” identical 
to that under the Federal Food, Drug and Cosmetic Act, was tested. 
In addition to repeating the arguments of Lelm and Fink, the W is
consin ccurt held that “this is not a case of delegation of legisla
tive powers. The publications referred to are not published in re
sponse to any delegation of power, legislative or otherwise, by the 
statute . . . .  The books were published independently of the statute 
for an entirely different purpose.”

Advisory Statute
The court appears to view this subsection of the statute as merely 

advisory. The pharmacopoeia, it seems, is to be used only to indicate 
the nature or type of article considered a drug in other subsections of 
the entire definition. The fact that the pharmacopoeia is only advisory 
means that there is no issue of unconstitutional delegation of power. 
According to this interpretation, the pharmacopoeia is simply a 
reference which indicates the type of articles Congress intended to 
cover in this definition. W hen faced with the problem of classifying 
a product not in existence in 1938 when the statutes were passed, the 
types of articles included in the pharmacopoeia at that time must 
first be compared to the new articles being classified. If this inter
pretation restricting the pharmacopoeia to an advisory position is 
incorrect, any change in the scope of the pharmacopoeia would either 
be an unauthorized act which would have no legal effect or an autho-

109 2 04 U. S. 364 (1907). 110 263 W is. 401, 57 N. W . 2d 364
(19S3).
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rized act pursuant to an unconstitutional statute which delegated 
power without guidelines.

This issue relating to the constitutionality of the drug definition 
was discussed by revisors of the legislation. Mr. Charles W esley 
Dunn, the representative of the American Pharmaceutical M anu
facturers Association and the one who requested that the definitions 
be amended to broaden the statutory scope to include mechanical 
articles, devices or apparatus, poisons or deleterious obesity remedies, 
stated that the statute should be further amended to make articles 
listed in the United States Pharmacopoeia and National Form ulary 
definitions of the term “drug” subject either to approval or pro
mulgation by the Secretary of A griculture.111

Dr. Fullerton Cook, Chairman, Pharmacopoeial Revision Com
mittee (U SP) disagreed, as the record of this meeting reports:

R eferrin g  to the suggestions of M r. D unn, in so far as they  affected the 
U. S. P harm acopoeia and N ational F orm u lary  s tatus in the food and d rugs ac t 
and referring  particu larly  to Section 7, in the case of drugs, first D r. Cook 
broug h t out the follow ing points in favor of the law as it now  s tands:

In  answ er to the question of the constitu tionality  of the U . S. P h a rm a
copoeia and N ational Form ulary , D r. Cook cited D r. J. H . Beal, who w as one 
of those instrum en ta l in the p reparation  of th a t provision in the act and w ho 
declared it to be constitu tional. If  it were a v ita l question it surely would have 
been discussed in the courts heretofore in the hundreds and thousands of cases 
com ing before the courts. T he U. S. P harm acopoeia and N ational F orm u lary  
are m erely m easuring sticks by w hich the law  can be enforced.112

Dr. Cook’s answer that no court had yet declared the drug 
definition unconstitutional is of no legal consequence. His further 
statem ent that the compendia are measuring sticks also does not 
answer the challenge to the definition’s constitutionality unless Dr. 
Cook agrees that the function of the compendia is only to indicate 
the nature of the products considered drugs. If he did not mean this, 
then any voluntary expansion of the scope of the pharmacopoeia 
for any reasons would have automatic legal consequences. Under the 
statute, the pharmacopoeia need not account to any one for error. 
Dr. Cook’s answer merely avoids a confrontation on the constitu
tionality issue in order to preserve the statute.

This view, that it is best to avoid the issue and to use the 
pharmacopoeia as evidence of the nature of “drugs” and not as a 
final determining fact, however, negates the FD A  proposition that 
the statute must be literally construed. Thus, in AM P v. Gardner, 
the FDA contended that sutures were listed in the pharmacopoeia 
and therefore there was no question that the product was a drug.

111 D unn, 1033-34. 112 D unn, 1037.
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The FDA's Position
The FD A ’s position was stated in an answer to plaintiff’s inter

rogatories :
T h e ligators in issue are considered drugs because they are  a new m eans 

of ad m inistering  the essential com ponent of the article, a  nylon suture, which 
is recognized as a d rug  in m onograph in the U nited  S tates Pharm acopoeia. 
X V II  U S P  691-93 (1965). T he hem ostat and sleevelike plastic container p a rt 
of each article are no m ore than  containers of the drug, co nstitu ting  new 
m ethods of adm inistering  the drug, sim ilar to a disposable syringe. T he sutures 
(d rugs) in the ligators in issue do the w ork  of ty ing  off the blood vessels and 
rem ain in the body, in the sam e m anner as the drugs contained in the disposable 
syringe. T he sutures rem ain drugs even w hen packed for use in the hem ostat 
or p lastic  tube .113

Thus, the FD A ’s basis for classification was the fact that the 
essential element of the product was listed in the United States Phar
macopoeia and that this element, the suture, remained in the body 
like any chemical pharmaceutical preparation.

Plaintiff argued that its product was a device and that as such, 
it was specifically excluded from the classification “drug” according 
to the last part of the drug definition which states that the term  drug 
. . . “does not include devices.” To contradict the FD A ’s argum ent 
that the article was a drug because it was listed in the United States 
Pharmacopoeia, plaintiff introduced an affidavit from the Scope Di
rector of the United States Pharmacopoeia.114 He explained that 
under the Constitution and By-Laws of the Pharmacopoeial Conven
tion, the compendium “ [i]s to provide authoritative standards for 
substances that are used in the practice of healing arts. He further 
stated that the scope of the pharmacopoeia was not limited to the 
listing of drugs, and it was not the intent of the compilers to “clas
sify” as drugs all items listed in it.115

A M P  did not raise any constitutional issues despite the Govern
m ent’s reliance on the first part of the “drug” definition, which states 
that an article is a drug because of its listing in the compendium of 
a private organization. AM P  probably believed no court would 
seriously consider this argument. However, there is an interesting

113 See A M P  v . G a rd n e r, Joint Ap
pendix, A poeal No. 31829 a t 16a.

114 Dr. Jo hn  C. K ran tz , J r., A M P  
v . G ard ner, R ecord on A ppeal 91-93.

115 T hus, the  U nited  S tates P h a rm a
copoeial C onvention of 1960 adopted 
the follow ing resolution  fo r reference 
to  the incom ing B oard  of T rustees and 
Com m ittee of R evision: “ 1. U. S. P. 
Scope— I t  w as recom m ended th a t the
DRUG, DEVICE, COSMETIC ?----PART II

scope of the P harm acopoeia be con
sidered sufficiently broad  to  include 
substances used for in te rna l sp lin ting  
and vascu lar repair, agen ts for d iag
nostic test not conducted on the person 
of the patient, clinical therm om eters, 
and devices used for the adm inistra tion  
of drugs.” P lain tiff’s M em orandum  of 
Law, A M P  v. G ard ner, No. 67 Civ. 2115, 
a t 10-11.
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aspect not noticed by plaintiff in this case which would make this 
constitutional issue more complicated. As mentioned above, in tracing 
the history and scope of the pharmacopoeia, it was found that three 
years prior to the introduction of the revisions of this act, a special 
committee of the pharmacopoeia was set up to prepare monographs 
on surgical aids.116 The first demonstrable action of this committee 
was in the publication of a supplement to the pharmacopoeia which, 
for the first time, included absorbable catgut suture in 1939, after 
the A ct’s passage. It was not until later revisions that nylon sutures 
were included.117 The only product listed in the pharmacopoeia prior 
to 1938 which was not absorbed by the body was cotton, a cellulose 
fiber.118

The D istrict Court in A M P  rejected the Government’s conten
tion that the listing of the product in the pharmacopoeia was a crucial 
distinction between drug and device.119 The justification for that 
decision is fuzzy. F irst, the court said that if this were correct “the 
clause . . . that the drug definition does not include devices becomes 
meaningless.’’ I t then said that the mere listing of a product in the 
pharmacopoeia does not necessarily mean that such an item was a 
drug for purposes of the Act, citing FTC v. Liggett & Myers Tobacco 
Co.120 The Liggett decision, however, did not stand for this proposi
tion. All Judge Kaufman said in Liggett was that the listing of one 
derivative of the tobacco plant, tincture of tobacco, did not bring 
smoking tobacco within that listing and consequently not within the 
drug definition.121

The District Court in A M P  concluded in this part of its decision 
that the pharmacopoeia is not an absolute standard but advisory:

M oreover, a “su tu re” is listed in X V II  U nited  S tates Pharm acopoeia 691 
(17th rev. ed. 1965). I do not agree w ith defendants th a t a listing  in an  official 
com pendium  is the crucial distinction betw een a d rug  and a device . . . T he m ere 
fact th a t an item  is listed in the U nited  S tates Pharm acopoeia does not neces
sarily m ean th a t such item  is a drug  for purposes of the act . . . .  O n the o ther 
hand the listing  should be some evidence tha t such item  is a d rug.122

This avoidance of the question makes it appear that the court 
was aware of the constitutional issue raised in the Government’s con
tention that all items in the Pharmacopoeia are drugs.

116 See footno te 105. 120 108 F. Supp. 573 (D C  S. D. N. Y.,
117 See footno te 113. 1952).
118 See footno te 104. 121 108 F. Supp., a t 575.
119 See footno te 96, 275 F. Supp. 410, 122 275 F. Supp. 410, a t 414.

a t 414.
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Bacto Conclusion Supported
In the Bacto case, the Court of Appeals and the .District Court 

supported their conclusion that the product was not a drug by the 
absence of a listing for disks in the pharmacopoeia.

Sensitivity disks are not recognized in (admitted to) the United States Pharm a
copeia or the N ational F o rm u lary  w hich are “official com pendia” under the 
F ed eral F ood , D rug  and Cosm etic A ct (21) U SC  32(i).123

In  addition, the Courts justified their conclusion with the views 
of the medical profession in general and the pharmacopoeial con
vention in particular.

In  m edical science the concept of “d rug” is lim ited to articles adm inistered  
to m an or o ther anim als, either in ternally  or externally . T his is the generally  
accepted view am ong physicians (F ind ing  N um ber 9). T he evidence affords no 
basis for the conclusion th a t the definition of “d rug” in the Federal Food, D rug  
and Cosm etic A ct 21 U S C  321(g) was intended by C ongress to extend beyond 
the m eaning of tha t term  in m edical science, to  encom pass these sensitivity 
disks. T he definition of “d rug” is found in 21 U S C  321(g). . . . n o r  are such 
disks the kind of articles w hich are accepted for adm ission to the official 
com pendia because, am ong o ther reasons, they  are not regarded  by the Com 
m ittee on Revision (adm ission) of the  com pendia as d rugs w ith in the com 
m only accepted m eaning of th a t term  in m edical science. In  m edical science 
those substances w hich are for adm inistra tion  to or for use on, a  person for 
the trea tm en t of disease or injury, are regarded as drugs. T his is the com 
m only accepted view of physicians generally. A  physician w ho testified for 
libellant could th ink  of no exam ple of a substance not taken into or applied to  
the body w hich he would “consider m edically” as a  d rug .124

This view directly contradicts that of the D istrict Court in 
AM P  which rejected testimony of the Pharmacopoeia Scope Director.

W heth e r the co m p ile rs . . .  consider a pa rticu lar item  a d rug  o r a device 
given its o rd inary  m eaning does not determ ine w hether such an item  is a d rug  
or a device under the ac t.125

The Court of Appeals in AM P  did not rely on the listing of 
sutures in the Pharmacopoeia. The Court’s only comment w as:

A M P ’s ligatures are of nylon su tu re  m aterial of the type recognized in the  
U nited  S tates Pharm acopeia, 691 (17th rev. ed. 1965), and such su ture m aterial 
has alw ays been regarded  as “d rugs” by the Food and D rug  A dm inistra tion .12*

This statem ent used as self-serving support to justify the Court’s 
conclusion was not used as the basis of the court’s holding and, in 
addition, is half false. FDA has in the past regarded sutures as 
products outside the “drug” category.127

The Supreme Court in Bacto did not consider the absence of a 
listing in the compendia or general medical opinion of any conse-

123 392 F. 2d 21, at 22.
124 392 F . 2d 21, a t 23.
125 2 75 F. Supp. 410, at 414.
126 389 F. 2d 825, a t 830.

127 See 24 F ood D rug Cosmetic L aw 
J ournal 234 (M ay, 1969) for testimony 
contrad icting  the C ourt of A ppeals un 
supported  statem ent.
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quence. W h a t w as im p o rtan t w as C ongress’ in ten t to  define “ d ru g ” 
m ore broad ly  th an  does the  m edical profession.128 No guidance w as 
offered on the  s ta tu s  of the  com pendia.
A drug is an article . . . ( B ) . . .  intended for use in the diagnosis, cure, 
mitigation, treatment or prevention of disease in man or animals. . . .

T he  issue in Bacto as presen ted  by  th e  cou rts  w as w h e th er th e  
article  w a s :
in tended for use in the diagnosis, cure, m itigation, trea tm en t or prevention  of 
disease in m an o r o ther anim als; T he  district judge said in his opinion, “W hen  
it comes rig h t dow n to  the determ ination  w hich we m ust make, a literal read ing  
of (g) (2) w hich defines ‘d rug ’ as ‘articles intended for use in the diagnosis, 
cure, m itigation, trea tm en t o r prevention  of disease in m an o r o the r an im als 
clearly  has application to the article libeled here in .’ T his is only tru e  in an 
indirect sense.

T he cou rt found th a t th is  article  did no t m eet the  requ irem en ts 
of the  definition.

C ertain ly  it has no th ing  to do w ith  diagnosis o r prevention  of disease. In  
itself, it is no t intended to  cure, m itigate  o r tre a t disease. I t  only  aids th e  
physician to determ ine w h at an tibiotics to  use for the  cure, m itiga tion  o r tre a t
m ent of the p a tien t’s disease.129

T he C ourt of A ppeals agreed w ith  the  tria l judge th a t it w as no t 
the  legislative in ten t to  app ly  the ph rase  “ in tended for use in th e  
* * * cure, m itigation , trea tm en t * * * in such an  ind irect m ann er.130

T he Suprem e C ourt reversed, say ing  th a t the  disk had a t least 
som e role in the  selection of the  app ropria te  d rug  for tre a tm en t of 
the  disease. S upporting  the  D is tric t C ourt decision was the  first case 
un der the 1906 A ct w hich explained the  corresponding  subsection of 
th e  an teceden t definition re ta ined  in the  1938 A ct w ith  m inor change 
to  incorporate  the  case law  from  1906 to  1938.

In  the use of the w ords “therapeu tic” and “curative,” as set fo rth  in the 
s ta tu te , it seem s clear th a t these w ords w ere intended by the C ongress to be 
given the ir ord inarily  accepted m eaning and while they  have a certain  m eaning  
to the expert doctor, nevertheless, they  are a  p a rt of the vocabulary of any  
in telligent person. “T herapeu tic” to the m edical w orld m eans to  heal; to  m ake 
w ell; to  resto re  to  health . I t  is th a t branch of m edicine dealing w ith  the p roper 
use of the r ig h t m edicines in the trea tm en t of diseases. T h e m edical s tuden t 
studies “therapeutics” for the purpose of learn ing  about different m edicines to 
prescribe for the m any ills to w hich the flesh is heir, in o rder to  assist na tu re  
to  m ake a  sick pa tien t well.131

128 392 F. 2d 21, at 22.
129 3 92 F . 2d 21, at 22.
180 Compare U n ite d  S ta te s  v . C on so li

d a ted  L a b o ra to rie s , In c . and others,
K leinfeld & K aplan, “ F ederal F ood,

D rug, and  C osm etic A ct” 1961-64, at 
168 IN . D. I l l ,  1963).

131 U n ite d  S ta te s  v . 23 7 /1 2  D o z e n  
B o ttle s  A rticle of D rugs * * * “L ee’s 
Save the B aby” 44 F. 2d 831 (1930).
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Drug or Cosmetic?
A drug is an article . . . ( C ) . . .  intended to affect the structure or any 
function of the body of man or other animals . . . .

In  1964 the  G overnm ent b ro u g h t seizure actions against these 
tw o w rinkle sm oothers. T he libel in “ L ine-A -W ay” alleged th a t the  
product shipped in in te rs ta te  com m erce w a s :

(1) a “d ru g” w ith in the m eaning of 21 U. S. C. §321 (g )(3 ) “intended to  affect 
the s tru ctu re  . . .  of the body of m an . . . ” 21 U . S. C. § 321 (g) (1).

(2) A “new d ru g” w ith in the m eaning of 21 U. S. C. §321(p) and hence 
shipped in violation of 21 U. S. C. § 355(a) since concededly no new d rug  ap
plication pursuan t to  21 U. S. C. § 355(b) was filed or effective w ith  respect to it.

In  th a t case, the c laim ant argued  th a t the  product w as a cosm etic 
w ith  on ly  tem p orary  effect and m eeting  all the  requirem ents of the 
cosm etic definition. Besides, Congress did no t in tend a p roduct of 
th a t na tu re  to  be precleared as a d ru g .132 T he court disagreed and, 
rely ing on the  A M P  case, held th a t under the  ex isting  broad definition 
of drug , C ongress in tended th a t the scope of the  s ta tu te  should no t 
be restric ted  to  p roducts com m only called “d rugs.”

C laim ant in Line-A-Way contended th a t the  literal language of 
section 321(b) ( l ) ( c ) ,  “article  in tended  to  affect the s truc tu re  and 
function of the body,” was never intended to encompass its product.133 
C la im ant’s a rgum en ts, based on the  legislative h is to ry  of the  act, 
failed to  explain to  the cou rt the  n a tu re  of the  products classified as 
d rugs as com pared to  its product. Line-A-Way, like o ther w rinkle 
sm oothers, is an unusual cosm etic since it does m ore th an  color or 
cam ouflage faults in the  s k in : it tem porarily  tigh tens it.

In  the  Sudden Change case, the claim ant took a different ap 
proach. T he claim ant first a ttem p ted  to  analyze the na tu re  of its 
p roduct as it com pared to  a “d ru g ” to  show  th a t it did no t belong 
in the sam e classification. Counsel for Sudden Change described the

132 Com pare F T C  v. Liggett, 108 F. 
Supp. 573, at 576, where the court found 
th a t cigarettes are not d rug s: T he  re
p o rt from  the Com m ittee on Com m erce 
on S-5, 74th Cong., 1st Sess. (1935) 
also cites “slenderizers” as an example 
of the type of article w hich the ex
panded definition was designed to  en
com pass. T hese products have very 
decided effects upon the s tru ctu re  of 
the body and the very purpose for which 
the product is consumed is to bring about 
such effects.

133 T he th ird  s ta tu to ry  definition of 
a  “d rug” is by far the broadest. A ny-
DRUG, DEVICE, COSM ETIC?----PART II

th ing  which stim ulates any of the  
senses m ay be said, in som e perhaps 
insignificant degree, to affect the func
tions of the body of m an. C onsequently  
any  article which, used in the m an ner 
an ticipated  by the m anufactu re r th e re 
of, com es into co n tact w ith any of the  
senses m ay be said to be an artic le  
“intended to  affect the functions of th e  
body of m an” . . .

Surely, the leg islators did not m ean 
to be as all-inclusive as a  literal in
terp re ta tion  of this clause would com 
pel us to be.
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product as a tem porary  m echanical m eans to  sm ooth and firm the 
skin by tig h ten in g  the  surface, app aren tly  w ith ou t absorp tion  by, or 
resu lting  in changes in the skin tissue from  the  application.

As in Line-A-Way, the governm ent argued the  literal language 
of the  s ta tu te : th a t the in tended use of the product was to  affect the  
s tru c tu re  of the body. C laim ant in Sudden Change, how ever, argued 
th a t the  “ s tru c tu ra l” changes to  the body referred  to  in the  drug  
definition did no t include superficial physical change.

T he D istric t C ourt held th a t the  product was no t a “d ru g ” w ith in 
th e  m eaning of the act because it found th a t the  s ta tu to ry  definition 
does no t include cosm etics of th is kind. T he court exam ined the 
na tu re  of the  effect the product had on the skin and, on the basis of 
a  report of the  C om m ittee on C utaneous H ea lth  and C osm etics of 
th e  A m erican M edical A ssociation ,134 found th a t the  only effect on 
th e  skin was a physical tem porary  tig h ten in g  of the  surface. T he 
bases of the  above report w ere clinical evaluations and personal 
observation  which found t h a t :

Bovine serum albumin products apparently have no b io chem ica l or p h y sio lo g ic a l  
activ ity  when applied to the skin, and their application results only in tem porary  
physical surface changes. T he pertinen t results indicate th a t the effect on the 
skin produced by these products can be (a) totally eliminated if the skin is washed 
w ith soap and w ater, (b ) reduced significantly by vigorous use of the facial 
m uscles of expression, (c) sim ulated by using test m aterials which produce 
contracting  films w hen applied to the skin, (d) shown not to prom ote o r re tard  
the tran spo rta tio n  of w ater th rough  the horny layer of the skin (as dem onstrated  
on isolated sheets of stra tum  corneum ), and (e) correlated to no dem onstrable 
changes in the histology of the skin.

P artly  on the  basis of the affidavits and o ther evidence, the court 
concluded th a t “ Sudden Change does no t affect the  s tru c tu re  of the 
body” in the m anner th a t a d rug  does.

Physiological and Physical Changes
A lthough  claim ant did no t argue th a t its product was a device, 

it appears th a t the  device definition would be applicable. As seen in 
the legislative h istory , devices affected the shape or physical s tru c 
tu re  of the body. Ju s t as a g ird le135 used to  support one’s back has 
a physical effect on the torso , th is cosm etic film has a physical effect 
on the face. T he  term , “ in tended to affect the s truc tu re  of the body” 
in bo th  definitions, really  rela tes to tw o different types of s truc tu re .

134 S u d d e n  C hange, Claimants Exhibit m igh t well be “devices” w ith in the
A. m eaning of the Act. C om pare 24 F ood

135 C ontrary  to Judge W einstein’s re- D rug Co sm etic  L aw  J ournal  234 
m arks [288 F. Supp. 29, at 34,] girdles (M ay, 1969), fourth  paragraph.
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D rugs are in tended to  affect the  biochem ical and physiological s tru c 
tu re  and devices are in tended to  affect the physical s truc tu re . “Cos
m etics,” on the o ther hand, affect physical appearance.

In  reversing  the  D istric t C ourt decision, the m ajo rity  of the 
C ourt of A ppeals held th a t, because of the  claim s, the  product w as 
a d ru g  in tended to  affect the  s tru c tu re  of the  body. T he C ourt s a id :

I t  should be understood, how ever, tha t if the claim ant ceases to em ploy 
these prom otional claim s and avoids any o thers which m ay fairly be in terpre ted  
as claim ing to affect the s tru ctu re  of the skin in some physiological though 
tem porary  way, then, assum ing incorrect arguendo th a t no ac tual physical effect 
exists, the product will not be deemed a d rug  for purposes of the A ct.180

I t  is un fo rtuna te  th a t th is court confuses the  term s physiological 
and physical. T he fact th a t a p roduct has a physical effect does not 
m ean it has a physiological effect and does not m ake it a drug. H ere, 
plain tiff and the A m erican M edical A ssociation (A M A ) testified th a t 
the product had only a physical effect. T he claim s “face-lift w ith ou t 
su rg e ry ” and “lifts out puffs” im ply physical action. The court could 
no t believe th a t any consum er w ould believe th a t the cosm etic caused 
physiological changes, changes in th e ir cellular chem istry . T o get a 
“face-lift w ith ou t su rg e ry ” one need only tie an elastic band under 
one’s chin and around the  top of the head. C laim ant’s p roduct, 
th rough  a s ligh tly  m ore sophisticated  m eans, accom plished th is 
result.

A physiological effect is an a lte ra tion  of the chem istry  of the 
body’s tissue. T his chem ical a lte ra tion  could be caused by the add i
tion  of chem icals to  the tissue w hich p en etra te  and a lte r the pH  of 
the  cell in terfering  w ith  the norm al biochem ical balance of the cell. 
Physiological change can also be induced by changing  the  tem p era
tu re  of the cell, (cryogenics is an extrem e b u t a valid exam ple), or 
by irrad ia tin g  the cell in order to  “crack” the  chem icals.

In  the  d issent, Jud ge  M ansfield recognized th is difference:
“Sudden C hange” recognizes th a t w rinkles are bu t the irreparab le foo tp rin ts  

of tim e, and tha t they  m ay be tem porarily  softened o r m asked, but no t obliterated. 
T he product does not en ter the tissues, cells, o r m olecular s tru c tu re  of the skin, 
o r w ork any physiological changes in the body. I t  m erely alters the appearance 
of the face for a few hours by sm ooth ing o r ton in g  the skin. U nless it is repeatedly  
applied a t regular intervals, the te ll-tale w rinkles re tu rn . T h e p roduct poses no 
th rea t to public health. U nless claim s w ere m ade for it in labeling o r advertising  
to the effect th a t it possessed the properties of a drug, it would no t fall w ith in 
the definition of a  d rug  as an  article “intended to affect the  s tru c tu re  of the  
body,” 21 U. S. C. § 321 (g )(1) (a t 742). 130 *

130 409 F. 2d 734, a t 742.
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Resolution of the Cases: Definitions
T he D istric t C ourt in A M P  first exam ined the tw o definitions 

“ d ru g ” and “device.” I t  s ta ted  th a t the definitions were no t m utually  
exclusive despite the  entire  definition of the term  “d ru g ” qualified by 
the s ta tem en t th a t the term  “ does no t include devices or th e ir  com 
ponents, parts, or accessories.” 137 The parties had argued that, because 
of th is phrase, the  term s “d ru g ” and “device” w ere m utually  exclu
sive. T he court, how ever, disagreed and justified its conclusion w ith  
a quote from  a secondary au th o rity 138 w hich sta ted  th a t the  ca te 
gories “d ru g ” and “device” w ere no t m utually  exclusive. T he  basis 
of th is secondary au th o rity  w as a s ta tem en t from  a 1934 com m ittee 
re p o rt139 w hich w as la ter negated  by the  insertion  of a separate  defi
nition  of the  term  “device” and the insertion  of the  above exclusionary  
phrase upon w hich the  parties based th e ir  a rgum en t th a t the  tw o 
classes w ere m utually  exclusive. O nce the court had estab lished the 
erroneous prem ise th a t the  term s w ere no t m utually  exclusive, it 
s ta ted  th a t it could easily classify the  product as an article, and th e re 
fore a drug, b u t w as less clear as to  w hether the  su tu re  was an in 
strum en t, app ara tu s or con trivance.140

H ow ever, the  D is tric t C ourt in Sudden Change correctly  s ta ted  
t h a t :

T he fact th a t an article is a cosm etic does not preclude its being a drug. 
See S. Rep. No. 361, 74th Cong., 1st Sess., reprin ted  in Dunn, “F ederal F ood, 
D rug, and  Cosm etic  A ct 1938-1949,” (Com m erce C learing House, Inc., 1949) a t 
239-40 (definition of drug  and cosm etic not m utually  exclusive). In  1962, C on
gress  “to avoid any possible confusion” (H . Rep. No. 2464, 87th Cong., 2nd Sess. 
a t 13 (1962), added a new section 359 to  the subchapter on D rugs and Devices 
w hich provides th a t “ [t]h is  su b ch ap te r. . . shall not apply to any cosm etic unless 
such a cosm etic is also a d rug  or device o r com ponent thereof.”141

Resolution of Drug-Device, Drug-Cosmetic Conflict
In A M P , the  D istric t C ourt a ttem p ted  to  d istinguish  “ d ru g ” 

and  “ device” on the basis of the  definition of “a rtic le” and the defini
tion of “ in s tru m en t,” app ara tu s and contrivance, the  basis of the  
in trodu cto ry  portion  of each defin ition :

An article would be defined m erely  as a th ing  or “group of th in g s” and 
would include instrum en ts, ap paratus and contrivances. T he definitions of the

“’’ Section 201 (g )(1 ) , see 24 F ood 
D rug Cosm etic  L aw  J ournal  227 
(M ay, 1969).

138 Section 4.15, Toulm in, “ Law  of 
Foods, D rugs and C osm etics” (2d ed., 
1963).

1.0 S. Rep. 493, 73rd Cong. 2d Sess. 
(1934).

1.0 275 F. Supp. 410.
141 288 F. Supp. 29, at 33.
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la tte r item s are som ew hat m ore specific, but all can be classified generally  as 
appliances.

An exam ination of plaintiff's su ture products reveals th a t they are arguably  
either articles or in strum en ts, appara tus and contrivances. I t  is clear th a t the 
products fit into the broad definition of articles. Less clear is w hether such 
item s could fit w ith in the definition of devices.112

T he D istric t C ourt, how ever, conceded th a t the  product could 
fall into bo th  definitions. I t  had disregarded bo th  p a rtie s’ con ten tion  
th a t the definitions w ere m utually  ex c lu siv e ; o therw ise the  definition 
of drug w ould have required  the article  which could be classified as 
a device to  be so classified. T he C ourt sta ted  th a t it had to  classify 
the product as a d ru g  b ec a u se :

T he public will be be tter protected  by classifying plaintiff’s p roduct as a 
d rug  ra th e r than  a device so th a t p roper testing, contro lled by the G overnm ent, 
can be pursued. I t  would seem tha t a product com ing w ithin the tw o definitions, 
th a t definition according the public the grea test protection  should be accepted.113

U nder th is test, any  product could be classified as a drug, based 
on the argum en t th a t it w as necessary for the public’s health  despite 
the fac: C ongress never enacted legislation recognizing the  profes
sional need. T his con trad ic ts  C ongress’ m andate th a t if the product 
came w ith in  both definitions it w as a device and was excluded from  
the term  “d ru g .”

U nlike the D istric t C ourt, the C ourt of Appeals in A M P  ana
lyzed the legislative h isto ry  of the A ct to  determ ine w hat w as to be 
included w ith  the  term s “ in strum ent, app ara tu s and con trivance.” 
T he C ourt did not analyze the  legislative h isto ry  to  discover w hether 
C ongress in tended products of the na tu re  of the su tu re  to  be p re
cleared.

T he review  of the  leg islative h is to ry  is incom plete. As m uch a 
pa-t of th is h is to ry  is the  testim ony  of W a lte r  G. Cam pbell, form er 
chief. F D A . in hearings on the  b ill.144 T h is testim ony refu tes the 
conten tion  th a t F D A  alw ays believed su tu res w ere “d rug s.” T o  the 
con trary , it w as believed they  w ere devices. P a r t of Mr. C am pbell’s 
testim ony, how ever, w as used only w here it could support the court 
decision, no t to  refu te it.145

112 275 F. Supp. 410.
1,3 275 F. Supp. 410.
111 T he purpose of the preclearance 

section and its intended scope are set 
forth  ir. P a r t I of th is article, 24 
F ood D rug Co sm etic  L aw  J ournal  246, 
247 (M ay, 1969). N o th ing  in the A M P  
decision shows tha t all Congress in-
DRUG, DEVICE, COSM ETIC?----PART II

tended to do was cover products which 
had physiological effects and presented 
the danger th a t elixir sulfanilam ide 
presented.

145 T he analogy m ade by the F D A  
(footnote 113, P a r t I— see footno te 144 
above) to a d rug  and a syringe is m ore 
applicable here than in A M P .
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T he C ourt also m isin terpreted  the  purpose of the preclearance 
section of the  A ct. W ith o u t analyzing  the  legislative h isto ry  of th is  
section the cou rt con c lu ded :

T h a t purpose was, very  clearly, to keep inadequately tested  m edical and 
related  products w hich m igh t cause w idespread danger to  hum an life ou t of 
in te rsta te  com m erce. T he product which im m ediately precip itated  C ongressional 
concern— “ E lix ir Sulfanilam ide”—was a d rug  w ith in the everyday, narrow  sense 
of the w ord, bu t we would hard ly  suppose th a t w hen C ongress incorporated  the 
“new d ru g” bills resu lting  from  the “E lixir Sulfanilam ide” tragedy  into an A ct 
w hich contained an ex trem ely broad definition of the  w ord “drug ,” it in tended 
th a t the opera tion  of those provisions should be restric ted  to products com 
m only called “d rugs” and th a t p roducts such as ligatures, w hich m igh t p resen t 
the very dangers the provisions w ere designed to m eet, should be excluded. 
W e would, m oreover, be re luc tan t to  give a narrow  construction  to this s ta tu te , 
touching  the  public health  as it does.146

T he basis of the classification here is th e  danger of the  product. 
T his te s t for classification is p a rt of the  definition of new  d ru g  and 
the basis of th a t definition. Before an article  is classified as a new  
drug  it m ust first be classified as a drug. T he  court how ever w as no t 
en tirely  to  blam e for om issions. P la in tiff’s briefs w ere incom plete.

T he tw o tests  here, w hether the product w as classified as a device 
in the leg islative h is to ry  and w hether the  public will be b e tte r  p ro 
tected, are far reaching. U nder them , any new  device developed since 
1939 m ay possibly be classified as a drug , since there  w ould be no 
record to  the  con trary . The co u rt’s test, w hether the  product presents 
the sam e dangers Congress sough t to  prevent, as a c rite ria  for clas
sification, has no basis in the  legislative record. In  the application 
of th is test, th is  cou rt requ ired  itself to  decide w hether the  sam e 
dangers are p resented  by poisons and su tures. W ith o u t any  scientific 
view point on the  tox ic ity  of su tu res in th e  record, ju s t speculation , 
the co u rt’s decision is an application of its ju d g m en t th a t the public 
is b e tte r pro tected  by preclearance no m a tte r  w h at Congress intended.

T he section on the  legislative h is to ry  of the A ct in the  Suprem e 
C ourt's decision, taken from  the  A M P  decision, has g rea te r  applica
tion  here than  in A M P  itself. As the Suprem e C ourt correctly  dif
feren tia tes betw een drugs and devices, the  device category  includes 
certa in  quack con trap tions and item s characterized  m ore by th e ir  
purely m echanical n a tu re  than  by the  fact th ey  are com posed of com 
plex chem ical com pounds . . .  ,147 389

389 F. 2d, at 28S. 147 C C H  Food Drug Cosmetic L aw
R eporter 80,231, 89 S. Ct. 1410 1415, 
— U. S. — (1969).
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A ccording to  th is analysis, the  su tu re  in A M P  used to tie off a 
bleeder (a sm all open blood vessel) w ould be a device because of its 
m echanical clam p action.

T he D istric t C ourt in Sudden Change first adopted  the “m echani
ca l” against the “ physiological” approach. I t  did th is by d istin gu ish 
ing the “effect” of a d rug  and the “effect” of a device. The appearance 
of the  phrase “affect the s tru c tu re  of the  bo dy” in the device and 
d rug  definition is am biguous by itself, bu t it is clarified when ana
lyzed by the effect caused by products in the tw o categories. A l
though  it w as never argued  orig inally , th is cosm etic is a device under 
the  Suprem e C o u rt’s analysis. Because the definition of d rug  and 
device are m utually  exclusive, the product could no t be a drug.

T he low er C ourts in Bacto did not exam ine the legislative h istory  
of the  A ct, bu t instead, relied solely on the  w ords of the s ta tu te . T his 
was only an incom plete view of the problem . In  con trast, the Su
prem e C ourt exam ined the  legislative h istory , b u t only as thoroughly  
as the C ourt of A ppeals did in A M P . D espite the C o urt’s disclaim 
er,148 its decision was partly  based on the public’s need for p rem arket 
certifications of an tib io tic  disks. T h is policy decision w as no t incor
rectly  m ade, since it w as consisten t w ith  the findings of Congress 
behind the  requ irem en t for p rem arket clearance and certification of 
antib io tics. A co n tra ry  decision w ould undercu t the  value of even 
te s tin g  antib io tics since the  use of the w rong  antib io tic, because of 
an erroneous test, could cause com plications.

C laim ant, in Bacto, argued  th a t the product, no t being in dosage 
form , was not available for d rug  use. C laim ant also argued  th a t the 
article  w hich was to  be classified w as the  disk, not the chem icals. 
The dosage form  is irre levan t in the definition and the fact th a t the 
chem ical is on a disk does not change the  chem ical in to a device.

Judge W ein ste in ’s defense of his opinion, on the basis th a t the 
case involves an econom ic in te rest and no t a health  in terest, m ay be 
appealing  em otionally , bu t it does not ju s tify  different resu lts  w hen 
there  is a technically  correct answ er w hich m eets a precise legislative 
schem e. T he Dotterweich149 proclamation th a t the s ta tu te  is to  be

” s The Court apparently distinguishes devices w hich operate by m echanical 
betw een com plex chem ical p roducts action. See footnote 147.
like com m on drugs which have bio- U n ite d  S ta te s  v. D o tte rw e ic h , 320
logical or physiological activity and U. S. 277, 64 S. Ct. 134 (1943).
DRUG, DEVICE, COSM ETIC?----PART II PAGE 3 3 9



liberally  construed  m ay be applicable to the im plem entation  of the  
s ta tu to ry  sanctions, b u t it should no t be applicable to  construc tion  
of these definitions w here such broad in te rp re ta tio n  a lte rs  th e  leg is
lative schem e.

W h en  the problem  is to  classify a new  kind of cosm etic or device, 
a cou rt m ay believe it w ise to  require preclearance and classify the  
p rod uct as a drug. If the cou rts  im plem ent th e ir beliefs w hen th ey  
have no t and are unable to  fully investigate  th e  problem s involved, 
they  are u su rp ing  the  function  of Congress w hich has the  sole respon
sib ility  for conducting  these investigations. M oreover, it is C ongress 
w hich has the  responsib ility  to  enact leg islation  w hich w ould require  
preclearance of devices and cosm etics.

Conclusion
T he question here is no t sim ply w hether a p roduct is a d ru g  and 

therefore w ith in  the ju risd ic tion  of the A ct, b u t w hether it is one of 
the  articles in tended by Congress to  be precleared.

I t  is an  accepted fact th a t the literal language of th is  s ta tu te  is 
no t the  sole criterion  for classify ing these products ;1B0 the legislative 
h is to ry  also deserves g rea t w eight. A ny analysis of the  h is to ry  can
not sim ply take note of p a rt of the legislative h istory , b u t m ust con
sider all of it, including the  h isto ry  behind d rug  preclearance.

The following is a discussion on 
Chemical M ace and w hether it could be 
a “drug” :

S enator M oss: P ro fesso r P age told 
us of the large num ber of chem ical 
sprays tha t are available on the m ar
ket. H ave you considered w hat he sug
gested tha t there perhaps should be a 
p rem arketing  clearance approach?

Dr. L ey: T his is the the third, and 
to m y w ay of thinking, m ost rigorous 
level of reaction to this problem , M r. 
C hairm an. T h a t would be the new drug  
procedure approach to this category  
of agents. As I indicated in m y earlier 
statem ents, I do not believe th a t this 
approach is desirable until it is—until 
we have had the opp ortun ity  to pursue 
the lesser levels of response to the 
p ro b le m . . .

Now, can we tu rn  to M r. Goodrich 
for a com m ent on this?

M r. Goodrich. I agree w ith tha t, bu t 
we did disagree w ith  a  poin t th a t P ro 
fessor P age discussed, w hether o r not 
these products could be classified as 
drugs. W e concluded th a t they could 
not, if they  came properly  under the 
H azardous Substances A ct and were 
not drugs.

I suppose th a t pistols and bullets are 
intended to affect the function o r s tru c
ture of the body in the sam e w ay these 
are, but we concluded that the product 
could not properly be classified as drugs 
under the definition in the Food, D rug, 
and Cosm etic Act.

T estim ony of Dr. H erb ert L ey  & 
W illiam  W . G oodrich: (T ran sc rip t of 
Proceedings before Senate Com m ittee 
on Com m erce, Subcom m ittee for C on
sum ers, H earin g  on Public Sale of 
P ro tective Chem ical Sprays 21 M ay, 
1969, pages 50-51.)
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T he im m ediate difficulty w ith  any in te rp re ta tio n  of th e  term  
“d ru g ,” w hich w ould require  preclearance of articles such as devices, 
is the  fact th a t C ongress refused to  pass device leg islation  proposed 
d u ring  th e  last th ir ty  years. T h is fact app aren tly  had no effect on 
these judicial decisions. No doub t th ere  m ay be concern for b e tte r  
consumer protection, but it is for Congress, not the courts, to legislate.

If a ra tional approach is to  be sough t, th en  perhaps a sim ple 
a ttem p t should be m ade to  ex trapo la te  from  the  leg islative h is to ry  
the  n a tu re  of the  products to  be classified as d rugs, devices and cos
metics.151 The Supreme Court and the District Court in Sudden Change 
app aren tly  have m ade an  extrapolation , and th ey  d istingu ish  devices 
from  drugs by  v irtue  of th e ir physical, m echanical action versus th e  
physiological action  of drugs.

Such a m ethod of d istin gu ish ing  drugs from  devices w ould allow  
the  F D A  to classify rad ia tion  or e lectrom agnetic  forces as d rugs 
even though  the  m achines th a t em it them  are devices. U nder the  
definition of new  drugs, these devices could be required  to  be p re 
cleared if they  are p a rt of a new  m ethod of adm in istering  the  drug  
to  the p a tien t.152 T his approach w ould negate the  necessity  of enact
ing  p a r t of the  proposed new  leg islation  since th e  m ode of action  
and possible dangers are exactly  th e  sam e for these articles as th ey  
w ere for E lix ir Sulfanilam ide. A rticles w hich do no t p resen t th e  
sam e dangers, such as surgical in strum en ts, p rosthe tic  devices and 
o thers in tended  to  be covered by  th e  “ M edical D evice S afety  A ct,”153 
w ould continue to  rem ain ou tside the  preclearance requ irem en t un til 
Congress acts. Ju d g in g  from  the  concern expressed by the  courts, it 
w ould appear to  be tim ely  for C ongress to  investigate  the sub jec t 
of m edical devices. [T he  E n d ]

151 Compare T G A  v . G ard ner, 278 F. 
Supp. (D C  S. D. N. Y„ 1968).

152 A d rug  m ay be “new ” because of 
new ness for d rug  use of some sub
stance, o r com bination of substances, 
o r p roportion  of a  substance, or be-
DRUG, DEVICE, COSM ETIC?----PART II

cause of new ness of the purpose for 
w hich it is to be used, o r because of 
new ness of a dosage or m ethod of ad
m in istration . 21 C F R  130.1(h).

153 H . R. 10726, 90th Cong. 1st Sess. 
(1967).
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The Rule-Making Authority 
of Boards of Pharmacy

By HENRY KANE
This Paper W as Presented Before the National Associa
tion of Boards of Pharmacy in Montreal, Canada, May 
18, 1969. Mr. Kane is the Assistant Attorney General of 
Oregon. The Views Expressed Are Those of the Speaker 
and Not Necessarily Those of the Attorney General.

Ab o a r d  o f  p h a r m a c y  s e r v e s  a n d  p r o t e c t s  the
public by regu la tin g  the  practice of pharm acy  and, indirectly , 

the  use of drugs by individual m em bers of the  com m unity.
To m eet changing conditions and to fill in the  in terstices of 

regu la to ry  s ta tu tes , a s ta te  board of pharm acy generally  possesses 
lim ited au th o rity  to  adopt rules or regu la tions.1 In  recent years the  
legislative trend  has been to g ran t s ta te  boards of pharm acy m ore 
d iscre tionary  au th o rity  to  regula te  the practice of pharm acy and the 
use of drugs. T he effect of en larg ing  the  trad itio nal ju risd iction  of a 
s ta te  board of pharm acy is to  m ake the agency a little  FD A .

T he g row th  of the  ru le-m aking au th o rity  of a s ta te  board  of 
pharm acy  appears to  be m atched by m ore frequent appeals to  the 
courts challenging a particu lar rule or action of an agency and, in 
a t  least the case of O regon, the refusal to issue a d rug  exem ption 
in the  form  of a rule.

T his trend  requires a tto rney s serv ing sta te  boards of pharm acy 
to  give m eticulous a tten tion  to  th e ir s ta te ’s ru le-m aking requirem ents 
and the  general case law  in te rp re tin g  the  scope and application of 
the  ru le-m aking au th o rity  of adm in istra tive  agencies.

O ur experience in O regon leads me to  suggest th a t in order 
to  improve the rule-making process and to have agency rules sustained 
on appeal, it is necessary for a tto rney s to  w ork closely w ith agency 
members and staff in the planning and conduct of a rule-making hearing.

1 O re g o n  N e w sp a p e r  P u b lish e r s  A s s o -  ela tion  v . P e te rso n , 244 Or. 116, 41S P.
2nd 21 (1966).
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Thus, before a proposed rule is scheduled for hearing, the a t
to rney  should determ ine th a t the agency is au thorized  to  adopt th e  
rule and th a t its language sta tes  in clear term s how  the regu la ted  
are to  com ply w ith  the  ru le ’s requirem ents or prohibitions.

Policy and Legal Considerations
A com prehensive checklist of policy and legal considerations 

to  be applied to  a proposed rule is found in the F o o d  D r u g  C o s m e t i c  
L a w  J o u r n a l .2 T he policy considerations are for the  agency, not 
the a tto rn ey  who lim its his service to  legal counsel. W ritten  from  the  
s tandpo in t of the regula ted , the checklist po in ts a r e :

(1) T he regulation  m ust be for the accom plishm ent of a 
useful and necessary  purpose.

(2) T he scope of the regulation  m ust be carefully considered 
to  avoid e ither exceeding the scope of au th o rity  g ran ted  by the  
applicable s ta tu te s  or exceeding the  lim its of con trol reasonably  
required  to achieve the  regu la to ry  goal.

(3) The p rim ary  effects of the regula tion  m ust be carefu lly  
review ed to determ ine th a t it will no t be m ore harm ful in one 
particu la r th an  beneficial in another.

(4) The collateral effects of the regula tion  should be de ter
m ined to  m ake certain  th a t it does not im pinge upon a practice 
or ac tiv ity  w hich m ay be re la ted  to  the  p rim ary  ob ject of the 
regula tion  b u t w hich need no t be in terfered  w ith  to  accom plish 
the  purpose of the  regulation .

(5) T he use of indefinite or am biguous ph rasing  or te rm i
nology should be avoided. T he stan dards set fo rth  should be 
defined on an objective ra th e r th an  subjective basis, w herever 
possible.

(6) T he in ten t and effect of the  regu la tion  should be clear to 
avoid confusion or un ce rta in ty  by  those w ho m ust w ork w ith  it.
P rio r  to  publication  of notice, the  a tto rn ey  should review  every 

procedural step  in order to  insure th a t the  agency has com plied w ith 
the  hearing  notice requirem en ts of the  pharm acy law  and the  s ta te ’s 
A dm in istra tive  P rocedure  Act.

T he nex t step  is to  explain to  the board m em bers and staff, in 
non-technical term s, the du ty  to  com ply w ith  the  various s ta tu to ry  
and case law  requ irem en ts govern ing  a ru le-m aking hearing.

2 Seligm an and Stafford, “T he O ther 
M an’s Shoes” 24 F ood D rug Cosm etic  
L aw  J ournal  146 (M arch, 1969).
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Im press on the  board m em bers th a t the purpose of a rule- 
m aking  hearing  is to give the  public, as well as the  regulated , the 
oppo rtun ity  to  be heard. D o n’t  cite the case law  on standing. Instead , 
advise th a t the board  should receive the  testim ony of any individual 
or o rgan ization  desiring  to  be heard  in support of or in opposition 
to  the  proposed rule.

S uggest th a t the  hearin g  record contain the  facts or background 
of the  s ituation  th a t prom pted  the board or a pe titioner to  offer the 
proposed rule, the  problem  created  by the  situation , and the  adequacy 
of the proposed rule to  correct the situation .

T he record should include ru lings on objections and adequate 
reference to  all m atte rs  of w hich the  board took official notice. W it
nesses should be required  to  explain in lay m an’s te rm s the  technical 
term s and exhib its used in th e ir  presen ta tions. Board m em bers will 
un derstan d  the  technical term s w ith ou t exp lanation, b u t a court 
review ing the record on appeal m ay not.

As sta ted  bv Judge H aro ld  L even thal of the  C ircuit C ourt of 
A ppeals for the D istric t of Colum bia in an address to  adm in istra tive  
law y ers : “ E lucidate the  technical. You ju s t can’t m ake th in gs too 
sim ple for a judge. * * * T he law yer can ’t take too m any pains to 
m ake the technicalities too clear."3

Procedural Rules
I t  is assum ed th a t every s ta te  board of pharm acy has adopted 

procedural rules govern ing  a hearing. T o the ex ten t no t already 
provided by rule, the  board could adopt some form  of the  follow ing 
p ro p o sa ls :

1. Briefs on legal po in ts p erta in in g  to  the  proposed rules 
are to be subm itted  to  the board prio r to  the  hearing.

2. A party  in tending  to  p resen t a w itness shall provide, 
prio r to the hearing, a s ta tem en t of the w itn ess’s background , a 
sum m ary of his antic ipated  testim ony, and copies of scientific 
articles upon which he in tends to rely.

3. A party  in tending  to  present an exhibit shall subm it the 
exhibit and an explanation  of it prio r to  the hearing for iden
tification and adm ission a t the  hearing.

4. P arties  in tending  to express sim ilar views for or against 
a proposed rule are encouraged to  subm it jo in t s ta tem en ts  of 
position prio r to  the hearing.

3 L eventhal, “ Cues and Com passes m in is tra tiv e  L a w  R e v ie w  237 (M arch, 
fo r A dm inistrative L aw yers” 20 A d -  1968).
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5. A p arty  voicing an objection du ring  a hearing  shall 
s ta te  the  grounds of his objection. If  the  objection is taken 
under advisem ent, the  objection shall be overruled  unless the 
p arty  subm its a brief in support of his objection.
T hese proposals w ould sho rten  hearin g  tim e, m inim ize surprise 

and , m ost im p ortan t, enable the  board and  its staff to  p repare to 
cross-exam ine w itnesses d u ring  the hearing.

L et us now consider a topic as im p ortan t as the  proper conduct 
of a hearing— the findings of fact, conclusions of law  and the  order 
th a t com plete the  ru le-m aking process.

S ta te  law s vary  regard in g  the degree to  w hich the record of 
the hearing  on adoption of a rule m ust contain findings of fact to 
sup po rt the  agency’s decision to  adopt the  rule.

If the  govern ing  s ta tu te  requires the  agency to m ake findings of 
fact to  sup po rt an o rder or rule, absence of such findings or in 
adequate  findings is reversible erro r. T hus, the C ircuit C ourt of 
A ppeals for the  D is tric t of C olum bia said of the findings requ ire
m ent govern ing  the  F ederal C om m unications C o m m ission :

W hen C ongress requires a finding, its in struction  is not to  be ignored or 
given only lip service. T he need for articu lation  of findings requires the decision
m aking body to focus on the value to be served by its decision and to express 
the consideration w hich m ust be the basis of decision.4

A particu lar s ta te  law  m ay or m ay no t require the agency to  
m ake findings of fact in support of a rule. H ow ever, a rule m ay be 
sub jec t to  a ttack  as a rb itra ry  and capricious if the hearing  record 
lacks facts ju stify ing  adoption of a rule. T h is m ay be especially true  
in those instances in w hich the  agency is given a broad pow er to  
regu la te  p u rsu an t to  s ta tu to ry  standards, for exam ple, designation  of 
dangerous drugs.

E ven  w here the  cou rt does no t s ta te  th a t it has review ed the 
factual rationale  in support of a rule, such review  appears to  be 
im plicit in decisions on in te rp re ta tive  rules. T hus, in Angelos v. State 
Board of Dental Exam iners,5 the  O regon Suprem e C ourt upheld a 
regu la tion  w hich proh ib its licensees from  advertising  certain  special
ties unless the  den tist so adv ertis in g  m eets certain  standards. In  
app aren t partia l reliance on the  factual m a tte rs  found in the record 
and presen ted  to  th e  court on appeal, the  Suprem e C ourt held th a t 
“ the B oard reasonab ly  could have concluded th a t the  effect of the 
sign w as to  create th e  un w arran ted  im pression th a t the advertising  
den tist w as a specialist * * *.” T he decision could have been to  the

1 Jo sep h  v . F ed era l C om m u n ica tio n s  D. C., 1968).
C o m m issio n  404 F . 2nd 207, 211 (C A  5 244 O r. 1, 414 P. 2nd 335 (1966).
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co n tra ry  in the absence of a show ing in support of the reasonab le
ness of the  challenged regulation .

Oregon Board’s Experience
L et us tu rn  now to the  O regon S ta te  B oard of P h arm acy ’s 

recen t experience w ith  ru le-m aking  hearings.
T hree  persons convicted of illegal possession of m arijuana  pe ti

tioned the  O regon S ta te  B oard of P harm acy  for a regulation  to  “de
classify” m arijuana as a s ta tu to ry  narcotic  d rug  p u rsu an t to  a s ta tu te  
p erm ittin g  exem ption of d rugs no t hav ing sufficient narcotic  ch a r
acteristics to  w arran t im position of the  provisions of the U niform  
N arcotic  D rug  A ct.6

M y colleague, G eorge W oodw orth , devoted w eeks of effort to  
g a th erin g  of scientific data  and views on the  issues raised  by  the  
petition , ob tained w itnesses, and follow ing the  bo ard ’s decision, m etic
ulously drafted the findings of fact, conclusions of law, and the order.

T he board  conducted th ree  days of hearings on the  petition  to  
the  accom panim ent of fron t-page new spaper coverage and the  g lare 
of television ligh ts in a sm all, crow ded hearing  room. T he pe titioners 
and opponents of the proposed rule w ere given full op po rtun ity  to  
p resen t th e ir respective views. A fter concluding the hearing, the 
board called for briefs on the legal issues from  the petitioners and the 
A tto rn ey  General. T he O regon b ranch  of the  A m erican Civil L ib er
ties U nion (A C L U ) w as on the brief for the petitioners.

T he board  review ed the  briefs and evidence and m ade findings 
of fact and conclusions of law  and issued an order declin ing to  g ran t 
the  relief requested  by  the  petitioners.

W e w ere subsequently  advised by an A C L U  a tto rney  th a t his 
organ ization  decided no t to appeal the o rder because it w as no t 
appealable. T he petitioners, how ever, appealed, b u t the  cou rt sus
tained  the  bo ard ’s dem urrer to  the appeal on the  g round  th a t the 
petitioners had no t com plied w ith  the  judicial review  provisions of 
the O regon A dm inistra tive  P rocedure Act. S ubsequently , one of the 
th ree  petitioners filed ano th er appeal, b u t the cou rt susta ined  the  
bo ard ’s dem urrer on the  g round  th a t the  com plain t did no t s ta te  a 
cause of action. A gain, the  petitioner had no t com plied w ith  the 
provisions of the A dm inistra tive  P rocedure Act.

In  bo th  instances the  decisions w ere lim ited to  the technical 
issues raised  by dem urrer. W e w ere confident, how ever, th a t had the

6 Oregon Revised Statutes, Ch. 474.
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appeals been tried  on the m erits, the courts w ould have sustained 
the  A tto rney  G eneral’s position th a t the board lacked the s ta tu to ry  
au th o rity  to g ran t the  relief requested  by the petitioners.

One of the th ree  petitioners appealed his m arjuana conviction 
tc  the O regon Suprem e C ourt, w hich ind irectly  susta ined  the A tto r
ney G eneral's view th a t exem ption of m arijuana w as a question for 
th e  leg islature. T he tw o-paragraph  opinion said :

W e are presented w ith an extensive, B randeis brief u rg ing  us to hold th a t 
the inclusion of m arijuana in the s tatu te , O R S 474.010(18), as a narcotic drug  
violates the F ou rteen th  A m endm ent and A rt. I, § 11, of the O regon  C onstitu 
tion. P resen t knowledge, it is claimed, compels the conclusion tha t m arijuana 
is not a habit fo rm ing  drug  and its specification as such, in the statu te, is now 
so a rb itra ry  as to violate due process. I t  is secondarily argued th a t to  classify 
the possession of m arijuana as a felony is a “savagely indiscrim inate trea tm en t 
of v io lators.”

T he opinions, on the subject, tha t are expressed in the brief do noth ing 
m ore than express the best judgm ent of the persons who express the opinions. 
O th er people, possessed of seem ingly equal expertise, find a co n tra ry  result 
from  the use of m arijuana. T he legislature m ust m ake the ultim ate judgm ent 
on the issues presented, not the court.7

In ano ther recen t decision,8 the O regon Suprem e C ourt upheld 
the  valid ity  of a S ta te  Board of P harm acy  regulation  designating  ly
sergic acid d iethylam ide (L S D ) as a s ta tu to ry  dangerous d ru g  under 
the O regon D angerous D ru g  A ct.9 T he regulation  w as based on a 
designation by the  S ta te  D ru g  A dvisory  Council. T he court relied 
on tw o recen t federal decisions10 in upholding the regulation , bu t 
reserved judgm en t concern ing the efficacy of the m ethods used by 
the  Council in m aking the L SD  designation.

Conclusion
In conclusion, our role as a tto rney s requires us to  w ork w ith our 

agencies in the planning, p repara tion  and conduct of a ru le-m aking 
hearing  and the subsequent d ra ftin g  of app ropria te  findings of fact, 
conclusions of law and the order or reso lu tion  adopting  a regulation .

O rego n’s experience is th a t such close cooperation betw een a 
board and its a tto rney s helps the board to  conduct a hearing  and 
increases the  likelihood th a t a challenged regulation  will be upheld 
on appeal, and th u s  b e tte r enables a board to  serve the public and 
the  regulated . [The End]

7 State of Oregon v. Leppanen, 87 O re
gon Advance Sheets 861, 449 P. 2nd 447 
(1969).

8 State of Oregon v. Sargent, 87 O re
gon A dvance Sheets 883, 449 P. 2nd 845
(1969).

9 O R S 689.650 and 689.660.
10 Iskc v. United States, 396 F . 2d 28 

(CA-10 1968) and W hite v. United 
States, 395 F . 2d 5 (CA-1 1968), cert, 
denied, 21 L. Ed. 2nd 266.
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Environmental Health Protection
By CHARLES C. JOHNSON, JR.

This Paper was Presented at the Southern Regional Legislative Seminar 
on Current Public Health Problems, sponsored by the Southern Confer
ence of The Council of State Governments, April 12, 1969, Atlanta, 
Georgia. Mr. Johnson is the Administrator of the Consumer Pro
tection and Environmental Health Service, Public Health Service, U. S. 
Department of Health, Education, and W elfare, Washington, D. C. 
Biographical Notes on Charles Johnson appear on page 361.

En v i r o n m e n t a l  h e a l t h  p r o t e c t i o n  m ay well be the
m ost im p ortan t and u rgen t issue our generation  has to  face. I t  

is im portan t, and it is u rgen t, because the  decisions we m ake today  
affect no t only th e  health  and w ell-being of our own generation  bu t 
m ay well determ ine the health  and w ell-being of our children and 
our ch ild ren’s children.

T he fact is th a t we shape our environm ent, and then  our en
v ironm ent shapes us. W e have only to  look around us to  see th a t 
we are well on the  w ay— particu larly  in our u rban  areas— to creating  
a w orld w hich can have the m ost serious adverse effects on hum an 
health .

Dr. Jerom e W iesner of the  M assachusetts In s titu te  of T ech
nology said in recent testim ony before a Senate C om m ittee on 
T echnology and the  H um an  E nv ironm en t, th a t we are “engaged in 
a race betw een catastrophe  and the  in te lligen t use of technology, and 
i t ’s no t a t all clear we are go ing to  w in .’’

Environmental Problems
E nv ironm en tal problem s are of particu lar significance a t th is 

tim e to the  Sou thern  S ta tes because, w ith  regard  to  certain  of these 
—p articu la rly  those associated w ith  rapid urban ization , indu stria liza
tion, and popu lation  increases— you are a t a po in t of critical decision, 
w ith  op tions open to  you which no longer exist for m any high ly 
urbanized areas in o ther p arts  of the  country . O f course, you are no 
s tran g ers  to  problem s caused by m isuse of the  environm ent. Sev
eral of the  sta tes  represen ted  here have inherited  the  te rrib le  a fte r
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m ath  of s trip  m in ing operations, and m ost of you have been b a ttlin g  
for several genera tions the dev asta ting  effects of unw ise agricu ltu ra l 
practices. B u t such problem s as pollution, crow ding, noise, w aste 
disposal—w hich seem alm ost beyond rem edy in som e of our n o rthern  
s ta te s—are in an earlier s tage of developm ent in m ost of the  South.

H ow ever, as seem s alw ays to  be th e  case w hen we begin to  look 
closely a t env ironm ental problem s, it is a lready la ter th an  we th ink, 
even for you here in the South. Ju s t one indication is th is  fact, w hich 
I w ill confess cam e as ra th e r  a surprise  to  m e : 17 of th e  32 fastest 
g row ing  large m etropo litan  areas in the  U n ited  S ta tes (those w ith  
a population  of 250,000 or m ore) are in the  15 S ta tes represen ted  
by  th e  S ou thern  Conference. T he ra te  of g row th  and change in 
y o u r S ta tes is rapid. I t ’s app aren t th a t we are go ing to  have to  run  
faste r and faste r ju s t to  stay  even w ith  the  developing problem s.

I t  m ay seem , a t first glance, unnecessary  to  s ta te  th a t all concern 
w ith  the  env ironm ent is essen tially  a concern for m an— for his to ta l 
health , happiness, and w ell-being. A nd yet, it seem s to  me it is 
w orth  s ta tin g  and resta ting , w henever w e are faced w ith  decisions 
affecting  the  environm ent. F o r the  env ironm ental problem s th a t 
plague us today  are largely  the  resu lt of our narrow  pu rsu it of 
lim ited  ob jectives— econom ic efficiency, fast tran sp o rta tio n , ag ricu l
tu ra l abundance, for exam ple— and our tendency  to  endow  these 
activ ities w ith  a life and purpose of th e ir  own, separate  from  or even 
superio r to  the  needs of the  hum an beings th ey  w ere designed to  
serve.

T he tim e has come w hen we m ust recognize th a t the  various 
system s and subsystem s w hich we devise to  m ain ta in  ourselves on 
the  p lanet— system s of econom ics, tran sp o rta tio n , education, ag ri
cultu re, etc.— th a t all these  should con tribu te  to  the  total well-being 
of the citizen and consum er.

T he  o rgan ization  w hich I have the  privilege, and the  problem , 
of heading, T he C onsum er P ro tec tion  and E nv ironm en tal H ea lth  
Service, has been estab lished to  provide a new  im petus to  our N a
tional effort to  save the environm ent, and to  provide a focus on m an 
as p a rt of th a t environm ent.

I t  includes the Food and D rug  A dm inistra tion , headed by D r. 
H e rb e rt L. Ley, J r . ;  the N ational A ir P o llu tion  C ontrol A d m in istra
tion , headed by Dr. John  T. M id d le to n ; and the  E nv ironm ental Con
tro l A dm inistra tion , headed by A ssistan t Surgeon G eneral C hris A. 
H ansen . F o r the  first tim e in the  D ep artm en t of H ealth , E ducation , 
and  W elfare we have b ro u g h t all these  organizations, dealing w ith
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pro tec tin g  hum an beings from  environm ental hazards, to ge ther in a 
s itua tion  w here they  can be m utually  supportive. W e are finding 
th a t we are now  able to take a m ore coord inated  approach to  env iron
m ental problem s, and  we are m oving ahead as rapid ly as possible to  
create a program  which will have a real and lasting  im pact on these 
problem s.

I will tu rn  now  to som e of the specifics of env ironm ental change 
th a t bear on hum an health . I know  th a t you will w an t me to  be as 
candid as possible in assessing som e of the environm ental problem s 
of your sta tes  and the  m easures you are tak in g  to  com bat them . O f 
course, perfect candor is no t alw ays easy to  bear. I am rem inded 
of a little  s to ry  about Sou thern  courtesy  and hosp ita lity  which 
re lates to that.

I t  seem s a young  couple—visito rs from  the N o rth— were w alk ing  
down P each tree  S treet in A tlan ta  one day and had lost th e ir  way. 
T hey  stopped a kind ly little  old lady and inquired how far it w as to  
the  S ta te  Capitol.

“ O h,” she said, “ i t ’s a t least 15 blocks.”
T hen  she no ticed how  tired  and crestfallen  they appeared a t the  

new s, and she said, very  sw eetly  and gently , “ Oh, I th ink  I ’ll m ake 
it 10 blocks. A fter all, you-all are w alk in ’.”

W ell, it is a tem p ta tion  for me, too, to  soften m y com m ents, 
particu larly  in view of the k indness and hosp ita lity  you have show n 
me here. H ow ever, I know  you are here to  deal w ith  facts, no m a tte r  
how  d istu rb ing  they  m ay be. And, while I will have to  po in t ou t 
areas in w hich I feel you in th e  Sou thern  S ta tes are no t m oving fast 
enough against your environm ental problem s, I should m ake it clear 
th a t you are no t alone. As a nation, we are no t dealing adequate ly  
w ith  these m atters, even in o ther p arts  of the  coun try  w here the  dam 
age is a lready far advanced. In  o ther w ords, we are all on foot, like 
th a t couple in A tlan ta , and we have a long w ay to  go. W e m igh t 
as well know  ju s t how  far.

Food Contamination
L et me begin w ith  food, since th is  is one of the  m ost basic re 

qu irem ents of m an and a sub ject of special in terest to  yo u r sta tes, 
w hich produce and process so m uch of the n a tio n ’s food supply. 
M ain ta in ing  uncon tam inated  food is a con tinu ing  and indeed a g row 
ing problem . I t  is estim ated th a t over tw o m illion A m ericans are 
stricken  w ith illness each year from  m icrobiological con tam ination  
of food— chiefly salm onellosis.
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W h at is m ore, the use of food additives to  im part flavor, color 
or o ther qualities has increased 50 percen t in the past ten  years, and 
each of us now consum es an average of th ree  pounds of these chem 
icals yearly . Pesticides leave residues on food crops, and traces of 
ve te rin ary  drugs occur in m eat, m ilk and eggs— all th is  in addition 
to  the  chem ical barrage  th a t reaches us from  other p arts  of the 
environm ent.

T he  Food and D rug  A dm inistra tion , w hich is now p a rt of our 
new  C onsum er P ro tec tion  and E nv ironm en tal H ea lth  Service, is 
w ork ing  to w ard  a fuller partn ersh ip  w ith  the S ta tes w hich should 
benefit bo th  in te rs ta te  and in tra s ta te  food program s. I t  is developing 
agreem ents w ith  the  several sta tes  w hich will involve a full in te r
change of activ ities and resources, and, m ost im portan tly , will help 
to  assure th a t foods m arketed  on a s tric tly  in tra s ta te  basis are safe 
and w holesom e. F o r exam ple, in the  control of m edicated feeds, 
n ine1 of the sta tes rep resen ted  here have en tered  in to  form al a rran g e
m ents to accept or share responsib ilities for the  inspection of m edi
cated feeds to  insure safe and effective anim al m edication while 
assu ring  m an of a food supply  free of d rug  residues. A nother five 
s ta te s2 are cu rren tly  developing th e ir capability  to  en ter in to a for
m al p lann ing  arrangem ent. E xp lo ra to ry  conversations have been 
held w ith  the  o ther s ta te .3

W e in tend  to move ahead as quickly as possible to  extend th is  
p a rtn ersh ip  approach to  o ther areas of food protection , and I hope 
you will all be prepared  to  en ter in to  th is  kind of cooperative p lan
n ing  to  assure safe and w holesom e food for all our people.

Pesticide Residues
Pesticide residues on food continue to  be a problem . T he value 

and the  hazards connected w ith  pesticide use are now here b e tte r 
understood  th an  here in the  fru it and vegetab le garden  of the nation. 
F ederal regu la to ry  au th o rity  in th is area  covers only in te rs ta te  sh ip 
m ents, and here again  we are faced w ith  the fact th a t m uch of the  
food produced on farm s never crosses s ta te  lines. Effective s ta te  
surveillance is a practical necessity , and yet the tru th  is th a t m ost 
s ta tes  in the  S ou th— and m any ag ricu ltu ra l sta tes  in o ther parts  of 
the  cou n try— are no t doing enough to  p ro tec t th e ir consum ers against 
in gesting  toxic pesticide residues on food.

1 F lo rida , Georgia, K entucky, M ary- 2 A labam a, A rkansas, Louisiana, M is-
land, O klahom a, T ennessee, T exas, sissippi, South Carolina.
V irginia, W est V irginia. 3 N orth  Carolina.
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Ju s t last week, the Food and D rug  A dm inistra tion  found it 
necessary to  im pound som e 28,000 pounds of frozen salm on tak en  
from  Lake M ichigan w hich w as destined for in te rs ta te  sh ipm ent 
because of pesticide con tam ination  rang ing  up to 19 parts  per million. 
U p to  now, pesticide residues in fish haven’t  presen ted  a significant 
problem , and we are no t sure w hy th is one species from  L ake M ichi
gan has concentrated  these excessive levels. I t  is an indication of 
the  need for con tinuous re-evaluation  of our env ironm ental control 
efforts.

O ur w ater hygiene program  conducts periodic surveys for pesti
cide con tam ination  of coastal w ater and estuarine  areas, includ ing  
the  S ou theast and Gulf Coast areas. R esu lts to  date have show n a 
low level of pesticide occurrence.

In addition , as part of a com m unity  w ater supply survey  w hich 
we have begun in recent m onths, we are m easuring  the percen tages 
of 10 chlorinated  hydrocarbons in finished w ate r from  trea tm en t 
p lan ts served by surface sources and are doing selective m easu re
m ents on raw  w ater from  surface sources and shallow  wells. O u r 
repo rt on th is nine-city  survey will not be com pleted un til S eptem ber 
of th is year, bu t I believe som e prelim inary  resu lts  will be available 
earlier.

A n adequate S ta te  pesticide program  cannot be a h it-or-m iss 
th ing . I t  requires laboratories, crop analysis and inspection, con trol 
or perm it system s to  deal w ith  m ajo r sp ray ing  and du stin g  opera
tio n s; and it requires an in form ational and educational program  to 
increase vo lu n tary  com pliance. T he S ta te  of F lo rida has estab lished 
a very  fine program , hav ing  m ost of these fea tu res ; I w ould suggest 
th a t o ther S ta tes m ight con tact the F lo rida  D ep artm en t of A gricu l
tu re  for add itional inform ation.

State Legislation
T he Public H ea lth  Service (P H S ) has for m any years provided 

assistance in the area of food and m ilk protection  to  s ta tes  and local 
ju risd ic tions th ro ug h  a vo lun tary , cooperative, technical assistance 
program . I understand  th a t w hile m ost of the  S ou thern  S ta tes have 
adopted  our recom m ended 1965 P asteu rized  M ilk O rdinance and the  
1962 Food Service S anita tion  O rdinance and Code, th ere  are several 
w hich have no t done so. I w ould urge those th a t have no t a lready 
adopted these codes to  do so, as a step  to  im plem enting  uniform  
food protection.
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T here is no question th a t there  is m uch to  be done, bo th  here 
in the South and in o ther parts  of the  nation , before we will have 
adequate contro l over th is  problem .

O f course, the first requ irem en t for p ro tection  in the whole area  
of food and  d rugs is an adequate legal base, and I am to ld by those 
w ho have exam ined s ta te  law s closely th a t m ost of the sta tes rep re
sented here need to  m ake a m ajo r effort to  m odernize, update, and  
s tren g th en  th e ir legislation.

In  th is group  of 15 sta tes, five4 have food and drug  law s based 
upon the  orig inal 1906 F ederal S ta tu te , now  grossly  out of date and  
inadequate. S ix5 o thers have pa tte rned  th e ir law s after the  m ore 
m odern F ederal A ct of 1938, bu t do no t include im p ortan t la te r  
provisions requ iring  a preclearance for safe ty  of food additives, and 
estab lishm ent of pesticide tolerances. F lorida, K entucky , T ennessee, 
and T exas have legislation w hich includes these la te r am endm ents 
regard ing  food. I un derstan d  th a t m odern food and d ru g  legislation 
is now before the W est V irg in ia  leg islature.

As for drugs, lax s ta te  law s encourage quackery  w hich p resen ts  
serious th rea ts  to  hum an health  and drains the  pockets of the  very  
people w ho can least afford it. In  fact, even som e of the m ost sophis
tica ted  people fall v ictim  to our gen era tio n ’s faith  in “ m iracle” drugs, 
no m atte r how unproven, as we can see from  the  recent exposure 
to w eigh t-contro l nostrum s.

I can’t urge you too stron g ly  to  m ove ahead rapid ly  in the  area  
of food and d rug  protection.

Poisons
Before I leave the general sub jec t of legislation to  p ro tect th e  

consum er, I th ink  I should m ention ano th er legislative area w hich 
should be given high p rio rity  for s ta te  action. T hese  are the  haza rd 
ous substances and p ro d u c ts : p o iso n s ; p roducts w hich are corrosive, 
irritan t, flam m able or exp lo sive ; p roducts w hich offer th rea ts  from  
rad ia tion . T his is a g row ing  problem , w ith  thousands of new and 
un tested , inadequate ly  labeled, products being rushed to  m arket 
every year. Som e 3,000 deaths occur every year from  accidental in
gestion  of poisons— m ost of these  am ong children. In  addition , o ther 
types of accidents, no t including highw ay accidents, take the  lives 
of about 50,000 A m ericans yearly , and m any involve unsafe products 
or m isuse of products. W e have m oved ahead a t the  federal level.

4 A labam a, M aryland, M ississippi, 5 A rkansas, Georgia, Louisiana, O k- 
Sou th  Carolina, W est V irginia. lahom a, V irgin ia, N o rth  Carolina.
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We now have a E lectronic P ro du cts  A ct w hich provides for federal 
regu la tio n  of products th a t produce harm fu l ionizing or non-ionizing 
radiation . T hese m ay include color television sets, m icrow ave ovens 
and  the like. F u rth erm ore , we are now able to ban from  in te rs ta te  
com m erce any hazardous substance in tended for use by children, 
or any w hich w ould no t be adequately  controlled by a label w arning . 
B u t m any such substances are produced and d istribu ted  locally and 
can be controlled only by s ta te  sta tu te . Y et, only five s ta te s6 am ong 
th is  fifteen have a H azardous Substance L abeling  Act, and none has 
enacted  the  s tron ger “child health  p ro tec tio n” provisions.

Air Pollution
L e t’s m ove to ano th er concern. A ir po llution is one of those 

problem s w hich is relatively  new to the South. H ow ever, it is by 
no m eans a negligib le problem  here. A m ong the  65 m etropo litan  areas 
which the  N ational A ir P o llu tion  C ontrol A dm in istra tion  has listed 
as hav ing the  m ost severe air po llution, 147 are below the  M ason- 
D ixon line (15 if we include W ash in g to n , D. C., w ith  its  M ary land  
and V irg in ia  sub urbs). Louisville, B irm ingham , N ashville, and 
"W ashington are in the top  35.

E xam ples of m ajo r sources of a ir pollution are no t hard  to find. 
T h ey  range from  the phosphate fertilizer p lan ts in F lo rida  to  the 
v ast industria l com plex located in H ouston , and from  the chem ical 
factories in the K anaw ha V alley of W est V irg in ia  to the steel m ills 
in B irm ingham , and they  include iso lated industria l operations in 
scores of sm aller com m unities and agricu ltu ra l and refuse b u rn in g  in 
m any places scattered  across the South. F urtherm ore , in the South  
as in the rest of the  nation, reliance on the  m otor vehicle, coupled 
w ith  population and industria l g row th , can only increase the problem.

In  fact, rank ing  cities as to  the am ount of air po llution alw ays 
rem inds me of ano ther story . T w o little  boys w ere p laying together, 
w hen one held up his hand and said proudly, “ M y h an d ’s d irtie r th an  
yours. ’ “ No w onder,” said the o ther one, “yo u ’re a year o lder.” I 
guess the m oral is t h i s : w herever your city  ranks in air po llution 
today, if you re g row ing  y o u ’re going to  get d irtier, unless you take 
steps to p revent it.

A t the  presen t tim e, toxic m atte r is being released in to the air 
over the U nited  S ta tes a t a ra te  of m ore th an  142 m illion tons a year,

“ K entucky, O klahom a, T ennessee, phis, R ichm ond, A tlanta, Dallas, N ew  
T exas, V irginia. O rleans, F o rt W o rth , M iam i and H igh

7 B altim ore, Louisville, B irm ingham , Poin t-G reensboro .
Nashville, Houston, Chattanooga, Mem-
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or th ree-qu arters  of a ton  for every A m erican. A nd w h at does th is  
do to  people? In  the first place, th ere  is no doub t th a t polluted a ir 
is a m ajor con tribu to r to  em physem a, chronic bronchitis, and lu ng  
cancer—som e of the m ajor “diseases of c iv ilization” w hich are on 
the increase, as the  ra te  of m any com m unicable diseases, w hich 
plagued our ancestors, declines.

F urth erm ore , since we are in terested  in the  “whole m an,” le t’s 
see w h at it costs us in econom ic term s. T he annual cost to U. S. 
citizens of a ir po llution has to  be com puted in billions of dollars. In  
figures th a t are m ore easily understandable , it is estim ated  to  cost 
each of the  200,000,000 A m erican citizens $65 per y e a r ; for those 
w ho live in high ly po llu ted  areas, the  cost per person, includ ing  
h igher m edical bills, household m ain tenance, and o ther expenses, 
can be m ore than  $200 per year. T he cost in dam age to  ag ricu ltu ra l 
crops alone is m ore th an  $500 m illion every year.

In  C alifornia, c itru s grow ing  has becom e unprofitable for m any 
grow ers in the  m ain c itru s belt sou th  of Los Angeles, and o ther 
crops have been hard  hit as well. In  New Jersey , air pollution is 
now considered a g rea te r m enace to farm ers than  bad w eather, pests 
or insects. In  F lorida, it has been reported  th a t fluorides from  the 
phosphate p lan ts th rea ten  the very  existence of the  cattle  ra ising  
and citrus g row ing  industries.

In  recen t years, the  S ou th ’s response to  a ir po llution as a com 
m un ity  problem  has been encouraging. E very  sta te  represen ted  here, 
except A labam a, has an air pollution control program, and many cities 
and counties e ither have p rogram s or are in the  process of se ttin g  
them up. Over the past four years, the D ep artm en t of Health, Educa
tion, and W elfare  has furnished sta tes  and com m unities a to ta l of 
nearly  $8 m illion in g ran ts  for po llution contro l program s.

U nder the A ir Q uality  C ontrol A ct of 1967, we expect to  desig
nate  14 m etropo litan  areas in the South  as air quality  contro l regions 
d u ring  the com ing year. T hese are A tlan ta , Louisville, B eaum ont- 
P o r t A rth u r, E l Paso, O klahom a City, M em phis, H ouston, D allas- 
F o rt W o rth , San A ntonio , B irm ingham , C hattanooga, C harlo tte , 
N ew  O rleans and M iami. As we m ove a long  fu rth er in th is  regional 
approach to  po llu tion  control, I feel sure th is will provide a fu rth e r 
stim ulus to s ta te  and city  efforts.

Occupational Safety
I w an t to  m ention w ith  particu la r em phasis ano th er type of 

env ironm ental hazard  w hich I believe should be given p rio rity  here
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w here industria liza tion  is proceeding a t such a rapid  rate . T h is  is 
occupational safe ty  and health— the oldest and yet one of the  m ost 
neg lected  of the w hole spectrum  of environm ental problem s. E very  
year, hundreds of new chem icals and chem ical com pounds are in
troduced  in to  industry , a long w ith  countless operational innovations. 
T housands of w orkers suffer from  cancer, lu ng  disease, hearin g  loss, 
derm atitis , or o ther p reven tab le diseases because industry , unions, 
an d  governm ent a t all levels have failed to  give adequate a tten tio n  
to  occupational hazards. W e are finding every year new  and sub tle  
th re a ts  to  w o rk ers’ health , g row ing  ou t of our new technology, and 
(y e t we have m ade alm ost no progress in the  las t 50 years ag a in st 
som e of the oldest occupational diseases of m an.

L ast D ecem ber, in an effort to  in itia te  som e so rt of sensible 
a ttack  on the  age-old plague of coal m iners— “black lung ,” as it is 
called, or coal w o rk ers’ pneum oconiosis— I issued a recom m ended 
s tan dard  for du st in soft coal m ines. T h is calls for resp irab le  dust 
levels no t exceeding 3.0 m illigram s per cubic m eter. L egisla tion  now  
before the  Congress w ould estab lish  th is stan dard  as a goal. W e 
believe th a t enforcem ent of th is  s tan dard  can g rea tly  reduce the in
cidence of coal w o rk ers’ pneum oconiosis and slow  the progress of 
the  disease in persons already affected. T he stan dard  is long overdue 
in the  U n ited  S tates. T oday, 100,000 soft coal m iners suffer, to  som e 
degree, from  th is  serious disease, as you from  the  coal-producing 
S ta tes well know.

T his is only one of several serious occupational diseases which 
we, as a nation , have neglected far too long. L e t me tell you of one, 
in particu lar, w hich has special significance for you.

F o r years, it has been m ain tained by m any th a t byssinosis— the 
lung  disease caused by inhaling  co tton  du st—w as no t a problem  for 
A m erican tex tile  w orkers. In  B ritain , w here tex tile  p lan ts use 
A m erican cotton, byssinosis has been recognized as a serious prob
lem. T here has never been a thorough  s tu d y  of the  health  of A m eri
can tex tile  w orkers, b u t for som e reason (largely , I believe, on the  
basis of X -ray  studies m ade years ago) we have had the  com fortable 
illusion th a t byssinosis w as no t a th re a t to  A m erican w orkers.

Now, the  sc ien tists in our occupational health  program  tell me, 
we find th is  is far from  the  tru th . R ecent studies have show n a high 
incidence of byssinosis am ong tex tile  w orkers here in the  U n ited  
S tates. In  one mill, em ploying 500 people, 12 percen t w ere found 
to  have the  disease, w ith  30 percen t of those in the  card ing  room  
affected. In  ano ther mill, 26 percen t of those in the  card ing  and
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spinn ing  room s w ere victim s of the disease. Social Security  d is
ability  records bear ou t th is finding. A recent P H S  s tu d y  show ed a 
significant excess of chronic bronchitis and em physem a am ong textile 
w orkers as com pared w ith  the  general population.

B yssinosis is a serious disease, p rog ressing  from  “ M onday m orn
ing chest tig h tn e ss ’’ in its earliest stages, to  chronic bronchitis and 
em physem a, w hich cause perm anen t disability .

Of 230,000 cotton  tex tile  w orkers in the  U nited  S tates, over 
th ree-qu arters , or 180,000, are em ployed in N orth  Carolina, South  
Carolina, Georgia, and A labam a; o ther S ou thern  S tates, of course, 
also have cotton  tex tile  mills.

W e in tend  to give m ore a tten tion  to  th is  and sim ilar problem s 
a t the  federal level, and I urge th a t you do so at the s ta te  level, as 
a m eans of p ro tec tin g  the  health  and s tren g th en in g  the econom y of 
your areas and the nation.

T he tru th  is th a t very  few sta tes  in the nation have occupa
tional health  p rog ram s th a t even approach adequacy. I understand  
th a t T ennessee, am ong those represen ted  here, has a very  fine p ro 
gram  to p ro tect w o rk ers’ health . B ut, on the o ther side of the ledger, 
th ree S ou thern  S ta te s8 have no occupational health  program  at all— 
and I w ould ven tu re  to  say th a t none of the  o thers is staffed and 
equipped to  do the job th a t ou gh t to  be done.

T here  is need for s tron ger legislation, bo th  at the s ta te  and 
federal levels, to protect workers from occupational disease and injury.

L et me give you one ch illing  exam ple of w h at happens in our 
present situation. Unfortunately, this involves one of your States. ( In 
cidentally , th is w as b rou gh t ou t in hearings on the O ccupational 
Safety and Health bill last spring, so is a m atter of common knowledge.)

A few years ago, the  S ta te  of P ennsy lvan ia  adopted a regulation  
p roh ib iting  the  m anufacture  or use of beta-naph thy lam ine w ith in  the  
S tate. T his ex trem ely  dangerous dye ingred ien t has been found to  
produce b ladder cancer in a very  high percen tage of exposed workers. 
D o you know  w h at happened? T he m anufac tu rer m oved his opera
tion  to Georgia. So the  to ta l effect was th a t G eorgians now get 
b ladder cancer instead of P ennsy lvan ians. Since beta-naph thy lam ine 
is so dangerous to  health , and since there  are sa tisfacto ry  alternatives 
to  its  use, there  is no question its m anufacture  should be proh ib ited  
or s tr ic tly  controlled everyw here. A t the p resen t tim e, it is outlaw ed 
in m ost of the coun tries of the w orld, and m anufactured  only in the 
U nited  S tates, Japan , I ta ly  and Czechoslovakia.

8 South Carolina, Alabama, Arkansas.
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Drinking Water
W e in the Consum er P ro tec tion  and E nv ironm en tal H ea lth  

Service are also very  m uch concerned about ano ther problem  w hich 
is g row ing  in seriousness w ith  every year th a t p a s se s : the  quality  
of d rink ing  w ater. M ost of the com m unity  w ate r supply system s 
in th is cou n try  w ere in itia lly  constructed  over 30 years ago and w ere 
designed to  serve population  densities th a t w ere 20 to  40 percent 
less than  to d ay ’s. D esp ite  efforts to  m odernize and increase capa
cities, m any system s have fallen behind and are failing, in m any 
respects, to m eet to d ay ’s needs.

T hese system s w ere designed to  tre a t a high quality  of raw  
w ate r for rem oval of bacteria , w ith  little  or no capability  for re 
m oving toxic chem ical or virus contam inants. T oday, bo th  g round  
and surface w ate r supplies have deteriorated . A t the sam e tim e, the  
efficiency of trea tm en t p lan ts has deterio ra ted , and so have su r
veillance and health  controls over public d rink ing  w ater supplies. 
A lm ost all of the sta tes  have becom e com placent about the safe ty  of 
d rink ing  w ater. W e can no longer afford such com p lacency !

I had our w ater supply people m ake up a list for me of the  com 
m unity  w ate r supply system s in your s ta tes  which are presen tly  
given only “ provisional app roval” by your own survey team s as p a rt 
of our in te rs ta te  carrier san ita tion  program s. I w as shocked m yself, 
because it con tained the nam es of alm ost 60 com m unities— and these 
are, by no m eans, obscure ham lets. Included are som e of your largest 
and busiest cities.

I hasten  to  add th a t th is  “provisional app roval” s ta tu s  does no t 
m ean th a t the w ater is no t safe to  drink, b u t it is a w arn ing  th a t 
deficiencies in the  system ’s construction , m aintenance, operation  or 
quality  control m ust be corrected if certification of the  w ate r for 
in te rs ta te  carrie rs is to  be retained. I m ight add th a t our ow n P H S  
stan dards for drink ing  w ate r need to  be updated , particu larly  w ith  
regard  to  chem ical, v iral, and radiological contam ination.

I believe we are rapid ly  approaching  a crisis stage all over the  
cou n try  w ith  regard  to  d rink ing  w ater. T he tim e has come w hen 
com m unities are go ing to  have to  allocate substan tia l resources to  
m odern izing  th e ir  trea tm en t p lan ts and im proving th e ir d istribu tion  
systems or continue to court serious health hazards from contamination.

Solid Wastes
A nother env ironm ental problem , w hich m ay w ell prove to  be 

the  m ost difficult and serious of all, is disposal of solid w astes. Every
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year, we discard m ore th an  190 m illion tons of garbage, cans and 
other refuse. T his is ju s t household w aste. If we include industria l, 
com m ercial and agricu ltu ra l w astes, the  figure is som eth ing  like
3.5 billion tons. N onretu rnab le  bo ttles, a lum inum  cans, and new 
types of disposable paper products com plicate the  problem .

N ationw ide, collection and disposal of garbage and o ther solid 
w aste  cost an estim ated  $3.5 billion in 1967, and ye t the  m ethods used 
are little  im proved over those of 25 years ago. A colleague of m ine 
in  N ew  Y ork liked to  po in t ou t th a t the only real im provem ent we 
had m ade in w aste disposal in the  last 50 years was p u ttin g  an 
engine in stead  of a horse in fro n t of the  garbage truck .

In  the  inner city, accum ulated  garbage and tra sh  create breed ing  
g rou nd s for ra ts , insects and verm in and con stitu te  a m ajo r health  
problem . In  the South, w arm  tem p era tu res com pound th is problem  
by  prov id ing  a long breed ing  season for these pests. Before we can 
do any th ing  effective in the poor areas of our cities, we have to  
a ttack  the  problem  of solid w aste disposal th ro ug h  b e tte r  sto rage 
and collection m ethods and, in fact, th ro ug h  education of the  people. 
O ur E nv ironm en tal C ontrol A dm in istra tion  is assis ting  ra t control 
p rogram s in A tlan ta , N ashville, N orfolk, and C harlo tte  th a t will 
em ploy th is com prehensive approach.

Y este rd ay ’s city  dum p is now  in to d ay ’s suburb , so th a t m ost 
cities in the  coun try  are now destro y in g  out-of-the-w ay areas of 
na tu ra l beau ty , and po llu ting  land, a ir and w ater, in an effort to  get 
rid  of m ountains of refuse. O ur federal program  is fund in g  research 
and dem onstra tion  pro jects designed to  develop a lte rn a tiv e  m ethods 
of dealing w ith  the problem , including com posting  and recycling.

U nder properly  controlled conditions, use of solid w aste  as land
fill m aterial can resto re  certain  areas to  useful purposes. I un der
stan d  K en tu cky  is considering the  idea of using  abandoned strip  
m ine p its for san ita ry  landfill to  dispose of garbage, an approach 
th a t has also been used in P ennsylvania. T he problem  of san ita ry  
landfill as a disposal m ethod, of course, is th a t m any cities no longer 
have accessible areas w here th is is appropriate .

T here  is no question th a t ex isting  system s for g e ttin g  rid  of 
tra sh  are largely  obsolete and inadequate. I s tron g ly  urge you to  
beg in  now, if you have no t a lready done so, to  plan for solid w aste 
m anagem ent on a S tatew ide and regional basis.

The Partnership for Health
W e in the  C onsum er P ro tec tion  and E nv ironm en tal H ea lth  S er

vice are prepared  to assist the  S ta tes in every w ay possible in p lan
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ning and implementing their environmental programs. One mechanism 
w hich m any sta tes  are overlooking as a m eans of developing th e ir  
env ironm ental program s is the assistance available under the  P a r t 
nership  for H ealth , the C om prehensive H ea lth  P lan n in g  program  
au thorized  under Public L aw  89-749 in 1966 and expanded by amend
m ent the  follow ing year. T he in ten t of th is leg islation is to assist 
sta tes and com m unities to  achieve the “highest level of health  a tta in 
able for every person, in an environment which contributes positively 
to healthful individual and family liv ing” and it offers financial ass is t
ance to  accom plish this.

B u t we are finding th a t very few of these “com prehensive’'
health  plans include the environm ental factor. I cannot say spe
cifically w h at your S ta tes are including in developing your plans. 
H ow ever, I w as glad to  note th a t a t least seven of th e  s ta tes  rep re 
sented  here9 have included env ironm entalists on th e ir  Comprehensive 
H ea lth  P lan n in g  advisory  councils, so th a t it appears they  in tend  to  
give consideration  to  environm ental p lann ing  under th is  m echanism . 
T hree  s ta te s10 have no t yet estab lished advisory councils, and, so
far as I could determ ine, the o ther five have no t included any  en
vironm ental disciplines on th e ir  councils.

I certa in ly  w ould recom m end th a t each of you m ake sure th a t 
problem s of env ironm ental con tro l are given consideration in th e  
preparation  of your s ta te  and area health  plans. I realize th a t every  
s ta te  has a m ultitude of health  needs w hich th is F ederal program  
can help to  m eet. B u t we cannot ignore the fact th a t env ironm ental 
deterio ra tion , and particu larly  the  terrib le  m orass of env ironm ental 
problem s w hich afflict our inner cities and poorer ru ra l areas, is a 
health  problem . No health  plan can be regarded  as com prehensive 
unless it gives consideration  to  environm ental im provem ent— a m ost 
im p ortan t step  in p reven ting  disease.

I hope I have given you som e suggestions w hich m ay be of use 
to  you as you go back to  your own sta tes. As I prom ised w hen I 
'began, I have tried  to  be frank. P erhaps those of us w ho are con
cerned w ith  the env ironm ent in th is  tim e of env ironm ental crisis 
have a du ty  like th a t of the  preacher. D on’t they  say th a t “ it is the  
du ty  of the preacher no t only to  com fort the  d istressed  b u t to  dis
tress  the  com fortable” ? W hile  I do no t represen t m yself as a 
preacher, I hope th a t I have been able to  strike  a happy balance 
betw een these tw o obligations. [T he E nd]

“ A rkansas, M aryland, N o rth  Caro- nessee and W est V irginia,
lina, O klahom a, South Carolina, T en- 10 Louisiana, M ississippi, Texas.
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Biographical Notes

Charles C. Johnson, Jr.

Administrator, Consumer Protection and Environmental Health Service

Charles C. Johnson, Jr. was born in September, 1921. He attended 
D ow ling Jun io r College and received his B achelor of Science and 
M aster’s D egrees in Civil E ng ineerin g  from  P urdu e  U niversity . H is 
schooling w as in te rru p ted  by four-year service in the M arine Corps, 
from which he was honorably discharged as a Second Lieutenant in 1946.

M r. Johnson  began his career w ith  the  P ublic  H ea lth  Service 
(P H S ), D ep artm en t of H ea lth , E ducation , and W elfare (H E W ). H is 
first assignm ent w as as a S an itary  E ng ineerin g  C onsultan t w ith  the 
P H S  M ission to  L iberia. In  1951 he becam e a Staff Officer w ith  the 
D ivision of S an itary  E ng ineering  Services. <

In  the D ivision of Ind ian  H ealth , M r. Johnson  served as an 
In s titu tio n a l S an ita tion  C onsultan t, coo rd ina ting  field activ ities for 
the  san ita tion  program . F rom  1960 un til 1966, he was the D ivision’s 
Chief of the S anita tion  Facilities C onstruction  B ranch. H e developed 
adm in istra tive  guides and directed field activ ities for the  first d irect 
construction  program  un dertak en  by the P H S . T he P H S  com m enda
tion m edal w as aw arded to  him  for susta ined  high quality  w ork in 
th is  capacity .

Mr. Johnson  then  becam e Chief in the  Office of E nv ironm ental 
H ealth . H e w as responsible for educational and m otivational p ro
gram s and services. As A ssistan t Com m issioner of H ea lth  in New 
Y ork City, he planned and im plem ented program s for 8,000,000 people.

Presently, Charles Johnson holds th e  rank  of A ssistan t Surgeon 
G eneral in C onsum er P ro tec tion  and E nv ironm en tal H ealth . T he 
Food and D ru g  A dm inistra tion , N ational A ir Pollu tion  C ontrol A d
m in istra tion  and th e  E nv ironm en tal C ontrol A dm inistra tion  are under 
the  gu idance of th is  departm ent.
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GMPs—
A Statistician’s Point of View

By CHARLES DeWITT ROBERTS

Mr. Roberts Is Assistant Professor of Statistics at the Graduate 
School of Business Administration of New York University.

L e s t  m en  su sp ec t y o u r  ta le  u n tru e , keep  p ro b a b ility  in  v ie w .—John Gay 

. . . in  th is  w o r ld  n o th in g  is  certa in  b u t dea th  and  ta x e s .—Benjam in F rank lin

H E  O B JE C T  O F  T H IS  P A P E R  is to  p resen t a s ta tis tic ian ’s
(and  p rob ab ilis t’s) point of view of recen t Good M anufactu ring  

P ractice  (G M P ) regulations. In  particu lar, it is in tended to  po in t 
ou t the  inflexibility of som e of the  regula tions to  take in to account 
th e  h igh ly  developed m athem atical theory  of p robability  and s ta tis 
tics. In  a  recen t article  by S hupe1, the pharm aceu tical in d u s try ’s 
po in t of view  of recen t G M Ps w as presented.

As a professor of s ta tistics, I try  to  im press upon m y stu den ts 
the un certa in ty  of alm ost every th ing : Y ou toss a coin and call heads 
or tails. B u t as the  coin is still in the  air, a passing  eagle swoops 
down, and th in k in g  it to  be food, eats i t ; so the  outcom e is ne ither 
heads nor tails. F urth erm ore , n o th ing  you th in k  you have is really  
yo u rs : I called m y secre tary  and asked, “ Is th is  P ro fessor R o b erts’ 
sec re ta ry ?”, and she replied, “N o,” la te r explaining, “W ell, they  
cou ldn’t ta lk  to  you since you w eren’t in, so it d idn’t m a tte r .”

Law  of the Iterated Logarithm (L I L ) :  T h is w idely know n p ro b 
abilistic law  is discussed m athem atically  by F eller2 and is m ost 
easily described by the  follow ing ex am p le : Given a fair coin, and 
an y  num ber p, w here p is g rea te r th an  O and less th an  1, th en  it is

1 Shupe, “G M Ps—An In d u s try  P o in t 2 Feller, A n  In tro d u c tio n  to P ro b a b ili ty
of V iew,” 24 F ood D rug Cosm etic  L aw  T h e o ry  and  I t s  A p p lic a tio n s , Vol. 1, 2nd 
J ournal 14-16 (January, 1969). Edition 191 (1958) John W iley & Sons.
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possible to  toss the coin enough tim es so th a t the  fraction  of heads 
in the  past is g rea te r th an  p w ith  abso lu te surety . Thus, even if the 
coin is fair, w ith  abso lu te ce rta in ty  you can toss the  fair coin enough 
times so that the fraction of heads exceeds 0.999, for example. I t may 
take an  incred ib ly long tim e to  do th is, to  be sure, b u t it can be done.

S ta ted  in ano th er w ay, if you te s t an ineffective d rug  long 
enough, on enough patien ts, it w ill even tually , a t least for a m om ent, 
look as if it is good. A n unscrupu lous (or m isinform ed) experim enter 
could perform  an experim ent sequentia lly  un til he ob tained the  re 
su lt he w anted , and  then  assert th a t his p roduct is “significantly  
b e tte r” w hen it really  isn ’t.

U S P W V T :  L e t us now  consider the  sta tem en t, “T he lo t m ust 
pass th e  U nited  S ta tes P harm acopeia’s W eig h t V aria tion  T es t 
(U S P W V T )3.” In  a recen t article  by  R o b erts4, it is pointed ou t th a t 
“ the na tu re  of the  U S P W V T  is such th a t it is possible, w ith  alm ost 
any  fairly  large-sized lot, to  fail the te s t and th ereb y  cause recall of 
the entire  lot. . . .  I f  the  person sam pling had carefully  selected th e  
20 tab le ts  from  the  en tire  lo t of say 1 m illion tab le ts , it is easy to  
see th a t he could surely  have caused U S P W V T  failure of the  en tire  
lot, based only on a sm all fraction  of the lo t.”

T h a t paper po in ts ou t an  a lte rn a tiv e  m ethod for fill w eigh t 
varia tion  stan dards w hich can be applied in practical situations. T he 
m ethod is to specify th a t, for exam ple, “T he lo t m ust pass the 
U S P W V T  a t least 999 tim es in every 1000 tim es the te s t is per
form ed.” T his w ould elim inate the  oppo rtun ity  of a hostile exam iner 
to  select the  tiny  sam ple th a t w ould cause lo t rejection  (by  the  L IL  
p ro p erty ), and w ould require  him  to m ake inferences about the entire  
lot, w hich m igh t be good, even if the  sam ple w ere no t p articu la rly  
satisfacto ry .

Accountability: If one tosses a fair coin and bets $1 on th e  o u t
come, his expected w innings are $0. H ow ever, the  outcom e of $0 
is im possib le; he will e ither w in $1 or lose $1, provided the  eagle 
does n o t in tervene. T he key here is variation . I t  has been m used 
th a t “A sta tis tic ian  is a person w ho pu ts  his head in a re fr ig e ra to r 
and his feet in a stove, b u t on the  average he feels p re tty  good.”

3 T h e  U n ite d  S ta te s  P h a rm a co p eia , 17th 4 R oberts, “ Fill W eigh t V aria tion  
Revision 926-927 (1965). R elease and C ontrol of Capsules, T ab 

lets, and Sterile Solids,” 11 T ec h n o 
m e tr ic s  161-175 (1969).

G M PS---- A S T A T IS T IC IA N ’S P O IN T  OF V IE W P a g e  3 6 3



T o  say th a t 100% of the  product w as accounted for is m eaningless, 
if the  possible erro rs of com putation  could allow the  figure to  vary  
from  50% to  150%.

The section 133.6 of the Food and D rug Adm inistration’s (F D A ’s) 
G M P for raw  m ateria ls or com ponents of the  finished product re 
qu ires, “an accurate  s ta tem en t of the w eigh t or m easure of each 
in g red ien t . . ., except th a t reasonable varia tions m ay be perm itted  
. . ., provided th a t varia tions are s ta ted  in the  m aster form ula, . . . 
app ro p ria te  s ta tem en ts  of theoretica l w eigh t or m easure at various 
s tag es of processing and a s ta tem en t of th e  theoretical yield .”

W hile the  F D A ’s s ta tem en t is no t com pletely specific, it is clear 
th a t  zero varia tion  is no t required , since then  no product could be 
m ade. O n th e  o ther hand, reasonable accountab ility  is requ ired  at 
all stages of the process, and righ tfu lly  so. A t present, m any  (or 
possibly all) pharm aceu tical com panies do no t com pute a “variance” 
of the  accountability . In  a very  recen t paper, R o b erts5 gives a m ethod 
for com puting  a theoretica l varia tion  of accountability .

In  G M Ps, we w ould look for the  perm itted  lim its of varia tion  to  
be specified. W e w an t to  know  if 1%, 5%, or 50% varia tion  is 
acceptable for accountability , since the  cost of p roduction  depends 
d irectly  on the am ount of varia tion  th a t is allow able. W e w an t to 
know  the  perm itted  ra te  of failure of the U S P  W eigh t V aria tion  
T est. F o r a particu lar lot, can the U S P W V T  be failed one in a hu n 
dred, a thousand , or a m illion tim es the te s t is perform ed?

V aria tion  is a serious problem . A lthough  the  G M Ps require, 
“ In  the event of any  unexplained discrepancy, d istribu tion  of the 
batch  in question and o ther associated batches of the drugs th a t m ay 
have been involved shall be preven ted ,” w hile referring  to  labels, it 
is clear to  th e  au th o r th a t fu tu re  F D A  actions will bear th is rule 
In m ind for all types of accountability . [The End]

5 R oberts, “O n the Accountability- 
P roblem  of the Pharm aceutical In 
d ustry ,” unpublished m anuscript.
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C O N S U M E R  C R E I I T  G U I D E
C reditors and their advisers have their w ork cut out for them . The 

stric t new  federal T ru th -in -L en d in g  rules a e now in effect. L iving and 
com plying w ith  these drastic and unfam iliai consum er credit requ irem ents 
is a big order !

B u t it  CAN B E  K-A-S-Y Join "the s; fe ones” by subscrib ing for 
C C H ’s new C O N S U M E R  C R E D IT  C U ID E . It rounds up, fits to 
gether and explains existing, new and a  ming- federal and state con
sum er credit and disclosure rules. N o v , w hen you need all the help 
you can get. yo u ’ll welcom e the G U ID E  !

If your  interests are affected (and a trem ambus amount of m oney rides 
on how  th is u rgen t problem  is handled), your contracts, practices and p ro 
cedures, catalogs and advertising , em ployees etc., m ust com ply w ith  new 
rules. R egulation Z, and R ulings issued unl e~ it by the F ederal Reserve 
Board, is now a big p a rt of th is com pliance nature.

S ure-F ooted  “C atch-U p” H elp Inducted  at No E x tra  C harge
T o  give you u rgen tly  needed guidance o i ill the new requirem ents, as 

a G U ID E  subscriber, we'll send vou immedi: tew  and at no ex tra  cost, two 
ready-to-mse V olum es, fea tu rin g  official and cn.pl oratory coverage of the laws, 
regulations, and decisions w ith in its scope. T he federal T ru th -in -L en d in g  
Act and the U niform  Consum er C redit Code d r if t  are singled out for special 
a tten tion . H an dy  C harts and a Check L ist sum m arize federal and sta te  re
qu irem ents to keep you from overlooking a m d iing  im portan t. N o th ing  is 
left to chance : safeguards come first in the G U I : )L !

D ependable B iw eekly R eporting  K eeps Y en ‘‘O ut F ro n t,” R eady to A ct
Biweekly "G U ID E  R eports" follow to keep you righ t up to date on new 

developm ents affecting consum er credit as th ev  break. O klahom a and U tah 
harm adopted the UCCC, which will replace tx i ¡ting sta te  rules in one clean 
sweep and m ay also yield s ta tu to ry  exem pt s :atus. New Y ork and other 
s ta tes have made big changes in th e ir consum e - credit laws.

A quick-reading "sum m ary" also goes t > subscribers a t no ex tra  cost, 
h igh lig h ting  new items and referring you to where in the "G U ID E  Report" 
each is treated .

C O N SU M E R  C R E D IT  G L ID E  offers welcome help to instalment sellers 
and lenders, banks, m ortgage houses, credit utioiis, law yers and other con
cerned groups. Ju s t your O K  and re tu rn  >f the post-free card attached  
brings all this help to you, starting immediately.

CC1I Help on Tough Mere Consumer Credit Rule: , Federal ami State

Co m m e r c e  ̂Cl e a r i n g  I o u s e ^ In c
P U B L I S H E R S  o T O P I C A L  L A W  R E P O R T S

4 2 0  L e x i n g t o n  A v e . 
N e w  Y o r k  1 0 0 1 7

4 0 2 5  W .  P e t e r s o n  . eve 
C h i c a g o  6 0 6 4 6

4 2 5  1 3 t h  S t r e e t , N . W .  
W a s h i n g t o n  2 0 0 0 4
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