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TO THE READER

Search Warrants and Sanitation In
spections— The N ew  Look in Enforce
ment.—The article by Sidney Edclm an, 
which begins on page 52, offers a 
re-examination of the concepts and 
procedures which have previously guided 
the conduct of housing, sanitation and 
safety inspection programs. The arti
cle was originally presented as a 
speech at the 95th annual m eeting of 
the American Public Health Associa
tion, Inc. at Miami, Florida, Housing  
and Health Session, October 25, 1967. 
Mr. Edelman is the Chief of the E n
vironmental Health Branch, Public 
Health Division, Office of the General 
Counsel, Department of Health, Edu
cation, and Welfare.

Twenty-Third Annual M eeting of 
the Section on Food, Drug and Cos
metic Law of the N ew  York State Bar 
Association.—The introduction and suc
ceeding papers in this issue of the 
J ournal  were presented at this m eet
ing, which took place in New York 
City on January 23, 1968. Additional 
papers read at the m eeting will be pub
lished in a later issue.

The “Introductory Statem ent” on 
page 69 is by Franklin  M . D epeiv, Presi
dent of the Food and Drug Law In
stitute and Chairman of the Meeting. 
It includes comments on the new  
regulations under the Fair Packaging 
and Labeling Act and the efforts of 
the Food and Drug Administration 
toward the achievement of voluntary 
compliance under this Act.

In his article, “Counsel’s Role in Cur
rent Good Manufacturing Practice,” which 
begins on page 71, R ichard E. W illiam s  
discusses the failure of the Federal 
Food, Drug and Cosmetic Act to estab
lish definitive standards for drug man
ufacturing. H e stresses the fact that 
the law is too vaguely worded for

precise evaluation of manufacturing 
processes. H owever, the author, who 
is Food and Drug Coordinator for 
Richardson-Merrell, Inc., points out 
that the m ost effective tool for the 
implementation of the statute is the 
diligent self-evaluation of the manu
facturers. Their efforts will insure 
maximum compliance with a statute 
the standards of which can, perhaps, 
never be totally achieved.

E sth er 0 .  K cgan , who is a member 
of the law firm of Kegan, Kegan & 
Berkman, discusses the impact of “Fed
eral Pre-emption in Consumer Laws” 
on the responsibilities of state govern
ments in the field of consumer protec
tion. The article begins on page 79.

“Some Applications of Drug, Device 
and Narcotic Laws for Health Science 
Practitioners,” by Sidney H . W illig , is 
a thorough exploration of drug laws 
and regulations as they affect the 
pharmacist and physician, particularly 
in the use of the so-called “dangerous 
drugs” and narcotics. Mr. W illig, who 
is Professor of Law at Temple Law  
School, points out the moral and legal 
responsibilities of those who dispense 
drugs, and discusses the vulnerability 
of a physician who prescribes drugs 
for experimental purposes. The article, 
which begins on page 89, also deals 
with the question of dispensing nar
cotic drugs, and emphasizes the fact 
that physicians must be completely 
aware of all federal and state drug 
provisions in order to protect them 
selves and the public from damaging 
illegal procedures.

Correction.— The January issue of 
the J ournal  incorrectly described M . L. 
Y a k o w itz  as Director of the Division  
of Case Supervision, Bureau of Regu
latory Compliance, F D A . Mr. Yako- 
witz is currently with Smith, Kline and 
French Laboratories in Philadelphia.

REPORTS TO THE READER PAGE 51
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Search Warrants 
and Sanitation Inspections— 

The New Look in Enforcement
By SIDNEY EDELMAN

The Following Article W as Presented at the 95th Annual 
Meeting of the American Public Health Association, Inc. at 
Miami, Florida, Housing and Health Session, October 25, 
l 967. Mr. Edelman Is the Chief of the Environmental Health 
Branch, Public Health Division, Office of the General 
Counsel, Department of Health, Education, and W elfare.

T H E  R E C E N T  D E C IS IO N S  of the Suprem e C ourt of the U nited  
S ta tes in Camara v. Municipal Court of the City and County of San 
Francisco1 and See v. City of Seattle2 call for a thorough reexamination 

and revision of the concepts and procedures w hich have previously  
guided the  conduct of housing, san ita tion  and safety inspection p ro 
gram s in th is  country .

T he Camara case arose out of the refusal of Cam ara, the  lessee of 
the ground floor of an apartm en t building, to perm it a housing inspec
to r access to a p a rt of the leased prem ises used by Cam ara as a 
personal residence. T his residen tial use was alleged to be in violation 
of the  occupancy perm it for the  building. C am ara w as advised th a t 
section 503 of the San Francisco  H ousing  Code authorized  the en try  
of housing inspectors in to any building, s tru c tu re  or prem ises in the 
City, bu t he persisted  in refusing  the inspectors access to his a p a r t
m ent w ith ou t a search w arran t. T hereafte r he was a rrested  and 
charged  under section 507 of the Code3 w ith  refusing to  perm it a

1 87 S. Ct. 1727 (1967). of not more than $500 or by imprison-
2 87 S. Ct. 1737 (1967). ment for not more than 6 months or
3 Under section 507, such refusal is by both such fine and imprisonment, 

a misdemeanor punishable by a fine
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law ful inspection. C ontending th a t section 503 w as con trary  to  the 
F ou rth  and F ou rteen th  A m endm ents, C am ara sough t a w rit of p ro
hibition in the Suprem e C ourt aga inst his tr ia l on the charge of 
v io la ting  th a t section.

U pholding C am ara’s conten tion  and overru ling  Frank v. M ary
land*, Mr. Justice  W hite , w riting  for the Suprem e Court, held th a t 
adm inistra tive  searches for housing violations are significant in tru 
sions on the privacy and security  of individuals— in terests  w hich are 
p rotected  by the F o u rth  A m endm ent4 5 against a rb itra ry  invasions by 
governm ent officials and enforceable against the sta tes  under the 
F o u rteen th  A m endm ent.6 * T he C ourt declared th a t such searches 
when au thorized  and conducted w ith o u t a w arran t procedure lack 
the trad itional safeguards which the F ou rth  A m endm ent guaran tees 
to  the individual.

T his is true, Mr. Justice  W h ite  noted, w hether the discovery of 
a violation on the in itial inspection leads to  a crim inal conviction or 
resu lts  only in an adm in istra tive  com pliance order. In  the la tte r  case, 
he po in ted  out, refusal to  com ply is a crim inal offense, w ith the fact of 
com pliance verified by a second inspection, again w ith ou t a w arran t, 
and the refusal to perm it the inspection is itself a crime.

H av ing  concluded th a t a search w arran t was necessary to support 
the  inspection at issue, Mr. Justice  W hite  tu rned  to the F ou rth  
A m endm ent requirem ent th a t ‘‘no w arran ts  shall issue b u t upon 
probable cause.” R ecognizing th a t “the only effective w ay to seek 
universal com pliance w ith the  m inim um  stan dards required  by m uni
cipal codes is th ro ug h  rou tine  periodic inspections of ah s tru c tu re s ,”* 
he declared th a t the area inspection approach was a reasonable search 
of private  p roperty  w ith in  the m eaning of the F ou rth  A m endm ent8, 
and provided the follow ing guidelines for the  determ ination  of “prob
able cause” to issue a w a rra n t9 :

4 359 U. S. 360 (1959). This case 
held that sanitation and housing inspec
tions not seeking evidence for criminal 
prosecution were not unreasonable 
searches within the Fourth Amend
ment and did not require search warrants.

5 The Fourth Amendment ( I T. S.
Constitution) provides:

“The right of the people to he secure
in their persons, houses, papers, and 
effects, against unreasonable searches 
and seizures, shall not he violated, and
no Warrants shall issue, but upon

probable cause, supported by Oath or 
affirmation, and particularly describing 
the place to be searched, and the per
sons or things to be seized.”

0 K e r  v . C a lifo rn ia , 374 U. S. 23, 30 
(1963); W o l f  v. C o lo ra d o . 338 U. S. 25, 
27 (1949); M a p p  v . O h io . 367 U. S. 643 
(1961).

7 C a m a ra  v . M u n ic ip a l  C o u r t  o f  th e  
C ity  a n d  C o u n ty  o f S a n  F ra n c isc o ,  87 
S. Ct. 1727 (1967) at 1734.

8 See footnote 7 ; p. 1735.
" See footnote 7; p. 1735.
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. . .  it is obvious that probable cause to issue a warrant to inspect must exist 
if reasonable legislative or administrative standards for conducting an area 
inspection are satisfied with respect to a particular dwelling. Such standards, 
which will vary with the municipal program being enforced, may be based 
upon the passage of time, the nature of the building (e.g., a multi-family 
apartment house) or the condition of the entire area, but they will not neces
sarily depend upon specific knowledge of the condition of the particular dwelling.

T he C ourt noted th ree  significant reservations to  its  general 
h o ld in g :10

1. N o th ing  in the  opinion is in tended to  foreclose p rom pt inspec
tions, even w ith ou t a w arran t, th a t the law  has trad itio nally  upheld 
in em ergency s itu a tio n s.11

2. In  the  ligh t of the F o u rth  A m endm ent’s requ irem en t th a t a 
w a rran t specify the p rop erty  to  be searched, “it seem s likely th a t 
w arran ts  should norm ally be sough t only after en try  is refused, 
unless there  has been a citizen com plain t or there is o ther sa tisfacto ry  
reason for securing  im m ediate en try .”

3. “ . . . [T ]h e  requ irem en t of a w arran t procedure does no t 
suggest any change in w h a t seem s to  be the  prevailing  local policy 
in m ost situations, of au tho riz ing  entry , bu t no t en try  by force, 
to inspect.”

In  See, the ow ner of a locked w arehouse refused to  perm it a 
rep resen ta tive  of the C ity of S eattle  F ire  D ep artm en t to  en ter and 
inspect the  w arehouse w ith ou t a w arran t. Such inspection was p a r t 
of a rou tine, periodic city-w ide canvas to  com pel com pliance w ith 
S ea ttle ’s F ire  Code and was au thorized  by § 8.01.050 of the Code. 
T h a t section au thorized  en try  in to buildings and inspections w ith ou t 
a search w arran t. See, w ho w as convicted and given a suspended fine 
of $100 for violation of the section, contended th a t the w arran tless  
inspection au tho rized  by the Code would violate his righ ts under the 
F o u rth  and F o u rteen th  A m endm ents.

Mr. Justice  W hite , speak ing for the C ourt in th is case also, de
clared th a t there  was no justification  for d istingu ish ing  betw een 
private  houses and com m ercial prem ises insofar as the pro tection  of 
the  F o u rth  A m endm ent was concerned, s a y in g :12

As we explained in C a m a ra , a search of private houses is presumptively 
unreasonable if conducted without a warrant. The businessman, like the oc-

10 See footnote 7; p. 1736.
11 The opinion cites N o r th  A m e r ic a n  

C o ld  S to r a g e  C o . v . C i ty  o f C h ica g o . 
211 U. S. 306 (seizure of unwhole
some foods); J a c o b so n  v . M a s s a c h u s e tts .
197 U. S. 11 (compulsory smallpox 
vaccination); C o m p a g n ie  F ra n ç a ise  v .

B o a r d  o f H e a l th .  186 U. S. 380 (health 
quarantine); K r o p l in v .  T n i a x ,  119 Ohio 
St. 610, 165 N. E. 498 (summary de
struction of tubercular cattle).

12 S e e  v . C ity  o f S e a t t le ,  87 S. Ct 
1737 (1967) at Ì739.
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cupant of a residence, has a constitutional right to go about his business free 
from unreasonable official entries upon his private commercial property. The 
businessman, too, has that right placed in jeopardy if the decision to enter 
and inspect for violation of regulatory laws can be made and enforced by the 
inspector in the field without official authority evidenced by a warrant.

T he C ourt concluded th a t “adm in istra tive  en try , w ith ou t con
sent, upon the portions of com m ercial prem ises w hich are no t open 
to  the public m ay only be com pelled th ro ug h  prosecu tion  or physical 
force w ith in  the fram ew ork of a w a rran t p rocedure .”13

T his holding, like th a t in Camara, w as hedged about by com m ents 
and re se rv a tio n s :

1. T he  Court, in footnote 6. w ith  respect to  the tim ing  of a w ar
ran t, s ta te d :

W e do not decide whether warrants to inspect business premises may 
be issued only after access is refused; since surprise may often be a crucial 
aspect of routine inspections of business establishments, the reasonableness of 
warrants issued in advance of inspection will necessarily vary with the nature 
of the regulation involved and may differ from standards applicable to private homes.14 15

2. T he C ourt did no t im ply th a t business prem ises m ay no t rea 
sonably be inspected in m any m ore s itua tions than  private  homes.

3. T he  C ourt did no t question such accepted regu la to ry  tech 
niques as “licensing program s w hich require inspections prio r to 
opera ting  a business or m arketing  a p rod uct.”

T he teach ing  of these cases is th a t an en try  upon and inspection 
of private p roperty , w hether residen tial p rop erty  or com m ercial p rop
erty  not open to the public, by governm ent officials w ith ou t proper 
consent is an “ unreasonable search and seizu re” w ith in  the F o u rth  
A m endm ent and m ay not be enforced unless au thorized  by a valid 
search w a rra n t.13 A ccordingly, the occupant m ay not be punished for 
refusing  to  perm it a w arran tless inspection. T he restric tio n  against 
en try  on private  com m ercial p rop erty  would, of course, be applicable 
to  the portions of m ulti-fam ily houses reserved by the landlord , th a t 
is. boiler room s, etc.

13 See footnote 12; p. 1740.
14 This language would appear to 

limit the issuance of warrants in ad
vance of refusal to permit inspection 
of residential premises to two situa
tions listed at 87 S. Ct. 1737, 1736, 
that is, a citizen complaint or other 
satisfactory reason (and emergency?) 
for securing immediate entry.

15 Although not an issue in these 
cases, corporations are protected by 
the Fourth Amendment against warrant -

less entries and inspections. . .  [T]he 
Fourth Amendment has been held ap
plicable to corporations notwithstand
ing their exclusion from the privilege 
against self-incrimination . . .” O k la 
h o m a  P r e s s  P u b . C o . z .  W a ll in g ,  327 
U. S. 186, 205 (1946) ; S i lv c r th o r n e  
L u m b e r  C o . v . U n ite d  S ta te s .  251 U. S. 
385 (1920) ; H a le  r .  H e n k e l .  201 U. S. 
43 (1906) ; U n ite d  S ta t e s  v . M o r to n  S a l t  
C o .. 338 U. S. 632 (1953)
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P u ttin g  aside the problem s re la ting  to  the  developm ent of inspec
tion crite ria  designed to  m eet the probable cause requ irem en t of the  
F o u rth  A m endm ent, as suggested  by the Court, let us exam ine som e 
of the  o ther legal problem s no t m entioned in the decisions w hich will 
a ttend  the adm in istra tive  im plem entation  of the C o u rt’s holdings.

Availability of Warrants
A t the  very th reshold  of our consideration  we are confron ted  

w ith  the  question. “ Is there an available procedure for ob ta in ing  a 
search w a rran t to m ake an inspection ?”

In Camara, the brief on behalf of the  governm ent pointed ou t th a t 
th ere  w as no specific provision in the  San F rancisco  Code or in the 
S ta te  law under which a search w arran t for inspection of the prem ises 
could have been ob ta ined .10 T his s ituation  is a generally  p revailing  
one, since m ost s ta te  law s au tho riz ing  the  issuance of search w arran ts  
are pa tte rned  on the federal au th o rity  w hich is lim ited to  fru its  of 
crim e, in strum enta lities and certain  con traban d .* 17 C ongress has never 
au thorized  the issuance of search w arran ts  for the seizure of m ere 
evidence of crime, although the Supreme Court has recently indicated 
th a t a search w arran t could be au thorized  for such a purpose after 
fulfilling the  probable cause and p articu larity  requirem ents of the 
F o u rth  A m endm ent and after the in terven tion  of “a neu tral and de
tached  m ag istra te .’’18 R esearch has disclosed only eight s ta tes  w hich, 
subject to the probable cause and specificity requirements of the Fourth 
A m endm ent, au thorize  the issuance of search w arran ts  to search for 
and seize property  co n stitu tin g  evidence of crim e or tend ing  to  show  
th a t a particu la r person com m itted a crim e.10 O nly one sta te . New 
Jersey , specifically au thorizes the  issuance of a search w a rran t to  
en ter and inspect m ulti-fam ily dw ellings for housing code viola
tions.-0 C lear au th o rity  for the issuance of inspection w arran ts  (or

10 Appellant's brief, p. 4.
17 Rule 41 (b), Federal Rules of

Criminal Procedures, provides:
“ (b) Grounds for Issuance.
A warrant may be issued under this 

rule to search for and seize an}' prop
erty

(1) Stolen or embezzled in violation 
of the laws of the United States; or

(2) Designed or intended for use or 
which is or has been used as the means 
of committing a criminal offense; or

(3) Possessed, controlled or designed 
or intended for use or which is or has

been used in violation of Title 18, 
U. S. C. § 957."

II ardcn, M a r y la n d  P en iten tiary r. 
H ayden. 87 S. Ct. 1642, 1650, 1651 (1967).

1!‘ New York: Code of Cr. Proc., 
§ 792; Vermont: IT. S. A., T. 13 § 4701; 
Montana: R. R. S. 1943, §§28-813; 
Oregon: O. R. S. § 141.010; Minne
sota: M. S. A. § 626.07; Illinois: S. 
H. H. ch. 38, §108-3; Calif.: Cal. 
Pen. Code § 1524 (only in case felony 
has been committed).

20 N. J. S. A. 55:11-16.
PAGE 56 FOOD DRUG COSMETIC LAW JOURNAL— FEBRUARY, 1968



equ ivalen t C ourt o rders) under F o u rth  A m endm ent safeguards is 
thus a m a tte r  of the  h ighest p rio rity .

In the  ligh t of the  ru lings in these cases, the  D ep artm ent of 
H ealth , E ducation , and W elfare has taken the  position th a t inspection 
w arran ts  m ay be issued under the  specific au tho rities for inspection 
provided in the F ederal Food, D rug , and Cosm etic A ct and in the 
Federal H azardous S ubstances Act. A few of such w arran ts  have 
already been obtained, and the form s developed for such purpose are 
included in the A ppendix. W h e th e r a sim ilar approach is feasible 
under s ta te  and local law s would, of course, depend on an evaluation 
of the p revailing  s ta tu to ry  situation .

The Exclusionary Rule
L est there  be any  tem p tation  to  do business as usual on initial 

inspections, one consequence of an illegal search, which should be 
noted here, is th a t any seizure m ade du ring  an illegal search would 
itself be illegal, and if tim ely and app ropria te  objection is m ade, such 
item s m ay not be used or rem ain in evidence.21 T his exclusionary  
rule, flow ing from  the com m and of the F o u rth  A m endm ent im ple
m ented by the F ifth  A m endm ent, is applicable to  the sta tes under the 
F ou rteen th  A m endm ent.22 T he rule has trad itio nally  barred  from 
trial physical, tangible m aterials obtained e ither d u ring  or as a d irect 
resu lt of an unlaw ful invasion. B u t the policies underly ing  th is rule 
do not invite any d istinction  betw een tangib le  and in tangib le evidence 
so th a t a verbal s ta tem en t m ade du ring  an illegal search has been sup
pressed23 and testim ony concern ing ob jects illegally observed has 
been excluded.24 N or m ay conditions illegally observed be the  basis 
for subsequen tly  sw earing  ou t a search w arran t.25 T he applicability

21 W e e k s  v . U n i te d  S ta te s .  232 U . S. 
383 (1 9 14 ); S i iv e r th o r n e  L u m b e r  C o. v . 
U n ite d  S ta te s ,  251 U . S. 385, 391-392 
(1 920); B o y d  v . U n i te d  S ta te s ,  116 U . S. 
616, 630 (1886).

22 M a p p  v .  O h io .  357 U . S. 643 (1961). 
A s the Court declared in K c r  r. C a li
fo r n ia .  374 U . S. 23, 30 (1963) :

“In  M a p p  v . O h io ,  at 646-647, 657 
w e fo llow ed  B o y d  v . U n ite d  S ta te s .  116
U . S. 616, 630 (1886) which held that 
the F ourth  A m en d m en t, im plem ented  
by the self-in crim ination  clause of the
F ifth , forb ids the F ederal G overnm ent 
to con vict a m an by u sin g  testim o n y  
or papers obtained  from  him  by un 
reasonable search es and seizu res as

defined in the F ou rth  A m endm ent. 
T h is  m eans, as w e said in M a p p ,  that 
the F ou rth  A m en d m en t ‘is en forceable  
aga in st them  [th e s ta tes] by the sam e  
san ction  of exc lu sio n  as is used a ga in st 
the F ederal G overn m en t’ by the ap
p lication  of th e sam e C on stitu tion al 
Standards p roh ib itin g  ‘unreasonable  
searches and seizures’ 367 U . S. at 655.“

23 W o n g  S u n  v . U n i te d  S ta te s ,  371 U.
S. 471, 484-486 (1 9 6 3 ); S i lv e r m a n  v . 
U n ite d  S ta te s ,  365 U . S. 505 (1961).

21 M c G in n is  v . U n i te d  S ta te s ,  227 F. 
2d 598, 603 (1955).

20 S i iv e r th o r n e  v . U n i te d  S ta te s ,  cited 
at footnote 21 ; M c G in n is  i . U n ite d  S ta te s ,  
cited at footnote 24.
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of th is rule em phasizes the im portance of estab lish ing  clearly  th a t 
consen t has been ob tained for a w arran tless search based on consent.

Consent to Warrantless Search
W ith  these considerations in m ind, le t us now  exam ine the  qu es

tion of consent to  a w arran tless search, a consent w hich is needed 
under the  F o u rth  and F ifth  A m endm ents to  assure the legality  of the 
search as w ell as the availab ility  of evidence so obtained. W hile  the 
Suprem e C ourt has held th a t constitu tional righ ts  p rotected  by the 
F o u rth  and F ifth  A m endm ents m ay be vo lun tarily  w aived,26 the cases 
identify  a gu lf betw een acquiescence or subm ission and the consent 
necessary to con stitu te  a vo lu n tary  w aiver. W here  officers dem and 
adm ission to private  prem ises in the nam e of the law  or under color 
of office, their subsequent exp lorations have been held searches w ith in  
the bar of the C onstitu tion , even though  the occupant opens th e  door 
to  adm it them .27 Such en try , it has been said, is “g ran ted  in subm is
sion to  au th o rity  ra th e r than  as an un derstan d in g  and in ten tional 
w aiver of a constitu tional r ig h t.’’28

In  short, the consent m ust be unequivocal and specific, freely 
and in ten tionally  given. W here  a search alleged to be based on con
sen t is challenged, courts have required  evidence show ing th a t the 
consent was given in the know ledge th a t the occupant has the rig h t 
to  refuse such consent w ith im punity .26 W hen en try  into a person ’s 
prem ises by officers of the law  not hav ing  a w arran t is sough t to  be 
justified by th a t person’s consent, the applicable standard  is a rigorous 
one, and the G overnm ent has the burden of p rov ing bv clear and 
positive evidence, th a t such consent has been given.30

Evidence of consent m ay be oral or w ritten  and experience in 
the inspection field will show w hich is preferab le.31 W here  a verbal 
consent is relied on. som e F ederal C ourts have held th a t no th ing  
sho rt of a s ta tem en t adv ising the person of his righ t to  refuse a

-•■ Zap v . U n ite d  S ta te s .  328 U. S. 624. 
628 (1946).

27 A m o s  v . U n ite d  S ta te s .  255 U. S. 313 
(1 9 2 1 ); J o h n so n  v . U n ite d  S ta te s .  355
U. S. 10, 13 (1948).

■ s J o h n so n  v. U n ite d  S ta te s .  333 U. S. 
10 (1948) at 13; U n ite d  S ta te s  v . S m i th .  
308 F. 2d 657, 663 (1962).

29 J u d d  v . U n i te d  S ta te s .  190 F. 2d 649, 
651 (1951) ; R o b b in s  v . M a c K c n z ic . 364 
F. 2d 45, 49 (1966), cert, den.; U n ite d  
S ta t e s  v . C o m o . 340 F. 2d 891 (1955).

00M c D o n a ld  v . U n ite d  S ta te s .  307 F. 
2d 272 (1 962); J u d d  v . U n i te d  S ta te s .  
cited at footnote 29; S im m o n s  v . R o m a n , 
349 F. 2d 365, 366 (1965). K o v a c h  v. 
U n ite d  S ta te s .  S3 F. 2d 639 (1 9 3 1 );  
C h a n n e l v . U n ite d  S ta te s .  285 F. 2d 217, 
219 (1 9 6 0 ); compare P a r r is h  r .  C iv i l  
S e r v ic e  C o m m , o f C o u n tv  A la m e d a ,  57 
Cal. Rptr. 623 (1967).

31 T h e D ep artm en t of Justice  "H and
book on the I.aw of Search and Seizure 
(1 9 6 7 )’’ recom m en d s that the con sen t  

(C o n t in u e d  on n e x t  p a g e .)
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w arran tless search will m eet the F o u rth  A m endm ent requirem en t of 
a know ing w aiver im posed to preven t the  possib ility  th a t the ignoran t 
m ay su rren der th e ir  r igh ts  m ore readily  th an  the shrew d.32

Standing to Challenge Seizure
U nder section 41 (e) of the F ederal R ules of Crim inal P rocedure 

only a “person aggrieved by an unlaw ful search and seizure” has 
stand ing  to  move for the exclusion or suppression of :he p roperty  
seized. As illum ined by the Suprem e Court, th is rule reaches no t only 
the victim s of the invasion, (generally  described as hav ing  an in terest 
in the prem ises, such as ow nership, a righ t to  possession or the  in te r
est of a lessee), but, as stated in Jones v. United States33 “anyone legiti
m ately on prem ises w here a search occurs m ay challenge its legality  
by w ay of a m otion to  suppress, w hen its fru its  are proposed to be 
used against him .” In  Jeffers v. United S ta tesJ4 the rule w as extended 
to include the ow ner of p rop erty  seized as the fru it of an unlaw ful 
search even though  the prem ises searched were not his and he w as 
not p resen t a t the tim e of the search.

C alifornia has adopted an even m ore liberal view on the exclusion 
of evidence and holds th a t evidence obtained by virtue of an unlaw ful 
search and seizure is inadm issible w hether or not it was ob tained in 
violation of the particu lar defendant's constitu tional righ ts .35
(F o o tn o te  31 c o n tin u e d .)  
be in w ritin g  and su g g ests  tiie fo llo w 
in g  form  (p. 52) :

“I, John D o e , k n ew  of m y co n sti
tutional r igh ts to refuse to a llow  a 
police search o f any part o f m y house  
at 711 R oy a lty  R oad, A lexan dria , Va. 
H o w ever , I have decided to a llow  
T om  S m ith  and B ill Jon es, m em bers  
of the M etrop olitan  P olice , to search  
every  part o f m y house. T h ey  have 
m y perm ission  to take any letters, 
papers, m ateria ls, or o th er property  
th ey  w ant. I have decided to m ake  
th is con sen t carefu lly , of m y ow n  free 
will, and without being subject to threats 
or prom ises, I kn ow  that a n y th in g  
d iscovered  m ay he used a ga in st me 
in a crim inal proceeding.

Jan. 22, 1967 
S ign ed  John D oe  

W itn ess  1. Bob Jan itor .”
32 U n ite d  S ta t e s  v . B la lo c k . 255 F. 

Supp. 268 (1 966): U n ite d  S ta t e s  v . N i c k -

r a sc h ,  367 F. 2d 740, 744 (1966). Contra: 
G o rm a n  v . U n i te d  S ta te s ,  36 L. W . 2039 
(1967) which held a specific Fourth  
A m en d m en t w arn in g  u n n ecessary  in 
th e fo llo w in g  factual s itu a tio n :

‘‘W h en  the accused  is d irectly  asked  
w h eth er he ob jects to the search, there  
m u st be at least som e su g g estio n  that 
his objection  is s ign ifican t or that the 
search -waits on his con sen t. W h en  
th is is com bined w ith  a w arn in g  o f 
his right to cou n sel, w hich  w ould  seem  
in the circu m stan ces to put him  on 
n otice that he can refuse to cooperate , 
w e th ink  it fair to in fer that h is pur
ported con sen t is in fact vo lu n ta ry .” 

33 363 U . S. 257, 267 (1963).
31C. A. D . C. 1950, 187 F. 2d 498. 

501; affd. 342 U . S. 48.
33 P e o p le  v . C a h a n , 44 Cal. 2d 434, 

282 P . 2d 905 (1 9 55 ); P e o p le  v . M a r t in ,  
45 Cal. 2d 755, 290 P  2d 855, 857 
(1955). C om pare S ta te  v . S c h a f fc l ,  229 
A . 2d 553 (1966).
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T hus, w here it is a ttem p ted  to  use evidence obtained in an un law 
ful search of a te n a n t’s apartm en t against a landlord , the  land lord  
m ay, under the F ederal rule, be able to  suppress the evidence on the  
grounds th a t he ow ned the p roperty  seized or, under the  C alifornia 
rule, sim ply on the grounds th a t the search and seizure w as unlaw ful.

“ Particularly Describing . . .  the Things to Be Seized”
T he F o u rth  A m endm ent requirem ent th a t a search w arran t “p a r

ticu la rly ” describe “ the th ings to  be seized” m ay occasion som e diffi
cu lty  for general housing and san ita tion  inspections which ex tend  
from  defective appliances, hazardous conditions, and cleanliness to 
w indow  screens, ratho les and the  num ber of electrical ou tle ts  in a 
room . Such a b road -rang ing  inspection m ay require a thorough  
search of every  room  in an apartm en t, or entire com m ercial prem ises 
as well as closets, cupboards, sto reroom s and related  accounts and 
records. B u t a w arran t w hich w as so broad th a t the app ropria te  lim 
its of the inspection  w ould depend on the d iscretion  of the in vestiga
to r and could not be verified by reference to the w arran t itself, w ould 
obviously fall sho rt of the F o u rth  A m endm ent requirem ent. As the 
C ourt observed in Camara, in the absence of a w arran t, the  appellant 
w as unable “to  verify  . . . the  app ropria te  lim its of the inspection .”36

W hile  it could be argued  th a t the  F o u rth  A m endm ent requires 
th a t the  w arran t m ust specify in detail every item  to w hich the inspec
tion will be directed, a reasonable m iddle ground , w hich will perm it 
the  cou rt's  issu ing the w a rran t to determ ine its necessity  as well as 
enable the verification of the lim its of the search, w ould call for a 
s ta tem en t of the purpose of the search, th a t is. inspection of the physi
cal condition of the prem ises, plum bing, electrical w iring  and fixtures
and related  conditions bearing  on violations of sec tio n s ...................  of
the Housing Code [and of sections ..............................  of the regulations
issued th ereu n d er]. I t m ay also be desirable to  a ttach  to  the  w arran t 
copies of the cited sections of the code.

Enforcement of Warrants
If the occupant of prem ises to  be searched refuses to  com ply w ith  

a w arran t, how is the  w arran t to  be enforced?
In  See, as noted earlier, the C ourt spoke of com pelling en try  

“th ro ug h  prosecution or physical force w ith in  the fram ew ork of a 
w a rran t p rocedure” , while in Camara, it indicated  th a t force to  com- 311

311 See footnote 7 ; p. 1736.
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pel en try  in to  residen tia l prem ises w as no t con tem plated  by the 
requirem ent of a w a rran t procedure.

W hile  en try  by force is the  trad itional m ethod of enforcing com 
pliance w ith  a w a rran t,37 th is  approach appears re levan t only to seiz
ing evidence of a crim e w hich m ay be disposed of or secreted  if en try  
is delayed. In  the case of housing violations, these can be hidden from  
the inspector only by the desired rem edial action, so th a t delay, except 
in the case of em ergencies, does no t ord inarily  fru s tra te  the public 
in terest.

W h en  en try  under a search  w arran t is refused, the court could 
punish  such refusal. In  addition , the provisions in m ost housing 
codes, penalizing a refusal to com ply w ith  or resistance to  the  execu
tion of the provisions of the code, w ould probably  be adequate to 
sup po rt a penalty  for refusal to  com ply w ith  a law ful search w arran t 
issued to  im plem ent the inspection provisions.

Consent to Warrantless Search as Condition of License
T he co u rt’s recognition of "such accepted regu la to ry  techniques 

as licensing program s which require inspections prio r to  operating  a 
business or m arketing  a p rod uc t” raises the question of w hether a 
license m ay, as a condition of its issuance require consent to  w a rran t
less inspections a fte r such issuance.

Such a requ irem en t w ould be of little  assistance, if any, in search
ing residen tial property , since the  Suprem e C ourt has consisten tly  
held th a t the search of apartm en ts , hotel room s, or board ing  houses 
cannot, as far as the actual occupant is concerned, be consented to  by 
the landlord  or o ther p rop rie to r.38 *

W hile of m ore app aren t u tility  in the case of com m ercial p rem 
ises, such a proposal raises the question of un constitu tional condi
tions. U nlike Zap v. United States,™ w here the petitioner, in order 
to ob tain  the G overnm ent's business, specifically agreed to perm it 
inspection of his accounts and records and the court found a vo lun tary  
w aiver of his claim  to the privacy of such records, the  licensee under 
th is proposal w ould have to w aive his constitu tional pro tection  under 
the F o u rth  and F ifth  A m endm ents as a condition to engaging  in 
business w ith  anyone.40 T he dilem m a th a t w ould confron t the  indi-

37 Compare 18 U . S. C. 3109.
:ls S to n e r  v . S ta t e  o f C a lif., 376 U . S. 

483 (1964); C h a p m a n  v . U n i te d  S ta te s .  
365 U . S. 610 (1 9 6 1 );  M c D o n a ld  v .
U n i te d  S ta te s .  335 U . S. 451 (1948) ; D u s 
t in  v . U n i te d  S ta te s .  338 U . S. 74 (1949).

3B 328 U . S. 624 (1945). 
i0 This goes far beyond the require

m ent that a b u sin ess m aintain  records  
w hich  are to be m ade available for 
public inspection . Such records have 

( 'C o n tin u e d  on  n e x t  p a g e .)
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vidual is the choice betw een obtaining- the benefit or priv ilege which 
the license w ould confer and the hazard  of w aiv ing  his constitu tional 
rig h ts  in advance, no t know ing w hen or how th ey  m ay be v iolated by 
the law  enforcem ent agency. I t  could reasonably  be argued  th a t the 
th rea t of w ithho ld ing  the license w ould con stitu te  duress v itia tin g  
the consent. M oreover, it is doubtful th a t a case could now be m ade 
for the proposition th a t the  a lte rn a tiv e  m eans of a search w arran t 
w hich is no t subversive of constitu tional righ ts is inadequate to 
p ro tect the  public w elfare.41

Conclusion
T he holdings of the Suprem e C ourt in these tw o cases are a 

challenge to the inventiveness of administrators and lawyers to dem
on stra te  th a t social p rogram s in tended to p ro tect the public health  
and welfare can be developed and operated  efficiently w ith ou t invad
ing private  righ ts guaran teed  by the C onstitu tion . T he cases should 
not be in terp re ted  as requiring  slavish adherence, the broad gu ide
lines indicated by the Court, b u t ra th e r as g iv ing room  for a varie ty  
of approaches to  the problem  w hich can be developed to m eet the 
constitu tional requirem ents. I t  w ould be unrealistic  to assum e th a t 
these decisions have settled  the problem s of regu la to ry  inspections, 
or th a t fu rth er litigation  of these issues should not be anticipated . An 
understan d in g  of the th ru s t of the constitu tional gu aran ties  involved, 
and of the lim itations on official actions spelled out in cases im ple
m enting  these guaran ties, how ever, is an essential ingred ien t of the 
developm ent of legislation and program s capable of w ith stand ing  
these challenges.

In dealing w ith problem s such as these, w here com m unity and 
individual in terests  seem to conflict, we m ust bear in m ind the s ta te 
m ent of the Suprem e C ourt in Mapp v. Ohio:42
Nothing can d estroy  a gov ern m en t m ore q u ick ly  than its failure to observe  
its ow n law s, or w orse , its disregard o f the character o f its ow n ex isten ce . A s  
Mr. Justice B randeis, d issen tin g , said in O lm s tc a d  v . U n ite d  S ta te s ,  1928, 277 
U S  438, 485, 48 S. Ct. 564, 575, 72 L. Ed. 944: “O ur gov ern m en t is the potent, 
the om nipresen t teacher. F or g ood  or ill. it teach es the w h ole people by its 
exam ple . . .  If th e gov ern m en t b ecom es a law breaker, it breeds con tem pt for 
the law : it in v ites every  m an to becom e a law  unto h im self; it in v ites anarchy."

[The End]
tF o o tn o te  40 c o n tin u e d .)  
been held to assum e the ch aracter
istics o f quasi-public d ocum ents and
their disclosure may be compelled w ith
out violating the F ourth  A m endm ent. 
S h a p ir o  v . U n ite d  S ta te s ,  335 U . S. 1

(1 948); U n ite d  S ta t e s  v. M o r to n  S u i t  
C o.. 338 U . S. 632 (1950).

" Com pare P a r r is h  v . C iv il S e r v ic e  
C o m m iss io n  o f  C o u n ty  o f  A la m e d a ,  57 
Cal. Rptr. 623 (1967).'

12 See footnote 22 at 659.
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Appendix
Forms Used for Inspection Warrants under the Federal Hazardous Substances 
Act and the Federal Food, Drug, and Cosmetic Act.
P e r t in e n t  S ta tu to r y  In s p e c tio n  P r o v is io n s .
1. F ederal H azard ou s S u b stan ces A ct. IS U . S. C. 1270.

“§ 1270. E xam in ation s and in v estig a tio n s— A u th or ity  to  conduct
“ (a ) T h e S ecretary  is auth orized  to  con d uct exam in ations, in spections, and  

in v estig a tio n s for the p urposes o f th is chapter th rou gh  officers and em p loy ees  
o f the D ep artm en t or th rou gh  any h ealth  officer or em p loy ee o f any State, 
territory, or politica l sub d iv ision  thereof, d u ly  com m ission ed  by  th e S ecretary  
as an officer o f the D ep artm en t.

“In sp ectio n ; n otice; sam ples
“ (b ) F or p urposes o f en forcem en t o f th is chapter, o fficers or em p loyees  

duly d esign ated  by th e Secretary , upon p resen tin g  appropriate cred entia ls and 
a w ritten  notice to the ow ner, operator, or a gen t in charge, are authorized  (1 ) to  
enter, at reasonable tim es, any factory, w areh ou se , or esta b lish m en t in w hich  
hazardous su b stan ces are m anufactured, p rocessed , packed, or held for in tro 
duction  in to  in tersta te  com m erce or are held after such in troduction , or to  
enter any  veh ic le  b ein g  used  to  transport or hold such  hazardous sub stances  
in in tersta te  com m erce; (2 ) to  in spect, at reasonable tim es and w ith in  reason 
able lim its and in a reasonab le m anner, such factory, w areh ou se , esta b lish 
m ent, or v eh ic le , and all p ertin ent equipm ent, finished and unfin ished m aterials, 
and lab elin g  th erein ; and (3) to  obtain  sam p les of such m aterials or packages  
thereof, or o f such  labeling. A  separate n otice sha ll be g iven  for each such  
in sp ection , but a notice sha ll n o t be required for each en try  m ade d uring the 
period covered  by the inspection . E ach  such in spection  shall be com m en ced  
and com p leted  w ith  reasonab le p ro m p tn ess.”

*  *  *

2. F ederal F oo d , D ru g, and C osm etic A ct. 21 U . S. C. 374.
“§ 374. In sp ectio n — R ig h t of a gen ts  to enter; scope of in sp ection ; notice; 

p rom p tn ess; exclu sio n s
“ (a ) F or p urposes of en forcem en t o f this chapter, o fficers or em p loyees  

duly d esig n a ted  by the S ecretary , upon p resen tin g  appropriate cred entia ls and 
a w ritten  notice to the ow ner, operator, or a gen t in charge, are authorized  
(1 ) to enter, at reasonab le tim es, any factory, w areh ou se , or esta b lish m en t in  
w hich  food, drugs, d ev ices, or co sm etics  are m anufactured, p rocessed , packed, 
or held, for in trodu ction  in to  in tersta te  com m erce or after such in troduction , or 
to enter any  v eh ic le  b ein g  used to  transport or hold such  food, drugs, d ev ices, 
or co sm etics  in in tersta te  com m erce; and (2) to in spect, at reasonable tim es  
and w ith in  reasonable lim its and in a reasonab le m anner, such  factory, w are
h ouse, estab lish m en t, or v eh ic le  and all p ertin ent equipm ent, finished and un 
finished m ateria ls; con ta in ers, and la b elin g  therein . In  th e case of any  factory, 
w areh ou se , estab lish m en t, or co n su ltin g  lab oratory  in w hich  prescription  drugs 
are m anufactured, p rocessed , packed, or held, the in spection  shall ex ten d  to  
all th in g s therein  (in c lu d in g  records, files, papers, p rocesses, con trols, and  
fa c ilities) b earing  on w h eth er p rescrip tion  drugs w h ich  are adulterated  or m is 
branded w ith in  th e m ean in g  of th is chapter, or w h ich  m ay not be m anufactured, 
in troduced  in to  in tersta te  com m erce, or sold , or offered for sale by reason of 
any p rovision  of th is chapter, h ave been or are b eing  m anufactured, processed , 
packed, transported , or held in any such place, or o th erw ise  b earing  on vio lation  
of th is chapter. . . .”
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In the M atter of
E stab lish m en t In sp ection  
of

......................................................  Com pany
.............................................................................. A P P L I C A T I O N  F O R  I N S P E C T I O N
................................... , ....................................  W A R R A N T  U N D E R  T H E  F E D E R A L
T o  the U nited States D istrict Judge: H A Z A R D O U S  S U B S T A N C E S  A C T .

U n ited  S ta tes  D istr ict Court 
................... D istr ict o f .......................

................................................................................................ , a  d u ly  authorized  in sp ector  of
the F oo d  and D ru g  A d m in istra tion , D ep artm en t of H ea lth , E d ucation , and
W elfa re , ................................................... , ....................................................., h ereby applies for
an in sp ection  w arrant, pursuant to  IS U . S. C. 1270, for the in spection  o f the 
esta b lish m en t identified  as fo llo w s:

(Hazardous Substances)

1. H a zard ou s su b stan ces are m anufactured, processed , packed or held in this  
establishment for introduction into interstate commerce or after such introduction.

2. T h e esta b lish m en t has not p reviou sly  been inspected .
w as la st in spected  on ..............................................................................................................

3. T h is  is a sch ed u led  in spection  undertaken as a part o f a sta tu torily  a u th or
ized  in spection  program  d esign ed  to  assure com p lian ce w ith  th e F ederal H a z 
ardous S u b stan ces A ct.

4. T h e in spection  w ill be conducted  w ith in  regular b u sin ess hours. W ritten  
n otice and the in sp ecto r’s cred entia ls w ill be supplied  as prescribed in IS U . S. C. 
1270. T h e in sp ector w ill begin  as soo n  as practicable after th e issu an ce o f th is  
w arrant and w ill be co m p leted  w ith  reasonable p rom ptness.

5. T h e in sp ection  w ill ex ten d  to the esta b lish m en t and all p ertin ent equip
m ent, finished and unfin ished m aterials, containers and  lab elin g  therein.

6. S am p les w ill be co llected  w h en  n ecessary  to a reasonable in sp ection  and  
receipt w ill be g iv en  therefor.

7. T h e in spector m ay be accom panied  by one or m ore in spectors, duly  
authorized  pursuant to 21 C. F . R. 2 .121(b ).

8. A  return w ill be m ade to the Court at the com p letion  of the inspection .
9. T h e auth ority  for the issu an ce of th e in spection  w arrant is IS U . S. C. 

1270 and C a m a ra  v . M u n ic ip a l  C o u r t , N o. 92, and S e e  v . S e a t t le ,  N o. 180, decided  
June 5, 1967 b y  the Suprem e Court of the U n ited  States.

S w orn  to  and subscribed by
John D o e  - 007
U n ited  S ta tes F ood  and D ru g
A d m in istration

B efore m e ............................................................................................, Clerk o f th e U n ited
S ta tes  D istr ict Court for the ........................................ D istr ict o f ........................................ ,
on th is ..............................  day o f ............................................................. , p erson ally  appeared
.............................................................................................., and upon oath stated  that th e facts
set forth in th is application  are true to h is k n ow led ge and belief.

Clerk, U . S. D istr ict Court
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(Hazardous Substances)
W A R R A N T  F O R  IN S P E C T IO N  U N D E R  T H E  
F E D E R A L  H A Z A R D O U S  S U B S T A N C E S  A C T.

T o ...........................................................................................  and any o ther au thorized
U nited  S tates Food  and D rug  Inspecto r:

A pplication having been m ade, and probable cause shown, by ..........................
............................................................................, U nited  S tates Food and D ru g  Inspector,
for an inspection of the establishm ent described as:

P u rsu an t to  the F ederal H azardous Substances A ct and the decisions of the 
Suprem e C ourt in Camara v. Municipal Court, No. 92, and See v. Seattle, No. 180, 
decided June 5, 1S67, you are au thorized to en ter the above described prem ises 
a t reasonable tim es during ord inary  business hours, and  to  inspect in a  reasonable 
m anner and to  a reasonable extent, including the collection of sam ples if neces
sary, the estab lishm ent and all pertinen t equipm ent, finished and unfinished 
m aterials, containers and labeling therein.

A  re tu rn  shall be m ade to  this C ourt show ing th a t the inspection has been 
com pleted.

D a te d :
Judge .......................................................................................

R E T U R N
Inspection  of the establishm ent described in this w arran t was m ade on

John  Doe - 007
Inspecto r, U. S. Food and D ru g  
A dm inistration

(Foods, D rugs, Devices, Cosm etics subject to  Inspection  under 704)
In  the M atte r of

E stab lishm en t Inspection  of 
.................................................. Com pany
.......................................................................  A P P L IC A T IO N  F O R  IN S P E C T IO N
................................ , .................................  W A R R A N T  U N D E R  T H E  F E D E R A L
To the United States D istrict Judge: F O O D , D R U G , A N D  C O S M E T IC  A C T. 

U nited  S tates D istric t C ourt 
.................  D istric t of ......................

......................................................................................... , a  duly au thorized  inspector of
the Food and D rug  A dm inistration , D epartm en t of H ealth , E ducation, and
W elfare, ............................................... , ................................................., hereby applies for
an inspection w arran t pu rsuan t to 21 U. S. C. 374, fo r the inspection of the 
establishm ent identified as follow s:

1. Foods, drugs, devices, a n d /o r  cosm etics are m anufactured, processed, 
packed o r held in this estab lishm ent fo r in troduction  in to  in te rs ta te  com m erce 
o r after such introduction.

2. T he establishm ent has not previously been inspected.
w as last in s p e c te d ...........................................................................................
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3. I t  is a reg istered  establishm ent under 21 U. S. C. 360, and is required  to  
be inspected a t least once every tw o years.

4. T his is a scheduled inspection undertaken  as a  pa rt of a  s ta tu to rily  
au thorized  inspection program  designed to  assure com pliance w ith  the F ed eral 
Food, D rug , and Cosm etic Act.

5. T he inspection will be conducted w ith in  regular business hours. W ritten  
notice and the inspector’s credentials will be supplied as prescribed in 21 U. S. C. 
374. T he inspection will begin as soon as practicable afte r the issuance of this 
w arran t and will be com pleted w ith reasonable prom ptness.

6. T he inspection will extend to  the estab lishm ent and all pertinen t equip
m ent, finished and unfinished m aterials, containers and labeling therein.

7. Sam ples will be collected w hen necessary to a  reasonable inspection and 
receipt will be given therefor.

8. T he  inspector m ay be accom panied by one or m ore inspectors, duly au th o r
ized pursuan t to  21 C. F. R. 2.121(b).

9. A re tu rn  will be m ade to the C ourt at the com pletion of the inspection.
10. T he au tho rity  for the issuance of the inspection w arran t is 21 U. S. C.

374 and Camara v. Municipal Court, No. 92, and See v. Seattle, No. 180, decided 
June 5, 1967 by the Suprem e C ourt of the U nited  States.

Sw orn to  and subscribed by .......................................................................................
John  Doe - 007
U nited  S tates Food and D rug
A dm inistration

Before me .................................................................................... , Clerk of the U nited
S tates D istric t C ourt for the ..................................... D istric t of .....................................,
on this ............................  day of ........................................................ , personally  appeared
......................................................................................., and upon oath stated tha t the 'acts
set forth  in th is application are true to his know ledge and belief.

Clerk, U. S. D istric t C o u r t .......................................................................................

(Foods, D rugs, Devices, Cosm etics subject to Inspection  under 704)
W A R R A N T  F O R  IN S P E C T IO N  U N D E R  T H E  

F E D E R A L  F O O D , D R U G , A N D  C O S M E T IC  A C T
T o ........................................................................................... and any other authorized

U nited  S tates Food and D rug  Inspecto r:
A pplication having been m ade, and probable cause shown, by ..........................

............................................................................, U nited  S tates Food and D rug  Inspector,
for an inspection of the establishm ent described as:

P u rsuan t to the Federal Food, D rug , and Cosm etic Act and the decisions 
of the Suprem e C ourt in Camara v. Municipal Court, No. 92, and See v. Seattle, 
No. 180, decided June 5, 1967, you are au thorized to en ter the above described 
prem ises a t reasonable tim es during ord inary  business hours, and to inspect in a 
reasonable m anner and to a reasonable extent, including the collection of sam ples 
if necessary, the establishm ent and all pertinen t equipm ent, finished and unfin
ished m aterials, containers and labeling therein.

A re tu rn  shall be m ade to th is C ourt show ing tha t the inspection has been 
com pleted.

D ated :
Judge .......................................................................................
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R E TU R N
Inspection of the establishm ent described in this w arran t was m ade on

John  Doe - 007
Inspecto r, U. S. Food and D rug  
A dm inistration

(P rescrip tion  D rugs)
In the M atter of E stab lishm en t Inspection  of 
.................................................. Com pany

............................................................... A P P L IC A T IO N  F O R  IN S P E C T IO N

........................ , .................................  W A R R A N T  U N D E R  T H E  F E D E R A L
T o the United States D istrict Judge: F O O D , D R U G , A N D  C O S M E T IC  A CT. 

LTnited S tates D istric t C ourt 
.................  D istric t of ......................

............................................................................................. , duly au thorized inspector of
the Food and D rug  A dm inistration , D epartm en t of H ealth , E ducation, and
W elfare, ............................................... , ................................................. , hereby applies for
an inspection w arran t, pu rsuan t to  21 U. S. C. 374, for the inspection of the 
establishm ent identified as follow s:

1. T his establishm ent is engaged in the m anufacture, processing, packing, 
hold ing of p rescrip tion  drugs w hich are to be or have been shipped in in te rstate  
com m erce.

2. I t  is a registered establishm ent under 21 U. S. C. 360, and is required to 
be inspected a t least once every tw o years.

3. T he establishm ent has not previously been inspected.
was last inspected ..........................................................................................................

4. T his is a scheduled inspection undertaken  as a pa rt of a  sta tu to rily  au th o r
ized inspection program  designed to  assure com pliance w ith the Federal Food, 
D rug, and Cosm etic Act.

5. T he inspection will be conducted w ith in regular business hours. W ritten  
notice and the inspector’s credentials will be supplied as prescribed in 21 U. S. C. 
374. T h e inspection will begin as soon as practicable after the issuance of this 
w arran t and will be com pleted w ith reasonable prom ptness.

6. T he inspection will ex tend to the establishm ent and all pertinen t equip
m ent, finished and unfinished m aterials, containers, labeling, and all o ther things 
there in  (including records, files, papers, processes, contro ls, and facilities) 
bearing on w h ether p rescrip tion  drugs are being produced in com pliance w ith 
the A ct, w hether products not in com pliance have been processed, packed, 
transported , or held, o r w hether conditions exist w hich o thenvise bear upon 
violation of the Act.

7. Sam ples will be collected w hen necessary to a reasonable inspection and 
receipt will be given therefor.

8. T he inspector m ay be accom panied by one o r m ore inspectors, duly 
au thorized pursuan t to 21 C. F. R. 2.121(b).

9. A re tu rn  will be m ade to the C ourt a t the com pletion of the inspection.
10. T he au thority  for the issuance of the inspection w arran t is 21 U.S.C. 

374 and Catnara v. Municipal Court, No. 92, and See v. Seattle.
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(Prescription Drugs)
W A R R A N T  F O R  IN S P E C T IO N  U N D E R  T P IE  

F E D E R A L  F O O D , D R U G , A N D  C O S M E T IC  A C T

To ...........................................................................................  and any o ther au thorized
U nited  S tates Food and D rug  Inspecto r:

A pplication having been m ade, and probable cause shown, by ..........................
............................................................................, U nited  S tates Food and D ru g  Inspecto r,
for an inspection of the establishm ent described as:

P u rsuan t to the Federal Food, D rug , and Cosm etic A ct an d  the decisions 
of the Suprem e C ourt in Camara v. Municipal Court, No. 92, and See v. Seattle, 
No. 180, decided June S, 1967, you are au thorized  to en ter the above described 
prem ises a t reasonable tim es during ord inary  business hours, and to inspect in a 
reasonable m anner and to a reasonable extent, including the collection of sam ples 
if necessary, a ll pertinen t equipm ent, finished and unfinished m aterials, containers, 
labeling, and all o ther th ings in the establishm ent (including records, files, 
papers, processes, contro ls, and facilities) bearing upon w hether p rescrip tion  
drugs are being produced in com pliance w ith any applicable provisions of the 
Federal Food, D rug, and Cosm etic Act, w hether products not in com pliance 
have been processed, packed, transported , or held, or w hether conditions exist 
which otherw ise bear upon violation of the Act.

A re tu rn  shall be m ade to this C ourt show ing th a t the inspection has been 
com pleted.

D ated:
Judge

R E T U R N
Inspection of the establishm ent described in this w arran t was made on

John  Doe - 007
Inspecto r, U. S. Food and D rug  
A dm inistration

PAGE 6 8 FOOD DRUG COSM ETIC LAV/ JO U R N A L----FEBRUARY, 1 9 6 8



Introductory Statement
By FRANKLIN M. DEPEW

This Statement Introduces a Series of Articles Presented at the 
Twenty-Third Annual Meeting of the Section on Food, Drug and 
Cosmetic Law of the New York State Bar Association, at the New 
York Hilton Hotel on January 23, 1968. Mr. Depew, the Chairman 
of This Section, Is the President of the Food and Drug Lew Institute.

W H E N  W E  M E T  L A S T  Y E A R  there w as one m atte r of ab
sorb ing  in terest to  law yers p ractic ing  in th is field—the plans 
of the Food and D ru g  A dm inistra tion , the F ederal T rad e  Com m ission 

and the  D ep artm en t of Com m erce w ith  respect to regula tions to  im 
plem ent the F a ir P ackag ing  and L abeling  Act. Since th a t tim e the 
regula tions in regard  to  food have been prom ulgated  in final form 
w ith  requirem ents th a t appear to be acceptable to  indu stry  and w hich 
should afford the additional consum er protection  in tended by the 
law. T h a t these regula tions w ere issued w ith ou t challenge or request 
for public hearing  is due in large part to  the painstak ing  tim e and 
effort of m em bers of the Section in w ork ing  w ith  the Food and D rug  
A dm inistra tion  for acceptable regulations. W hile  the regula tions have 
not been challenged, som e of our m em bers m ay have som e rese rva
tions about certa in  provisions. You will hear m ore about th is in our 
first report and perhaps in subsequent articles as well. T he order 
p rom u lgating  the final drugs, devices and cosm etic regula tions was 
ju s t published for com m ent on Jan u ary  11. T he proposed regulations 
of the F ederal T rad e  Com m ission covering o ther consum er com m od
ities have no t yet been republished since receip t of com m ents, and we 
still aw ait final regu la tions of the D ep artm ent of Com m erce on p ro
cedures for vo lu n tary  standards.

Educational Efforts
T he Food and D ru g  A dm in istra tion  has stepped up its educa

tional efforts du ring  the past year. I ts  B ureau  of E ducation  and 
V o lu n ta ry  Com pliance has ju s t been revam ped as a step  to fu rth er
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efforts to secure vo lun tary  com pliance. E ducation  in the  consum er 
in te res t m eans education for everyone concerned w ith  the  m anufac
tu re , d istribu tion , labeling, adv ertis in g  and b u y ing  of food and drugs. 
T hus, these m eetings of the  B ar operate  as a m ost valuab le aid in 
furtherance  of th is desirable goal of vo lu n tary  com pliance.

T he Food and D ru g  L aw  In s titu te  has continued to  foster edu 
cational w ork in th is field. I ts  jo in t conference w ith  the  Food and 
D ru g  A d m in istra tion  held on N ovem ber 27, 1967, a ttrac ted  an a tte n d 
ance of som e 750 persons. M essrs. H. T hom as A ustern , G eorge M. 
B u rd itt, P e te r  B. H u tt, V incen t A. K leinfeld and E dw ard  B row n 
Williams, m em bers of our Section, m ade o u ts tan d in g  con tribu tions 
to  the  success of the  m eeting. T he proceedings are being published 
in the  Food D ru g  Cosm etic L aw  Journal.*  [The End]

PROGRESS IN VOLUNTARY STANDARDS PROGRAM
T w o groups of food producers are vo luntarily  reducing the num ber 

of containers in which their p roducts are packaged for retail sale. 
T he N ational Coffee M anufacturers A ssociation has announced th a t 
soluble coffee will be packaged only in quantities of even ounces 
between 2 and 16, and the In s titu te  of Shorten ing  and Edible O ils has 
reported  th a t the num ber of containers in which salad and cooking oils 
are sold will be reduced from  15 to 7. M any o ther industry  groups are 
either w ork ing w ith the D epartm en t of C om m erce’s N ational B ureau of 
S tandards in developing vo lun tary  standards or are in the process 
of se tting  their own. T he actions being taken or considered are in 
accordance w ith  the Fair P ackag ing and L abeling  Act of 1947. T he 
Act gives the S ecre tary  of Com m erce au thority  to determ ine when the 
proliferation of the containers of any given com m odity has reached the 
point w here consum ers would have trouble m aking com parisons and 
value judgm ents, an d  it provides for voluntary  cooperative action to 
fight such proliferation.

* F ood D rug Cosm etic L aw  J o u rn a l , 
Vol. 22, No. 12 (December, 1967) and 
Vol. 23, No. 1 (January, 1968).
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Counsel’s Role 
in Current

Good Manufacturing Practice
By RICHARD E. WILLIAMS

Mr. Williams Is with Richardson-Merrell Inc., New York, New York.

IN 1952, IN  T H E  U N IT E D  S T A T E S  V E R S U S  IR A  D. CA R
D I F F ,1 the Suprem e C ourt said, “T he  vice of vagueness in crim inal 
s ta tu te s  is th e  treachery  they  conceal . . .  in determ in ing  . . . w h a t 

acts are proh ib ited . W o rd s w hich are vague and fluid m ay be as 
m uch a trap  for the  innocent as the ancien t law s of C a lig u la !”

In  1962, Congress added to  the  F ederal Food, D ru g  and Cosm etic 
A ct a “ trap  for the innocen t” in w ords tru ly  vague and fluid. T he 
1962 am endm ent requires th a t d rugs be produced using  m ethods, 
facilities and controls th a t conform  to and are operated  and  adm in
istered  in conform ity w ith  “cu rren t good m anu fac tu ring  practice” to 
assure safety, iden tity , s tren g th , quality  and p u rity .2 Congress th e re 
by recognized the record of accom plishm ent of w hich the indu stry  
as a w hole is justifiab ly  proud.

In  its in ten t, then, th is  requ irem en t is certa in ly  reasonable, ju s t 
as it is en tire ly  reasonable for a p aren t to  adm onish a child to  behave 
him self. B u t as a s ta tu to ry  s tan d ard  w hich should define a required  
course of conduct, it is no m ore definitive th an  the paren ta l “be good.” 
T h e  w ords “cu rren t good m anu fac tu ring  p ractice” are vague in th a t 
th ere  is no w ay in w hich an innocent m anu fac tu rer can w ith  confid
ence define for him self w h at is the  s tan d ard  of good in du stry  practice. 
A nd the  w ords are fluid in th a t in du stry  practices are in a s ta te  of 
con stan t change. A s ta tu to ry  s tan dard , then , th a t requires one to 
conform  to  cu rren t practice is a s ta tu to ry  s tan d ard  th a t is changing

1 344 U. S. 174. 221 U. S. C. 3 5 1 (a )(2 )(B ).
c o u n s e l ’s  r o l e  i n  c g m p PAGE 71



constan tly . T his change in the s ta tu to ry  requ irem en t is w ith o u t 
notice to  those w ho m ust com ply, and fu rther, it is in fact w ith o u t 
notice to  the enforcem ent agency itself. A t the  sam e tim e, the  re 
qu irem ent to assure safety, iden tity , s tren g th , quality  and p u rity  
im poses an abso lu te s tan d ard  of perfection—w hich no system  yet 
devised by m an has achieved.

What Is “ Good Manufacturing Practice?”
So w h at does the requ irem en t m ean as a practical m a tte r?  I am 

rem inded th a t som e years ago a d istingu ished  p rac titio ner in th is  field 
re sta ted  the  definition of a new drug, facetiously only in sm all 
m easure, to  w it: “A New D ru g  is w h a t the Food and D ru g  A dm inis
tra tion  says is a N ew  D ru g .” T he sam e could be said abou t cu rren t 
good m anu fac tu ring  practice. In  the  absence of a definitive standard , 
because the Food and  D ru g  A dm in istra tion  is the  only reposito ry  of 
in form ation on in d u stry  practices, and because m uch of th e  in fo rm a
tion in that repository is in the trade secret area prohibited by law from 
public disclosure, good m anu fac tu ring  practice is, for p ractical p u r
poses, th a t w hich the Food and D rug  A dm inistra tion  (F D A ) says is 
good m anu fac tu ring  practice.

H ow  cu rren t is the reposito ry  of in form ation ? T h a t is yet an 
o ther question . I t  appears to  be a practical, even a physical, im possi
b ility  for the F D A  itself to determ ine, as of a given po in t in tim e, the  
level of good practice applicable to  a particu lar d rug  produced in the 
circum stances of its own relationsh ip  to ex isting  facilities, equipm ent, 
personnel and physical p rox im ity  to  o ther d rug  m aterials.

B ut, vague and fluid as the s ta tu te  m ay be in its w ords, the in ten t 
is reasonab le: T o provide, to  the u ltim ate  practicable ex ten t, pre
m arketing  assurance of safety, identity , s treng th , quality  and purity . 
C ongress recognized, and the Food and D ru g  A dm inistra tion  recog
nizes, th a t special technical com petence is necessary to  achieve th a t 
end, and th a t it is hard ly  practicable to  w rite  in to law  specific requ ire
m ents th a t could be specifically applicable to  every one of thousands 
of w idely differing and com plex products, processed in m any hu n 
dreds of existing establishments under infinitely differing circumstances.

In  an a ttem p t to provide b e tte r  guidelines, F D A  has prom ulgated  
in terpretive  regu la tions (21 C F R  133).3 T hey  are directed, for the  
m ost part, to m anufactu rers of the dosage form  of the drug. H ow 
ever, the s ta tu te  itself covers bu lk  chem ical p roduction  in tended for *

* C C H  Food D rug  Cosm etic Law  
R eporter, If 72,100.
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drug  use, as w ell as repackers, relabelers, and  even w holesalers. 
T herefore, to  the ex te n t th a t these regu la tions do reflect good indus
try  practice for the  various categories of d ru g  handlers, th ey  are 
applicable to  them . T he regu lations are  all inclu sive; s ta r tin g  w ith 
product developm ent, they  cover bu ildings, equipm ent, personnel 
qualifications and assignm ents, ingred ien ts, packaging com ponents, 
labeling, ingred ien t and product specifications, production procedures 
and instructions, record-keeping, analy tical m ethods, shelf-life, s to r
age and com plaints. L ike the  s ta tu te  itself, they  are necessarily  vague; 
in every section, requ irem ents are qualified by such adjectives as 
“adequate ,” “app ro p ria te ,” “su itab le” or “reasonable.”

Difficulty of Defining Terms
Using as examples, then, six of today’s m ajor compliance problems, 

industry’s dilemma, and yours as Counsel, is to decide ju s t w hat is 
meant by the words “adequate,” “appropriate,” “suitable.” and “reason
able.” F o r exam ple:

1. W h a t in-process controls are “ad eq u a te” to assure un iform ity  
and in teg rity  of p roducts?  In  term s of the s ta tu te , you cannot be sure 
unless you know  w hat the com petition is doing, and this know ledge 
is no t available to you.

2. W h a t is a “su itab le” labeled exp iration  date to  “assu re” full 
potency a t tim e of use, and how m uch data  are adequate to support 
it?  T here  are no ru le s ; i t’s a m a tte r  of scientific judgem ent. A nd 
w ith  m any products, the best da ta  and the best scientific judgem ent 
cannot be so projected  th a t there is assurance of the p rod ucts’ 
physical condition at som e unknow n date far in the future.

3. W h a t am ount of bu ild ing  space is “ad eq uate” to  perm it the 
orderly  placem ent of equ ipm ent “to  m inim ize” product or ingredient 
m ix-up? H ow  orderly  is “orderly ,” and how  m inim al is “to  minimize.” 
And even if you have done everything conceived to  be possible and a 
m ix-up then  occurs, are you pro tected  from  regu la to ry  action? O f 
course n o t; because in re tro spect it is easy to  see the additional step  
th a t should have been taken. I have yet to  hear of a m anufactu rer 
w ith  facilities, m ethods and contro ls so refined as abso lu tely  to  p re
clude product mix-ups, unless he has but one simple product in his line.

4. W h a t operational con tro l is “adeq uate” to  p reven t labeling- 
erro rs and m ix-ups? F o r th is purpose, con trols m ust be exerted  a t 
every step  of the w ay from  conception of label copy th ro ug h  th e  
m anufacture of p rin tin g  plates and the  p rin tin g  operation to final
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packaging. T here  are, probably, as m any m ethods of con tro l as 
there  are m an u fa c tu re rs ; no one system  can be applied to  the  m any 
varied circum stances under w hich m any thousands of kinds of labels 
and m any m illions of copies are prepared, handled and used. An 
error-free system has yet to be devised. Let us assume the development 
of a unique but particularly effective control procedure, despite w hich an 
erro r occurs. T he erro r itself is considered by F D A  to  be evidence 
of a lack of good m anu fac tu ring  practice, and a system  th a t is unique 
is not, in term s of the law, in conform ity w ith  cu rren t good m anu
fac tu rin g  practice even though  it m ay be a b e tte r system  than  any 
used by others. Surely, it was not in tended by Congress th a t a be tte r 
b u t non-conform ing practice be deem ed illegal, b u t th is is a good 
exam ple of your clien t’s problem s.

5. W h a t factors are “app ro p ria te” to  control the hazard  th a t m ay 
resu lt from th e  ub iquitous Salm onella? T his bacterial organ ism , cap
able of causing g astro in testin a l illness, is so m uch a p a rt of our e n 
vironm ent th a t its to ta l elim ination cannot be expected. To a degree, 
the  chances of con tam ination  can be sub stan tia lly  reduced by rigid 
enforcem ent of w ell-accepted san ita ry  precautions and by te s tin g  of 
susceptib le m aterials. H ow ever, the science of m icrobiological control 
has no t advanced to the  po in t th a t there is reasonable assurance of 
freedom from  con tam ination  in drugs or any o ther p roduct w hether 
prepared in a factory, d rug  store, re s tau ran t or home.

6. W h a t degree of spaciousness, cleanliness, ligh tin g  and ven tila 
tion is “ad eq uate” to  p reven t c ross-contam ination ; th a t is, physical 
m igration of m inute, possibly unm easurable am ounts of one chemical 
material to  ano ther m aterial or p roduct?  C ross-contam ination is, in 
m y opinion, incapable even of reasonable definition. C ertain ly  there 
cannot be perm itted  any am ount of chem ical con tam ination  if there 
is any po ten tia l for adverse effect. B u t how m uch cross-contam ina
tion is perm itted  by a reasonable in terp re ta tion  of the  regu la tion? To 
elim inate it en tire ly  w ould require a physically  separate  m anu fac tu r
ing facility  for each drug , indeed, for each drug  ingredient. Obviously, 
th is is an econom ic im possib ility  and it is unnecessary. W e are not 
concerned, nor should we be. w ith  the presence of trace am ounts of a 
relatively  innocuous ingred ien t as long as such am ounts have no 
reasonable po ten tial for adverse effect on safe ty  or effectiveness.

T he sub ject of cross-contam ination  prom pts me to  cite an e x 
am ple sup po rting  m y thesis th a t cu rren t good m anufac tu ring  practice 
is w h at F D A  says is cu rren t good m anufac tu ring  practice. T he so- 
called penicillin am endm ents to the  in terp retive  regula tions (1) re 
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quire procedures to  control the  hazard  of cross-contam ination  of non
penicillin p roducts by  penicillin and (2) se t analy tical to lerances for 
the trace  am ounts of penicillin perm itted  to  be presen t in such o ther 
products. N eith er the  contro l procedures deem ed by F D A  to be ap
propriate , nor the analytical to lerances se t up in the regulations, 
represen ted  good m anu fac tu ring  practice cu rren t as o: the effective 
date of the  regulation . T he in terp re tive  regulation , therefore, appears 
to  have been beyond the scope of the s ta tu te . In  th is instance, good 
m anufactu ring  practice w as w h a t F D A  says it was and not w hat 
m anufacturers w ere actually  doing.

I have discussed at some length  the vagueness of the s ta tu te  
and the regulations. I hope I have m ade m y po in t: even for the m ost 
experienced technical adm in istra to r, there  is no w ay th a t he can be 
sure th a t he know s, and is following, the m anufac tu ring  standard  set 
by his com petitors. A nd so the law  is defective to the ex ten t th a t 
it fails to  express a definitive s tan dard  of behavior.

Regulations and Self-Evaluation of Procedures
N evertheless, the  regula tions do serve, and they serve well, to 

focus a tten tion  on problem  areas w hich have been com m on to the 
industry . H ow ever lacking they are as a s tan dard  of practice, they 
are valuable guidelines which, if in telligen tly  and diligently  consid
ered by your client, will help him in the proper evaluation  of his own 
procedures. T h is evaluation will not be to determ ine w hether his 
practices are appropria te , su itable or reasonable in conform ity  w ith 
cu rren t in du stry  practice, because he cannot know  this. R ather it will 
be to  determ ine w hether he has done all th a t he can possibly do th a t 
is app ropria te , reasonable and suitable to  achieve the s ta tu to ry  objec
tive : th a t is reasonable assurance of product in tegrity .

T he regulations are com prehensive and realistically  draw n so 
th a t as guidelines they  are applicable and adaptab le to  all conceivable 
kinds of d rug  operations. As s ta tem en ts  of principles, there  is little  
w ith  w hich to  disagree. I t has been reported , how ever, th a t the Food 
and D rug  A dm inistra tion  in tends to  propose revision to m ake the 
regula tions m ore specific. I question the w isdom  of such a move. 
For the reasons ju s t discussed, the presen t guidelines have, I believe, 
resu lted  in sub stan tia l im provem ent in the segm ents of the industry  
w here im provem ent was needed. I t  does not seem feasible to  draft 
regulations as specific rules w hich could be widely applied w ithout 
causing  serious and unnecessary  dislocations in d rug  production . I 
hope, therefore, th a t the Food and D ru g  A dm inistra tion  will continue
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to  recognize th a t there are m any w ays to achieve reasonable a ssu r
ance of p roduct in teg rity  and th a t to  require a specific w ay would 
achieve little , if any, im proved consum er protection . In  fact, specific 
procedures w hich m igh t well be effective for one set of circum stances 
could, if applied in o ther circum stances dim inish the effectiveness of 
a con tro l system .

L et us consider again the objective of the s ta tu te ; it is to  provide 
assurance th a t every dose of every batch  of every d rug  product m eets 
its professed or expected stan dards of iden tity , s tren g th , quality  and 
purity . In  o ther w ords, p roduct in tegrity . M ore than  th a t, dose 
in tegrity . Com pliance w ith the le tte r of the regula tions, even conced
ing the m ost s trin gen t in terp re ta tion  of the w ords “app ro p ria te .-’ 
“su itab le ,” and so forth, will not provide the assurance sought.

In a recently  published paper (F D A  P ap ers/N o v em b er 1967), 
A ssis tan t F D A  C om m issioner E dw ard  T uerck  w rote, “ In essence, 
these regu la tions s ta te  a series of conditions w hich, if in ex istence in 
m anufacturing , reduce to a m inim um  the probability  of undetected  
erro r.” I suggest th a t he is som ew hat optim istic. Com pliance w ith 
the le tte r of the  regula tions will not in itself resu lt in effective con
trols. E rro r probability  will be reduced only if such qualifiers as 
"reasonab le” “ap p ro p ria te” and “su itab le" are properly  applied to 
the com plexities of a particu lar facility and then only if the system  
as set up is operated and adm inistered  w ith  com petence, diligence 
and wisdom. A nd these m ost essential factors are beyond the reach 
of regu la tio n-w riting  capability .

Evaluating a Client’s Compliance
Given, then, a s ta tu te  and im plem enting regu lations th a t are for 

the m ost pa rt vague and fluid, and w ith  the know ledge th a t unusual 
technical com petence is needed in this field, w h at can counsel do to 
evaluate his c lien t’s s ta te  of com pliance? And how can he advise his 
client w hat should be done for reasonable assurance th a t he does 
com ply ?

M anagem ent a ttitu d e  is basically  im portan t. Does the client 
appreciate, first, the special ob ligation the d ru g  in du stry  has by rea
son of its presence in the health  field, dealing  in products w hich can 
have a profound effect on the w ell-being, indeed, upon the very life 
of the user? Does he realize th a t an obscure or unrecognized w eak
ness in processing controls can lead to erro r hav ing serious im pact 
on the econom ic w elfare of his com pany? In  recall costs alone, a
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labeling erro r can be financially ruinous. A dverse publicity, products 
liability , and  F D C  A ct liability  can seriously affect his fu tu re. Does 
he then  have an enunciated  com pany policy w ith  respect to  the quality  
of his products and his operations?  A nd has th is policy been com 
m unicated down the line? M ost im portan tly , is the policy com 
m unicated by his day-to-day decisions w hereby product in teg rity  is 
no t sacrificed to  expediency or to  cost reduction?

Because indu stry  practice is the s ta tu to ry  standard , there m ust 
be a con tinu ing  effort by technically  com petent key people to keep 
in touch w ith  in du stry  developm ents. P a r t of th e ir  responsibilities, 
not th e ir  privileges, should be a ttendance a t indu stry  sem inars, visits 
and con tinu ing  com m unications to  o ther com panies, read ing  of indus
try  publications and technical journals. U nfo rtunate ly . I am aw are 
of no available form al educational program s in th is field.

In d u s try  consu ltan ts, especially in the  m ore technical fields such 
as analytical m ethods and equipm ent, can be a valuable source of 
in form ation and appraisal.

A m ost useful tool is a com pany program  of self-inspection. 
A ssum ing  the presence of com petent upper-level technical m anage
m ent, and assum ing  th a t they  understand  the legal and the com pany 
objectives and problem s, a form alized m ethodical program  of periodic 
self-evaluation can reveal w eaknesses and lead inevitably to  im proved 
operational control and efficiency.

T he Food and D rug  A dm in istra tion  can be used as a source of 
inform ation, and is probably  the best guideline as to  the s ta te  of 
com pliance. I suggest th a t w henever possible, counsel accom pany 
Food and D rug  Inspecto rs du ring  th e ir  v isits to  client’s plants. If 
th a t is no t possible, a t the least you should get a full, docum ented 
report of all th a t w ent on du ring  the inspection. Look carefully  at 
all the in specto r’s recom m endations. If a t all reasonable, be sure 
the client follows those recom m endations.

In  addition , a fte r the  inspection, arrange  to  discuss she inspection 
report w ith  the D istric t D irector. In  th is way, your client can have 
the benefit of adm in istra tive  review  of the raw  data  collected by the 
inspector. Also, im provem ents in s titu ted  as a resu lt of the  inspector's 
recom m endations can be com m unicated to  FD A . A nd again, if the 
adm in istra tive  recom m endations are reasonable, pu t them  in to effect.

I can th ink  of no b e tte r posture, should erro r subsequently  occur, 
than  to be able to show th a t all F D A  recom m endations have been
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duly  noted and have been d iligently  followed. In  A ssistan t Com m is
sioner T u erck ’s paper, previously cited, he also had th is to  say : “ F D A  
operations are changing  to em phasize com m unication to  indu stry  of 
inspectional findings w hich, to the ex ten t m anagem ent is responsive, 
tend to  correct the  poor practices observed. N on-responsiveness on 
the part of m anagem ent, how ever, will still occasion the invoking  of 
legal sanctions.”

Continuing Effort
T he d rug  in du stry  as a whole is justifiab ly  proud of its a tta in 

m ents in con tro lling  the in teg rity  of its products. Ju s t as it is safe 
to say th a t no o ther in du stry  is m ore in tim ately  involved w ith the 
public health  and w elfare, so it is safe to  say th a t no o ther industry  
has pu t forth  a control effort th a t is equal to  ours. But m uch rem ains 
to be done. Political and public pressures will not be allayed by 
excellence a lo n e ; and perfection has no t been achieved. R egulatory  
actions are now being taken on product deviations once considered 
rela tively  un im portan t. AVe m ust assum e th a t such deviations are 
considered significant and deserving of enforcem ent action not be
cause they  are. per se. a hazard  to the consum er bu t ra th e r because 
they reflect a m anu fac tu ring  deficiency which could resu lt in serious 
error. P ro du ct recalls and publicity  are being su b stitu ted  for the 
legal sanctions provided in the Act. T he weekly recall list published 
by the Food and D ru g  A dm inistra tion  is am ple dem onstra tion  th a t 
cu rren t m anu fac tu ring  practice has not achieved the s tan dard  sought 
by the s ta tu te : assurance of p roduct in tegrity . Indeed, the certa in ty , 
or confidence, im plied by the w ords "to  a ssu re” are probably im pos
sible to achieve. No one, in any hum an endeavor, has devised a 
system  w hich has resu lted  in zero defects and any th ing  less than  th a t 
m ay lead to  recall and publicity.

Conclusion
In sum m ary , then, for your client to avoid the “ trap  for the inno

cen t,” he needs not so m uch legal advice bu t ra th e r your wise and 
practical counsel, th e  in ten t of the s ta tu te  is to  require a m axim um  
effort tow ards error-free perform ance. T h a t m axim um  effort should 
be based on literal com pliance w ith  the regulations upon which m ust 
be superim posed technical com petence and m anagerial determ ination . 
O nly th rough  such effort can his regu la to ry  jeopardy be reduced. I 
wish it w ere possible th a t it could be elim inated. [The End]
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Federal Pre-emption 
in Consumer Laws

By ESTHER O . KEGAN
Mrs. Kegan Is a Member of the Chicago,
Illinois Law Firm of Kegan, Kegan & Berkmar.

TH E  T E M P O  O F  C O N G R E S S IO N A L  A C T IV IT Y  on behalf of 
our 200 m illion consum ers has been progressively  increasing in 
recent years. T oday  I w ould like to  share w ith  you m y concern th a t 

our national in terest in p ro tec tin g  each of us in our role of consum er 
has caused C ongress to dim inish, if not destroy, certain  responsib il
ities of s ta te  governm ents under the  doctrine of express federal p re
em ption. T he flow of consum er p ro tection  exclusively under federal 
con trol has been so sw ift, it is tim e we dropped anchor to look w here 
the cu rren t is leading us.

U nder the U nited S ta tes C onstitu tion , each sta te  governm ent is 
responsible for p ro tec tin g  the health , safe ty  and general w elfare of its 
in hab itan ts under its general “police pow ers.’’ C ongress can exercise 
welfare pow ers to  p ro tect “consum er” in terests  only when in tersta te  
or foreign com m erce is invo lved ; the  F ederal G overnm ent has no 
general police power. O ur C onstitu tional system  of lim ited federal 
pow er w ith  residual pow er to  the federated sta tes provides A m ericans 
a system  of governm ental checks and balances. F ear of undue go vern 
m ental cen tra lization  w as a problem  in 1789, and is still a concern 
today.

Y et, technology and our m ode of liv ing have significantly changed 
in 180 years. T he geographical expansion of these U n ited  S ta tes from  
the orig inal 13 to 50 sta tes has been accom panied by unantic ipated  
m obility  and alm ost in stan taneous com m unication. T here  are few, 
if any, happenings anyw here in the coun try  w hich is no t prom ptly  
publicized to  the nation. D em ands are constan tly  being m ade th a t 
the Federal, ra th e r than sta te , G overnm ent “do som eth ing” for w h a t
ever problem  arises. C ongress has responded.

W ith in  the past few years, the  federal Food and D rug  A dm inis
tra tion  (F D A ) and o ther federal agencies have been directed, by
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specific food, d ru g  ar.d re lated  law s we shall discuss later, to assum e 
certa in  regu la to ry  responsibilities, regard less of w hether the  reg u 
lated  activ ity  begins and ends w ith in  one sta te . N or is th is a  tem 
po rary  em ergency situation . M any bills aw ait C ongressional action in 
the  presen t session1 provid ing for the Federal G overnm ent to assum e 
primary responsib ility  in the area of cred it reform , garn ishm en t and 
control over trad in g  stam ps. A N ational C onsum er Counsel, a special 
law yer in the A tto rney  G eneral’s office, w as proposed to  give the 
consum er “a s tron ger voice.”1 2

T he constitu tion ality  of federal law s m ade applicable to  in tra 
sta te  activ ities has been susta ined  on evidence th a t the local activ ity , 
such as em ploym ent or taxation , “affected in te rs ta te  com m erce.” B u t 
can it be shown th a t the corner grocery  sto re  is no longer a local 
m a tte r?  Should the F ederal G overnm ent decree the dem ise of the 
corner d rug  sto re?3 T hese are crucial socio-political questions of 
special im portance to  food and d ru g  law yers.

O ver one-half of the  sta tes  have adopted the food sections of 
the Model S ta te  Food. D rug  and Cosm etic A ct: fewer s ta tes  have 
effective d ru g  and cosm etic regulations. Sporadic and conflicting 
sta te  regula tions m ay be more than ju s t a nuisance to a national food 
processor. In te rs ta te  shippers usually  favor one national system  of 
regulation. Inconsisten t sta te  law s require a m ultip licity  of labels and 
inventories in o rder to ship a single product th ro ug hou t th e  country . 
L ack of un iform ity  am ong sta te  food and d ru g  laws frequently  in
creases d istribu tion  costs, which m ay then he passed on to  the con
sum er by h igher retail prices. Such factors have influenced Congress 
to  give to  the F édérai G overnm ent control over local activities.

In the light of p resen t food and d ru g  d istribu tion  system s w ithin 
a 1789 fram ew ork of s ta te  boundaries, som e adm in istra tive  law ex
perts have concluded th a t the in te rs ta te -in tra s ta te  concept estab lished

1 P end ing  in C ongress now are, 
am ong o ther “consum er” bills, the 
T ru th  in L ending Bill, H. R. 11601. 
the T ru th  in T rad ing  Stam p Act, H. R. 
2914, 90th Cong. 1st Sess. and T ru th  
in P rom ises Bill, to assure g rea te r dis
closure of guaran tees: W ashington Re
port, Nov. 27, 1967 Publ. UA U Citizen
ship-Legislative Dept., W ash ington .
D. C. Benjam in R osenthal proposed 
creation of an executive "D ept, of
C onsum er A ffairs” to which would he 
transferred  pertinen t functions now

exercised by the D epartm en ts of A gri
culture, Com m erce. Labor, and FD A .

■ P residen t L. B. Johnson 's  S tate of 
the Union m essage delivered to  Con
gress Jan uary  17. 1968.

3 Dr. Jam es L. G oddard, FD A  C om 
m issioner. is reported  to have said "I 
would say th a t the corner store should 
he closed dow n.” advocating instead 
that drugs be dispensed in medical 
cen ters: (.Vote York Times, Dec. ,V 
1967).
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in our U. S. C onstitu tion  is now obsolete.4 I believe how ever, th a t 
the s ta tes  still serve valuable functions. P erhaps we should seek 
creative new w ays of im proving, ra th e r th an  destroying, the trad i
tional federal-state  relationsh ip .

Indirect Federal Pre-emption
E xpress federal pre-em ption by s ta tu te  is re latively  recent. H ow 

ever, som e courts have invalidated  s ta te  food regulations inconsisten t 
w ith  federal law  on the principle of indirect federal pre-em ption. T he 
theory  of such courts w as th a t Congress intended to  p re-em pt the  field 
and th a t the  federal law  w as the suprem e law  of the land .5 O nerous 
s ta te  regulations, such as econom ic h indrances on the sale of im ported 
m eat, w ere held to be unreasonable burdens upon in te rs ta te  com 
m erce.6 S ta te  laws im posing health  s tan dards s tr ic te r  than  the fed
eral have generally  been upheld. No im plied federal pre-em ption was 
th en  found.7

W e shall review  only one case as illustra tive  of a s ta te  regu la to ry  
law w hich conflicts w ith  federal requirem ents. An in te rs ta te  shipper 
of p o u ltry  tried  to restra in  the  F lo rida  Com m issioner of A gricu ltu re  
from  requ iring  po u ltry  shipped from  a federally inspected p lan t in 
G eorgia to  be inspected by F lo rida  inspectors upon its arrival in a 
F lo rida  p lant. T he  F ederal C ourt in the  case of Canton Poultry, Inc. v.

1 R eport of Public A dm inistration 
Service on A  Study of State and Local 
Food and Drug Programs to the Com. 
of the Food & D rug  A dm inistration, 
Dept, of H ealth , E ducation  and W el
fare, G overnm ent P rin tin g  Office, Feb., 
1965, p. 7.

’ U nited  S tates Const. A rt. V I, cl. 2, 
U SC A  Const, p. 692 ff. See The Con
stitution of the United States, Anno. 
U. S. P rin tin g  Office, 1938, pp. 565-574.

“ Tupman Thurloiv Co. v. Moss. CCH 
F ood D rug C osm etic L aw  R eporter 
H 40,223, 252 F . Supp. 641 (D. C. Tenn. 
1966); N ess Produce Co. v. Short. 263 
F. Supp. 586, 588 ID. C. Ore. 1966) 
affd. 385 U. S. 537, 87 S. Ct. 742, 17 
L. Ed. 2d. 591 (1967); International 
Packers Ltd. v. Hughes, CCH F ood D rug 
Cosm etic  L aw  R eporter f[ 40,279, 271 F. 
Supp. 430 (D . C. Ia. 1967). See also 
A rm our & Co. v. State of Nebraska, 
CCH F ood D rug Cosm etic  L aw  R e
porter U40,277, 270 F. Supp. 941 (D. C. 
Neb. 1967).

1 Hebe Co. v. Shaw. 248 U. S. 297, 
304, 63 L. Ed. 255, 39 S. Ct. 125 (1919); 
Corn Products Rcfg. Co. v. Eddv. 249 
U. S. 427, 63 L. Ed. 689, 39 S. Ct. 325 
(1919); Pcpperidge Farm v. Foust. 66 
Abs. 482, 117 N. E. 724 (1953); People 
v. Breen. 326 Mich. 720, 40 N. W . 2d 
778 (1950); Borden Co. v. Liddw  200 F. 
Supp. 221 (1961), Cert. den. 372 U. S. 
953; Kansas Packing Co. v. City of Nczv 
York, 309 N. Y. 696, 128 N. E. 2d 411 
(1955) upheld city ordinance as to in
trasta te  sh ipm ents but invalidated ap 
plication of this m ore strin gen t law as 
applied to in te rstate  shipm ents. See 
also Florida Lime & Avocado Growers 
v. Paul, 373 U. S. 132, 142, L. Ed. 2d. 
248, 83 S. Ct. 1210 (1963). (A lthough 
F lorida grow ers objected, the U. S. 
Suprem e C ourt upheld a California 
regulation requiring  8% oil con ten t in 
avocados, which was m ore s trin gen t 
than the federal m aturity  standard  as 
to the minimum oil content of avocados.)
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Doyle Conner8 refused to  in terfere  w ith  the  enforcem ent of the  F lo rid a  
law  and held in te rs ta te  sh ippers w ere no t denied the equal p ro tection  
of the law  because the law  was equally  applicable to  local as w ell as 
ou t-of-state  shippers.

T he evidence presented  in the  Canton case supports the position 
th a t “ not every th ing  the F ederal G overnm ent does is good .”9 T he  
evidence disclosed there  w as only lim ited federal inspection of po u ltry  
shipped in to F lo rida  and th a t  th ere  w ere only 3 U nited  S tates inspec
tors to  check 9,913 reta il s to res and 200 w holesale ou tle ts  in F lorida, 
w hereas the F lo rida D ep artm en t of A gricu ltu re  had 46 inspectors 
w ho m ade 42,254 regu la to ry  inspections in one year. P robab ly  m ost 
persuasive to  the C ourt was the proof th a t one-half of the 76,800 
pounds of p o u ltry  condem ned in a  given period had been previously 
inspected and passed by F ederal inspectors. T hu s m ost sta te  law s 
im posing stan dards h igher than  those of F D A  or the M eat Inspection  
D ivision (M ID ) are upheld, as the C ourts determ ine, as a m a tte r of 
law, th a t Congress did not intend to oust the states from their historic 
undertaking to safeguard their people.10

Pre-emption in Federal Laws
C ongressional hearings m ay po in t up a need for specific consum er 

protection , e ither because local law s are outm oded or inadequately  
enforced, or even non-existent. In te n t of C ongress to  fill the gap has 
been expressly  set forth  in food and d rug  law s passed w ith in  "he past 
five years.

T he thalidom ide tragedy  and the K efauver hearings precip itated  
the passage of the D rug  A m endm ents of 1962, w hich was the  first 
F ederal law  expressly regu la tin g  all m anufacturers of d rugs.11 D rug

s CCH F ood D rug C osm etic L aw  R e
porter H 40,254, 263 F. Supp. 1008 (N D . 
Fla. 1967), in te rp re ting  Fla. Stat., § ch. 
583,01. T he U. S. Suprem e C ourt va
cated the decision and rem anded to the 
D istrict C ourt for appeal tc the C ourt 
of appeals;— U . S.— , 18 L. Ed. 2d. 
1319, 81 S. Ct. 211.

8 A t a Dept, of A griculture m eeting 
held in Springfield, Illinois on D ecem 
ber 11. 1967, federal and state  m eat 
inspection chiefs were in accord at 
th a t m eeting  that the U S D A  does not 
have sufficient m anpow er to take over 
state m eat inspection duties, w hereas 
the Illinois D epartm en t of A griculture 
at th a t tim e did have sufficient m an
power. I t was suggested how ever, tha t

U S D A  should conduct tra in ing  ses
sions for state inspectors.

10 Sw ift & Co. v. W ickham, CCH F ood 
D rug C osm etic L aw  R eporter 40,234, 
364 F. 2d 241, 246 (1966), constru ing  
Federal P ou ltry  Inspection Act, 21 
U. S. C. sec. 451-469. ( I t  is of in terest 
tha t the U. S. D epartm en t of Justice 
filed an am icus brief con tend ing  tha t 
the Federal Poultry P roducts Inspec
tion Act does not pre-em pt state  regu
lation of pou ltry  labeling.)

11 Secs. 502 and 510 were added to 
the Federal Food, D rug  and Cosm etic 
A ct by sec. 305 of Pub. Law 87-781. 
See 21 U SCA  §§ 352(o) and 360; CCH  
F ood D rug Cosmetic L aw R eporter 
F 71,081.
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m anufacturers w ith  local d istribu tion , as well as in te rs ta te  shippers, 
are required  by th is law  to be reg istered  w ith  FD A . Congress de
clared th a t F ederal con tro l over intrastate d ru g  estab lishm ents was 
necessary to avoid d iscrim ination  against interstate com m erce in such 
drugs.

T h is all-pervading d rug  reg istra tio n  law  w as followed in 1965 
by the D ru g  A buse C ontrol A m endm ent and the C igarette  L abeling  
Law. F D A  w as given au th o rity  to  contro l all traffic in depressan t, 
stimulant and hallucinogenic drugs w hich have officially been determined 
to have a po ten tia l for abuse.12 Congress declared th a t regu lation  of 
in tra s ta te  com m erce in such drugs w as necessary because, am ong 
o ther reasons, such drugs, w hen held for illicit sale, often do no t bear 
labeling  show ing th e ir  place of origin. F D A  Com m issioner G eorge P. 
L arrick  hailed th is b ill’s achievem ent in e lim inating  the  requirem ent 
th a t F D A  inspectors prove th a t illegal d rugs have m oved in in te rs ta te  
com m erce. T he F ederal D istric t C ourt in Illinois recen tly  upheld the 
F D A ’s position .13

T he  C igarette  L abeling  and A d vertising  Law  of 1965 expressly 
s ta ted  th a t Congress in tended to  estab lish  a com prehensive uniform  
federal law  to inform  consum ers of the rela tionsh ip  betw een sm oking 
and health .14 T he law  specified pre-em ption as to m andatory  w arn ing  
sta tem en ts  on package labels.

T he furor caused by a m islead ing photograph  on a frozen cherry 
pie package resu lted  in the F a ir  P ackag ing  and L abeling  A ct of
1966.15 E very  consum er package m ust disclose the id en tity  of the 
product, its ingred ien ts, and the id en tity  of the m anufactu rer or d is
tr ib u to r and the net con ten t. H ow ever, C ongress singled ou t only the 
net con ten t requ irem en t for exclusive federal control. T here  is no 
federal pre-em ption as to  the o ther labeling requirem ents of th is law. 
S tate  regu la tions concern ing the  id en tity  and ingredients of the 
product w ould thus govern on all packages sold exclusively w ith in 
one state .

A different kind of federal pre-em ption w as adopted in the Child 
P ro tec tion  A ct of 1966.16 T h is law  am ended the F ederal H azardous

13 P. L. 89-74 added on July  15, 1965, 
21 U SC A  § 360a. U nder this Drug- 
Abuse law, F D A  could deputize state 
officials to  enforce the Federal law.

13 George P. Larrick, “The Mid 60’s,” 
Bull. Association of Food & Drug Offi
cials, 1965, p. 9, 14. See U. S. v. Free
man. 275 F. Supp. 803 (D. C. 111. 19671.

14 15 U S C A  § 1331 ff„ Pub. Law  89-

92, 79 S tat. 282. E nforcem ent of this 
law is vested in the Federal T rade 
Commission.

1515 U SCA  1451 if. ( Sec. 12) ; S. 985, 
Pub. Law  89-755.

16 IS U SC A  § 1261 ff. 80 S tat. 1305, 
Pub. L aw  (1966) 89-756, 89th Cong. 
S. 3298, CCH F ood D rug C osm etic  L aw  
R eporter 1f 9051 ff.
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Substances L abeling  A ct of 1960, w hich was also enforced by the 
Food and D ru g  A dm inistra tion . T he special national concern for 
p ro tec tin g  against sale of dangerous ch ild ren’s toys, caused C ongress 
to  pre-em pt the  field of cau tionary  labeling requirem ents on artic les 
covered by the Act. A ny s ta te  labeling  law  inconsisten t w ith  the 
federal law  is declared “null and void.” 17 H ow ever, du ring  the  Senate 
hearings, it w as acknow ledged th a t th is federal pre-em ption as to 
labeling  was lim ited and w ould no t preclude the  sta tes  from  abso lu te ly  
prohibiting the sale of articles permitted under federal law, if the state 
au tho rities considered such articles to  be too dangerous.18

A m ore com prehensive federal pre-em ption is found in the 1967 
A m endm ents to the  F lam m able Fabrics A ct of 1953,19 which extended 
fire safety controls :o all household and personal fabrics in addition 
to clothing. T he original F lam m able F abrics A ct applied federal 
control over in te rsta te  sh ipm ents only. T he recen t am endm ent flatly 
pre-em pted any  sta te  or local law  which w ould be inconsisten t w ith 
its provisions w ith  the follow ing ra tio n a le :

T he m ass production, high volume, and national m arke ting  ch aracter of the 
textile industry  requires tha t flam m ability standards be uniform  th roug hou t the 
country. A ccordingly, the bill would pre-em pt any law of any S tate  o r political 
subdivision thereafter which is inconsistent w ith its provisions.20

O ther techniques to  contro l in tra s ta te  food regulations are ev i
denced by the new  W holesom e M eat Inspection  A ct of 1967.21 U nder 
Federal m andate by th is law, s ta te  m eat inspection law s are to  be 
upgraded to federal level w ith in  tw o years, or the F ederal G overn
m ent will step  in to  take over in tra s ta te  m eat inspection. Is m eat to 
the  individual consum er any m ore of a federal area of dom inance now 
or is it th a t we now look to  the F ederal G overnm ent for solutions to 
all ou r governm ental prob lem s? Congress a ttem p ts  to  support its 
proposed extension of federal m eat inspection to  in tras ta te  packers, 
by ra tionaliz ing  as follows :

M eat and m eat food products are an im portan t source of the N a tio n ’s total 
supply of food. T hey  are consum ed throughou t the nation and the m ajor 
portion thereof m oves in in te rsta te  or foreign com m erce. I t  is essential in the 
public in te rest th a t the health  and w elfare of consum ers be protected  by assuring  
th a t m eat and m eat food products distributed  to them  are wholesom e, not adul
terated , and properly  m arked, labeled and packaged.

17 15 U S C  1261, § 17(b), CCH F ood 
D rug Cosm etic  L aw  R eporter (19175. 
See note to 15 U SC A  § 1261.

18 S. Rept. 1551(89) accom panjdng
S. 3298(89), S enator M agnuson, p. 3
(Aug. 30, 1966).

10 15 Fed. Code Anno. § 1191 ff., as 
am ended.

20 S. Rept. 407(90) to  accom pany S. 
1003(90) (Ju ly  25. 1967) p. 7, 16. ’

21 Pub. Law  No. 90-201, 81 S tat. 584, 
CCH F ood D rug Cosm etic  L aw  R e
porter (1 1315, am ending 34 S tat. 1260- 
65; 21 U SC 71-97.
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T hese police pow er prerogatives w ould appear to  be equally  ap
plicable to  control over the  n a tio n ’s m ilk supply, bread, and o ther 
foods, particu larly  since the  basis for control of in tra s ta te  com m erce 
was explained by Congress as fo llo w s:

T he unw holesom e, adulterated , m islabeled or deceptively packaged articles 
can be sold a t low er prices and com pete unfairly  w ith the wholesom e, no t adul
terated , and properly  labeled and packaged articles, to  the detrim ent of consum 
ers and the public generally.
W ould no t these sam e opportun ities for low er prices and unfair 
com petition  be available to  all food processors no t covered by federal 
law  ?

A ctually  the spectre  of federal con tro l over local m eat pack ing 
p lan ts is tem pered by the s ta tu to ry  au tho riza tion  to  assist the  sta tes 
to  b rin g  the s ta te  m eat inspection law s up to  M ID  stan dards w ith in  
tw o years. M oreover, the  s ta tes  can expect to  be financially assisted  
to  the ex ten t of SOc/o of the cooperative program , if approved by the 
Secretary  of A gricu ltu re. B u t w h at if one or m ore sta tes do no t adopt 
federal-like s ta te  m eat inspection law s? F ederal pre-em ption m ay 
then be applicable on a patch-qu ilt basis.

T he con stitu tion a lity  of these recen t federal laws exerting  pre
em ptive pow ers on a selective, or alm ost a rb itra ry  basis, is not free 
from  doubt. Judges are likely to  be sw ayed by factual evidence 
presented  in the specific case ra th e r than  by the broad political 
principles of in te rs ta te -in tra s ta te  ju risd ic tional lim its. As far as the 
individual consum er is concerned, it is im m aterial w h eth er the food 
he eats com es from  ano ther s ta te  or is locally produced. T he con
sum er is en titled  to, and generally  receives, wholesom e and properly  
labeled foods. B ut which governm ental agency shall punish  the small 
m inority  of food and d rug  processors v io la ting  the law ? N ot alw ays 
is the F ederal agency m ore effective th an  the  states, even though  the 
F ederal G overnm ent adm itted ly  has a larger tax  and base available 
for salaries, personnel recru itm en t, tra in in g  personnel, and scientific 
laboratories.

Possible Federal-State Relationships for Consumer Protection
In  m y opinion, the  role of sta tes  in food and drug  control is still 

im p o rtan t even in th is age of in stan taneous com m unication. F o re
m ost is the g rea t value of checks and balances am ong governm ental 
officials, national or sta te . By striv ing  for m axim um  efficiency, we 
m ight lose the valuable in tangib le of p ro tection  against the possible 
risk  of au tho ritarian ism . Secondly, federal centra lization  to the de
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gree  exem plified by recen t federal pre-em ption provisions ignores th e  
vastness, and differing conditions, am ong the  50 sta tes, th e  te rrito rie s  
and  the  C om m onw ealth  of P u erto  Rico.

My S tate  of Illinois is try in g  one approach to  the  halcyon goal of 
try in g  to  get the best of the tw o w orlds— to take advan tage of federal 
financial resources and expertise, and ye t re ta in  s ta te  contro l over 
foods and drugs to ad ju st for local conditions. T he  1965 Illinois Food, 
D rug , Cosm etic & P esticide L aw  S tudy  Com m ission, of w hich I was 
priv ileged to  be one of the five public m em bers, surveyed the M odel 
S ta te  law  proposed by the A ssociation of Food and D ru g  Officials of 
the U nited  S ta tes (A F D O U S ), as modified by  various sta tes. W e 
w ere aw are of the  thousands of federal food additive and o ther regu
lations estab lished a fte r ex tensive scientific investigations. O ur rec
om m ended bill was enacted  in to law , effective as of Jan u ary  1, 1968.22 
Illinois th us becam e the  first s ta te  to  adopt autom atically , w ith ou t 
affirm ative s ta te  action, all ex isting  and fu tu re  federal regu la tions 
perta in in g  to  standards of id en tity  of foods, special d ie tary  foods, new 
d rug  requirem ents for safe ty  and  efficacy, pesticide regulations, color 
additives approvals, and food additive regulations. T he obligation  to  
rep rin t the thousands of federal regu lations is thus avoided. H o w 
ever, the Illinois bill w as no t designed on a “me too” policy. F lex i
b ility  to  local s itua tions was assured under the Illinois s ta tu te  per
m ittin g  the D irec to r of P ublic  H ea lth  to  hold hearings, on his own 
in itiative or upon com plain t of an Illinois residen t, to  determ ine 
w hether or no t the federal regu la tions w ould be reasonable for the 
local Illinois situation .

T h is Illinois law  is the  first of th is pa tte rn . T he FD A  has w el
com ed th is approach. F edera l-s ta te  cooperation is evidenced by F D A ’s 
assignm ent for six m onths of its A tlan ta  D istric t D irector, Mr. 
John  W . Sanders, Jr., to  help Illinois set up the necessary adm inis
tra tive  organ ization  to im plem ent the new law. Such loan assignm ent 
w as requested  by  sta te  officials and m ade possible by the 1966 Com 
prehensive H ea lth  P lan n in g  and  P ublic  H ea lth  Service A ct.23

32 111. Rev. S tat. 1967, CH 56-1/2 
§ 501, 509. 521. Tennessee law perm its 
the S tate C om m issioner to prom ulgate 
standards of identity  of foods “which 
shall conform ” to  the Federal s tan 
dards (T enn. Code, Sec. 52-109, CCH  
F ood D rug Cosm etic  L aw  R eporter 
If 33,019) and V irgin ia law provides 
th a t the state  food standards “m ay 
conform  as far as practicable” to the 
federal standard s (Va. Code, Sec. 3.

1-394, CCH F ood D rug Cosm etic L aw  
R eporter f  35,019. See T. E. Sullivan, 
“T he D esirability  of U nifo rm ity  Be
tw een S tate and Federal Law s in Fcod  
Additives,” 16 F ood D rug C osmetic L aw  
J ournal  34, 35 (Jan u ary  1961).

23 42 U SC A  §246. T he sum  of $62 
m illion for fiscal year ending June  30, 
1968 w as au thorized for aid to  states, 
under the contro l of the S ecre tary  of 
H ealth , E ducation  and W elfare.
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O ther approaches to  keep sta te  contro l viable have been proposed. 
A w ell-know n econom ist recom m ended unconditional federal financial 
g ran ts  to  sta tes, concluding th a t independent s ta te  action is ad v isab le :

States are an essential feature of our system  of governm ent . . . .  I t  should 
also be added th a t the sta te  governm ents do no t have a m onopoly on incom 
petence — som e of the federal agencies adm inistering  g ran ts  are som ething less 
than m odels of efficiency.24
State-local needs have ou tstrip ped  the  po ten tia lities of th e ir  revenue 
system , w hich by v irtue  of th e ir  con stan t tax  rates are, on balance, 
regressive. A ccordingly, it is recom m ended th a t the  F ederal budget 
should allow  for sharin g  of a specified portion  of the  federal incom e 
tax  w ith  the sta tes, on a perm anen t basis, w ith  unconditional g ran ts  
supplem enting  the ex isting  gran t-in -a id  system . If sta tes  receive aid 
prim arily  on the  basis of population , in significant am ounts, they 
could reestab lish  th e ir h istorical role of effective pro tection  of public 
health , safe ty  and welfare.

O th e r proposals to  achieve “real un ifo rm ity” of food and drug  
regulations include the suggestion  for a single national food and drug 
regu la to ry  com pact. T he  p resen t F ederal Food, D rug  and Cosm etic 
A ct and  regulations w ould be incorporated  in th is national com pact 
to be enforced by a national agency w ith  federal and sta te  rep resen
ta tives.25 T his federal-sta te  food and d rug  com pact w ould elim inate 
questions of pre-em ption and constitu tion ality  because th is would 
involve only one law, approved by C ongress and. presum ably, by all 
s ta te  legislatures. A gain, th is proposal m ay appear adm inistra tively  
efficient, b u t the absolute un iform ity  th us sough t w ould destroy the 
checks and balances provided by the constitu tional lim itations on 
in te rs ta te -in tra s ta te  ju risd iction . In  m y opinion th is federal-state  
com pact proposal is like th ro w in g  the baby out w ith  the bath  w ater 
because the w ater go t dirty.

Conclusion
Health and safety is everyone’s concern, and always was. W hat is 

different now? President Johnson in his recent S ta te  of the U nion 
m essage told C ongress th a t “W e can m ake th is tru ly  a new day for 
consum er protection , and live in h is to ry  as the consum er conscious

24 S tatem en t of W alter W . H eller
( Professor of Economics Univ. of Min
nesota) and Joseph A. Pechm an (D i
recto r of Econ. S tudies of Brookings 
In s t.)  to  the Subcom m ittee on Fiscal 
Policy of the Jo in t Econom ic Com 
m ittee, A ugust 2, 1967.

In 1966 there were alm ost 400 sepa
rate au thorizations fc r federal g ran ts 
in aid to  states.

23 David E. Engdahl, “C onsolidat
ing S tate and Federal R egulatory 
P ow er O ver Foods and D ru g s” , 20 
F ood D rug C osm etic  L aw  J ournal  587, 
595 (O ctober 1965)
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era . . .  So le t us act now .”26
W ith in  the past five years, Congress has passed m any law s 

regulating in tra s ta te  activities, pre-em pting  to  the  F ederal G overn
ment direct or indirect control even over activities exclusively within 
a tiny  ham let. T he m otives of our Congressm en m ay be laudable. 
As law yers, how ever, m aybe we should pause to  evaluate w h a t kind 
of governm ental con tro ls are advisable even in the space age of 
the 70’s. If a s ta te  does not accept its responsib ility  for the  health  
and general w elfare of its consum ers, w hat should Congress do? Are 
we ready to abolish, even for consum er protection, the  constitu tional 
lim itation  of Congress to in te rs ta te  activ ities?  Do the consum ers have 
a responsib ility  to  urge s ta te  action?

To date there has no t been to  m y know ledge any Suprem e C ourt 
decision invalidating  s ta tu to ry  federal pre-em ption in the  area of 
consum er legislation. Congress m ay have to discipline itself to  avoid 
com plete B ig B ro ther surveillance. D ram atic  publicity  “happen ings” 
have precip ita ted  federal pre-em ption clauses in consum er law s w ith in 
the past five years w ith  no app aren t letup in public pleas for com plete 
federal control. T h is federal club over s ta te  leg isla tures and adm in
is tra tive  agencies has been sou gh t by m ilitan t consum er groups as an 
answer to indifferent or recalcitrant state agencies. W ould such federal 
control, even though more effective than checkerboard or haphazard 
country-w ide enforcem ent by  different s ta te  program s, be in the 
in terest of all A m ericans?

Instead  of s tre tch in g  the constitu tional lim itation  of “ in te rsta te  
com m erce” to v irtual ann ih ilation , I suggest th a t a g rea te r C ongres
sional challenge w ould be to devise new techniques to  m otivate the 
lagging sta te  governm ents to  take care of th e ir own consum ers. T he 
pa tte rn  of rew ard and punishm ent to  sta tes  w ith lagg ing  m eat inspec
tion law s as estab lished in the  1967 W holesom e M eat Act m ay be 
offensive to  constitu tional law yers and yet be an effective d e te rren t to 
the necessity  for federal control. Safeguard ing  health  and safety 
is an ongoing responsibility . B u t federal regu lation  of all industry  
is not the answ er. All governm ental agencies, federal, s ta te  and 
m unicipal, to gether w ith  private  in du stry  and their associations, can 
cooperate effectively. E ach consum er is also involved in the policy 
determ ination  of how public health  and safe ty  m ay be protected  
w ithou t perm ittin g  exclusive national control under s ta tu to ry  federal 
pre-em ption. [The End]

20 Delivered to C ongress on January  
17, 1968.
PAGE 8 8 FOOD DRUG COSM ETIC LAW  JO U R N A L ----FEBRUARY. 1968



Some Applications of 
Drug, Device and Narcotic Laws 
for Health Science Practitioners

By SIDNEY H. WILLIG
Professor Willig Is the Director of the Drug Law Unit 
at the Institute for Law and the Health Scences,
Temple Law School, Philadelphia, Pennsylvania.

MA K IN G  D R U G S A V A IL A B L E  T O  T H E  P U B L IC  is a health  
care responsib ility  jo in tly  undertaken  by the governm ent agency, 
the regulated  industries and the health  science practitioners. T his is 

essentially  a cooperative endeavor and m ay be sapped of in itiative 
and v ita lity  if the parties are set aga inst each o ther in a ttitu d es  and 
postu res th a t fru s tra te  th e ir  efficiency. N one should be called upon to 
renounce th e ir ow n w isdom , au th o rity  or prerogatives in the nam e 
of cooperation, bu t ra th e r each m ust respect the legal and ethical 
principles th a t overlie th e ir m utual function and purpose. T herefore, 
they  should no t be placed in adversarial roles th rough  foolhardiness 
or s tra teg y , to satisfy  w him s of the scientifically unsophisticated  or 
the po litically hyperacute, w hen to  do so represen ts a disservice to  
the national and in ternational com m unity.

The F ederal Food. D rug  and Cosm etic A ct and re lated  s ta tu tes , 
by in ten t and conten t, serve to guide all th ree in the perform ance of 
th e ir essential and in terre la ted  functions for the public good, albeit 
w ith  vary ing  degree of in ten sity  or direction. I t m ay serve therefore, 
if devised and considered constructively , as a basis for th e ir m utual 
understanding . I t  is our role as food and d rug  law yers to  provide 
reasoned counsel in keeping w ith  th is concept.

T he  regu lated  industries are bound to  innovate, produce and 
d istribu te  in accordance w ith the la w ; the governm ent agency is 
bound to  enforce it f a ir ly ; and the physicians, den tists, pharm acists 
and o thers m ust observe its effects on th e ir  practice. I t  :s to th is la tte r 
aspect th a t th is paper is directed.
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T he F ederal Food, D rug  and Cosm etic (F . F. D. C.) A ct, as 
am ended (T itle  21, U. S. C .), is a criminal statute. I t can be enforced 
against articles of drugs or devices, or against persons, and by in junc
tion, seizure or crim inal prosecution. T he s ta te  s ta tu te s  are also 
crim inal or quasi-crim inal in charac ter and v io lators can suffer heavy 
fines and prison sentences, the  offense being generally  a m isdem eanor.

Since th ey  contro l every aspect of a d ru g ’s availab ility  for use 
and distribu tion , anyone who seeks to  adm inister, d irect or supply  a 
drttg ’s usage m ust respect the  d rug  laws.

Drug Laws and the Pharmacist
Of all health  science practitioners, the  pharm acist is undoub tedly  

best acquain ted  w ith  the  force of d rug  and narcotic  laws and regu la
tions upon his practice. T his is true  bo th  from  the s tandpo in t of 
federal and local application. As a key m em ber in the d istribu tion  
schem e, his inven tory  is defined, the conditions precedent and sub 
sequent of its order, receipt, s to rage and dispensation are set ou t in 
certa in  term s, and his own activ ities and prerogatives w ith  respect 
to these are carefully  circum scribed w ith in the language of C hapters 
2, 3 and 5 of the  F. F. D. C. Act.

A lthough  U. S . v. Sullivan1 early  clarified the in te rs ta te  character 
of the ph arm ac ist’s professional activities, his in tra s ta te  functions are 
nonetheless carefully  delineated by sta te  and city  drug, device and 
cosm etic laws, and regulations and rules established by B oards of 
H ealth  and P harm acy.

T he pharm acist has been ta u g h t the  m eaning of “ad u lte ra tio n ” 
and “misbranding” in the classic pharmaceutical concept as well as in 
the basic legal connotation , bu t he fails to  recognize some of the m ore 
sophisticated  tu rn s  these definitions have taken  in the  last decade and 
som etim es he needs to  be rem inded of these. H om em ade relabeling  
w ith technical incom pleteness, com m ingling of like products of differ
ing control num bers, and in very  rare instances, sub stitu tion  of a 
prescribed d rug  w ith  its non-specified chem ical cou n terpart, are types 
of violations w here he needs explanation  and rem inder.

In  urban  practice, com petitive anxieties plus difficulties in secur
ing w ritten  or oral confirm ations and renew als of prescrip tions, often 
in the ligh t of s ta te  requirem ents m ore s trin g en t than  federal, beget 
som e am ount of violative conduct also. W hile the D rug  A buse Con
tro l A m endm ents of 1965 (D A C A ) added enforcem ent po ten tial as to 
sub ject drugs, since 1951 under D urham -H um phrey , oral p rescrib ing

1 332 U. S. 689, 68 S. Ct. 331 (1948).
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and au tho riza tion  for the  refilling of a p rescrip tion  has required  evi
dence of the p rescrib ing  physic ian’s confirm ation. S ta te  regulations 
quickly bo lstered  th is  requ irem en t w ith  th e ir additions and set v a r
ious lim its like 48 hours, 72 hours and the like as the tim e period. 
In  the six teen years since, physicians have grow n to know  the law. 
H ow ever, the dem ands on th e ir tim e, including telephone tim e, have 
grow n to such proportions th a t telephone com m unication, as to  a 
refill especially, betw een the physician and the pharm acist, often 
represen ts a f ru s tra tin g  im probability  for the latter.

T he pharm acist know s his ob ligations under the D urham -H um - 
phrey  A m endm ent, 503(B) of the A ct, and its s ta te  equivalents. H e 
recognizes th a t, w ith  its responsib ilities and legal im plications for 
him in term s of prosecution and product liability , it also endow s him 
w ith  the prerogative  to  be the last con tact point betw een the public 
and those th a t advise them , safeguard  them  and supply them .

Since th is is so firm a socioeconom ic and legal reality , it is 
rem arkable th a t the governm ental agencies, the p rescrib ing  profes
sionals and the regula ted  industries have no t invested a g rea te r 
am ount of effort in b ring ing  to the pharm acists  a true  im age of th e ir 
public service, th e ir  raison d’être and their goals in m ain ta in ing  the 
high m easure of achievem ent th a t has d istinguished A m erica’s to ta l 
health  care.

T hese professionals have a p rom inent bu t sadly unrecognized 
position. T heirs can be fron t line aid in estab lish ing  a legislative 
clim ate no t overw rought by unreasoned hysteria , and w ith  public 
appreciation  for professional and industria l expertise and innovation, 
to  subdue the sm ouldering fires of m isun derstan d in g  and resen tm ent 
th a t engender m alpractice and product liability  litigation.

H ow ever, the drug  s ta tu te s  are no t selective in th e ir effect on 
pharm acists. T he s ta tu te  can be invoked against v iolators am ong 
lay persons and other professionals as well. T h is has been estab lished, 
tested  and affirmed th ro ug h  a m yriad  of cases.2

W h a t the physician som etim es loses sigh t of is th a t while drug, 
device and narcotic  laws contain little  or no m ention of d irect control 
as to  his activities, they  m anage nonetheless to  achieve som e sub
stan tia l im pact on his practice by th e ir control of his and his p a tien t’s 
therapeu tic  necessities and the suppliers th a t provide them . F or ex 
am ple, a d rug  or device which comes to  a physician for his use and 
is m isbranded because the accom panying labeling, the “claim -w arning- * 9

2 U. S. v. Drown, 198 F. 2d 999, (CA - Drug Cosmetic L aw R eports f  80,169,
9 1952); U. S. v. Brown, 250 F. 2d 745, 372 F. 2d 29, (CA-8 1967).
(CA-5 1958) ; U. S. v. Shock, CCH F ood
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usage inform ation," is false or m isleading in som e particu lar, or in 
com plete, is liable to seizure and condem nation. Or, a d rug  or device 
th a t is labeled to benefit from the 1.106 exem ption to Section 502(f) 
—the prescrip tion  only p roducts—th a t is m isbranded because it is 
delivered to  a non-physician or non-den tist unqualified by sta te  law  
to receive it, is sub ject to seizure and condem nation.3

A dultera ted  products th a t have been shipped to  physicians m ay 
represen t a hazard to the p rac titio ner and those whom he serves, and 
are sim ilarly  liable to seizure. T his is of special concern to  the 
governm ent agency, as a practical m atter, in the case of d ispensing 
physicians. H ow ever, the provisions for m ultip le seizures available 
against an adu ltera ted  product are spelled ou t in the s ta tu te .4 T h ere 
fore, if the doctor has in his possession m isbranded or adu ltera ted  
drugs or devices, they  are sub ject to seizure and condem nation on 
the federal and sta te  level. In fact, the go vernm en t’s righ t to  seize 
and condem n violative drugs and devices has been upheld to  a point 
even beyond the p rac titio ner—th a t is, in the very hands of the u lti
m ate consum er or u se r /’

W e tend to  forget th is because the th ru s t of enforcem ent seeks 
in junction , seizure or crim inal prosecution at an earlier stage in the 
d istribu tive  schem e. Also, because on the  local level, m any of the 
d ru g  and device law s seem to be m anufacturer, w holesaler and p h a r
m acy orien ted  and enforced. T he health  science p rac titioner is gen
erally less conversan t w ith  them  than he should he. H ow ever, a 
reading of the legislative preface will show  them  to relate  in broad 
language to "the  m anufacture, sale and possession of drugs, devices 
and cosm etics” and. therefore, to  include all persons partic ipa tin g  in 
these activities, except as specifically excluded in the language of 
certain  sections or subsections.0

Responsibility in Prescription
Since the physician, no less than the pharm acist or the con

sum er, m ay have adu ltera ted  or m isbranded articles in his possession, 
an effort should be m ade to describe those term s w ith in  the full 
m eaning of the federal and sta te  s ta tu te s  th a t apply to him. T his is 
a part of the program  we carry  out th ro ug h  our In s titu te  for Law

a See footnote 2, U. S. v. Shock. 1947), 332 U. S. 768, (cert, denied,
1 Federal Food, D rug  and Cosmetic S. C t.>.

Act, Sec. 501, Ch. 3. " F or exam ple, Pennsylvania D rug,
U. S. v. Olsen, 161 F. 2d 669, (CA-9 Device and Cosm etic Act, No. 693.
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and the H ea lth  Sciences a t the  professional schools which are p a rt of 
T em ple U n iv ersity .7

W hile Section 704 of the Federal Food, Drug and Cosmetic Act 
differs from  m ost s ta te  d rug  laws in th a t it seem ingly offers som e 
inspective exem ption to reta il pharm acies and practic ing  physicians, 
th is partia l exem ption is disallow ed if the pharm acists or physicians 
exceed the  regu lar “course of th e ir business of d ispensing or selling 
drugs a t re ta il’’ or “course of th e ir professional p ractice .”8

U p to  now. inspections of a physic ian’s records and drug  stocks 
have been tru ly  rarities  set aside for suspicion of serious irregularities. 
T here  is little  doubt, how ever, th a t w ith in  the au th o rity  of norm al 
regu la to ry  procedures, or possibly pu rsu an t to  an app ropria te  w arran t 
on the  basis of “probable cause,” such inspections are possible under 
the  s ta te  and federal drug, device and narcotic laws.

F undam ental to the issuance of any order for a prescrip tion  drug 
is the ac tuality  of a bona fide docto r-patien t relationsh ip . T his is 
true in s ta te  and federal law  and was the key to  successful crim inal 
prosecution of D rs. D eFreese, Brow n, and a host of others. A ppli
cation of th is principle, w hich clearly  affected physicians under a 
law  in tended to  regula te  the in te rsta te  com m erce of foods and drugs, 
has been upheld by the Suprem e C ourt of the U nited  States.

T he physician is especially vulnerable in the area of the so-called 
“dangerous d ru g s” and narcotics w here the stringencies are g rea te r 
and w here receip t of such drugs by illegal “p rescrip tions” m akes the 
recip ient “p a tie n t” susceptib le to a charge of illegal possession as 
w ell.9

T he F. F. D. C. A ct, how ever, generally  has not been in terp re ted  
in a fashion th a t would m ake the physic ian’s adm inistra tion  of m edi
cation an act vu lnerab le to  regu la to ry  application. T he F D A ’s posi
tion is illustra tab le  in that if a physician were to take a vial of injectable 
d rug  he had purchased, and then relabel it ind icating  o ther dosage, 
or deleting  cautions, or add ing indications for use, and then  sell or 
give such relabeled m aterial to ano th er who is not his patien t, he 
w ould be chargeable w ith  m isbrand ing  on any of several counts. 
Since the fact pa tte rn  is ra th e r th a t the physician som etim es adm inis
te rs  the product him self or prescribes for the d rug  w ith in C hapter

7 Manual of Legal Considerations for
the Dental Practitioner in Pennsylvania,
T em ple College of D entistry , P h ila 
delphia, Pennsylvania, P a r t Tw o, pp. 
28-36.

8 See also Pa. Act No. 693, Sec. 17 
(see footnote 6).

8 F or example. Pa. Act No. 693 (see 
footnote 6).
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F ive’s prescrip tive exem ption labeling design,10 the non-conform ance 
to  the norm al d is tribu to ry  labeling is outside of the A c t’s purview  
and sim ply em ploym ent of the physic ian’s p rerogatives of practice.

T o em phasize th is point, court decisions based on the federal 
s ta tu te , and s ta te  d rug  law s in their own explicit language require 
th a t w here the physician does no t enter, or goes beyond, the regu lar 
practice of m edicine, and acts as e ither a d is trib u to r or a pharm acist, 
then he is held to the  record keeping, the  labeling and every o ther 
p roscrip tion  of the law. In  short, the d ispensing physician, once he 
has com pleted his physician’s du ties, is view ed as hav ing the sam e 
responsibilities flowing from  the d ispensing act, as would a ph arm a
cist. He has to keep records of receipt and distribution of dangerous 
drugs and must maintain the integrity of the product’s labeling until 
he relabels it as a pharm acist w ould do, in g iv ing it to  his patien t 
for au to -adm in istra tion .11

Physicians’ Experimental Innovations
Once a d rug  is approved for m arketing , its indications for use. 

dosage, p recau tionary  in form ation and the like are m ade know n to 
the physician by a com bination of his own efforts and those which 
are really the prom otional efforts of the d ru g ’s com m ercial sp o n so r.'1' 
I11 labeling, the FDA may bring into force any means the government 
a t its option decides to  em ploy— seizure, in junction  or crim inal p rose
cution—w here the d ru g ’s com m ercial sponsor publishes a different 
s ta tem en t than  th a t w hich the  agency of the  governm ent has deemed 
acceptable and approved in the NDA or Antibiotic approval procedure.

T he m anu fac tu re r’s d issem inations are from  a scrip t subm itted  
to the governm ent agency and eventually  approved by it. In betw een, 
both the m anufactu rer w ho know s m ost about the drug, has g reatest 
confidence in it and seeks broadest term s of use. and the governm ent 
w hich bears the responsib ility  of safeguard ing  the public and tends 
to conservatively  assess the assem bled docum ents of safetv and ef
fectiveness, go th ro ug h  w hat m ay be called a non-collective b a rg a in 
ing period when they  evolve labels and labeling to accom pany the 
product to  professional and pa tien t use .13

Since the m ajority  of po ten t d rugs used today are classed as “new 
drug s" by the federal agency, the la tte r has m ain tained control of

10 A ct cited in footnote 4, Sec. 502 
(iff 21 C FR  1.106.

11 Act cited in footnote 4, Ch. I l l ,  V ; 
Pa. Act No. 693, Sec. 7 (see footnote 6).

12 Sadusk, 190 Journal of the Atncri-

can Medical Association 907-909, 1964 ; 
192 Journal of the American Medical A s 
sociation 460-463, 1965.

13 Toulm in, Food and Drtt<i Late, Sec
tion 25.5.
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w hat com prises the  m anu fac tu re r’s full disclosure as to  claim s, usage, 
w arnings and o ther “p ros” and “cons” of the product th a t appear in 
its labeling, brochures, p roduct cards, m ailing pieces and package 
inserts. T his also serves to  keep rein on w h at the  m anu fac tu rer can 
say in his advertisem ents to  physicians.14

T he physician can use the drugs in such a fashion, or he m ay 
innovate prescrip tively  as to  dosage, du ration , concom itant drugs, 
precau tionary  recom m endations and even new  indications. W h eth er 
he does th is d irectly  or th rough  the  pharm acist, the federal law has 
been devoid of app lication  inasm uch as the physician and pharm acist 
are engaged  in the practice of th e ir  professional prerogatives. T h ere 
fore. paren tera l m ix tures as well as o ther m ix tures prepared or 
prescribed by a physician for use on his own patien ts in the norm al 
course of his practice are exem pt from  the new d rug  requirem ents 
and m ost o ther federal and s ta te  restrictions.

B ut, ap a rt from  the d rug  law s, the doctor is responsible for the 
safe ty  and effectiveness of these m ix tures and any adverse effects 
th a t m ay occur to  the patien t. W here  he has m ade or directed the 
in term ix tu re  him self he has in som e circum stances nullified the 
liabilities of the m anufac tu rer of the com ponent products. T here  are 
o ther circum stances conceivable, w here by practice or policy, the 
p rod uct’s iden tity  m ight be obscured in sufficient fashion to focus 
legal liability  upon the professional p ractitioners involved, or a hos
pital. ra th er than  a m anufacturer.

Since 1961, th is “full d isclosure” inform ation is required  to  ac
com pany the product, despite the fact th a t the m anufactu rer and 
practic ing  physicians m ay feel its uses have been unnecessarily  c ir
cum scribed by agreem ent w ith the governm ent, essential to m ark e t
ing clearance. These, then, in a sense, since they  reflect the best 
ju dg em en t of a scientific agency w ith recourse to  all the m anufac
tu re r 's  in form ation on the drug, have seem ingly becom e part of the 
legal param eters as to the safe ty  and effectiveness of these drugs. 
As evidence, cases can be cited in m any ju risd ic tions th a t allow ad
m ission of such labeling in to evidence.1o

T he adm issib ility  of package in serts  and their equivalents in 
agency approved labeling, is generally  predicated on the a ttem p t to 
show th a t the physician failed to  m eet usual and acceptable stan dards 
in prescrib ing  or adm inistering  the  drug , or in m on ito ring  its effects. * 84

" Je n n in g s , FD A  Papers, Nov. 1967/ Magee v. W yn h , 29 Cal. Rep. 322;
I t Sanaari v. Roscnfild. 167 A. 2d 625;

84 A LR  (2) 1350.
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As such, courts  have taken a m ore flexible view of w h at constitu tes 
hearsay.

T his is no t to say th a t such evidence cannot be outw eighed by 
testim ony  of com peten t m edical experts to the effect th a t the  ph ysi
c ian ’s usage of the d rug  had  m ore therapeu tic  valid ity  than  did the 
m anu fac tu re r’s advice, or th a t the physic ian’s usage of the  d rug  
represen ted  a reputab le  m edical m inority  opinion. B u t th is area of 
p roduct labeling, and the  possib ility  of a charge of neg ligence or 
m alpractice, p resen ts problem s to  the physician less in te rm s of the 
d rug  law s than  in term s of m odern decisional law .16 Some courts, 
how ever, continue to exclude the m an u fac tu re r’s brochure to  the 
physician, or only adm it it for the lim ited purpose of read ing  and 
com m ent by an expert w itness.17

In  most instances it boils down to a mere need on the practitioner’s 
part to  show  th a t he m et acceptable s tan dards of care in using  the 
d rug  as he did, th a t he displayed ord inary  skill, prudence and ju d g 
m ent, or th a t as a m atte r of balance, his usage seem ed b e tte r for the  
pa tien t th an  the conventional usage indicated in the product labeling. 
T hese are qualifications th a t should represen t no special difficulty, 
since every p rac titio ner undertakes to  sa tisfy  them  in his every p ro 
fessional act.

W ill “dear docto r” le tte rs  then gain adm issib ility  to  prove know l
edge and notice? T here  is no ce rta in ty  as to  this. A m ajor facto r to  
consider is th a t the physician’s self-education m ust be a vo lu n tary  
ac tiv ity  and cannot be regarded  as uniform  in quantitj^ or in quality . 
As hum an identities, doctors defy the con stric ting  concept of equ iva
lency, as do those w ith p rop rie tary  in terest in th a t w hich they p ro 
duce. F u rth e r, there is no one m ethod assured of g iving all physicians 
all in form ation at any certain  time.

Product Labeling Problems
N ow  th a t the N ational A cadem y of Sciences and the N ational 

Research Council are completing their important task of review, revi
sions of p roduct labeling are foreseeable. T his will be true  of m any 
drugs w ith  which p ractic ing  physicians are today com pletely con
versan t. If som e of these get additional p recau tionary  inform ation 
or con traind ications, or th e ir dosage or indications are circum scribed, 
th is will place an add itional learning and un learn ing  burden on 
p ractitioners th a t m ay add to  the concern evidenced today. 10

10 See also  Love v. IVoff, 38 Cal. Rep. 17 Grantham v. Goetz, 401 Pa. 349, 
193; 192 Journal of the American Mcdi- 164A 2d 229, Crouch v. M ost, 432 P.
ca! Association 460-463, 1965. 2d 250.
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Before leaving th is problem , we should note th a t it has created 
a w idespread furo r and anx iety  am ongst teachers ar.d tex t w rite rs .18 
since it w ould seem  to require th a t they  conform  th e ir in struc tions as 
to product usage to th a t which the F D A  has approved for the m anu
facturer, or pose a risk  to  those th a t they  teach or service. In  add i
tion, m any believe th a t such danger m ust be obviated by accom pany
ing their m aterial w ith disclaim ers to  pu t p ractitioners on notice 
w henever w hat they  are say ing  is a t variance w ith  “official” product 
inform ation.

F ollow ing th is line of th in k in g  along ano th er devious path, there 
is fu rth e r concern th a t if a physician feels he has been m isled and. as 
a resu lt, in danger of a m alpractice ju dg m en t against him , he will 
then e ither seek to sh ift or share the blam e w ith  the au tho r th a t 
m oved him  to the m isprescription . W hile  legal theory  m ay be enlisted 
to support th is, som ew hat like the anx ie ty  th a t accom panied dem ands 
for Good S am aritan  legislation, research discloses no precedent upon 
which to  predicate th is alarm .

W hile a ttacks on the form at, the spectrum  of inform ation, and 
the purpose of the package in sert have questioned its legal basis, 
challenged its usefulness, and suggested  th a t it be revised in a 
m anner to b e tte r pro tect physicians against po ten tial m alpractice 
charges, the FD A  has m ain tained a firm postu re  at th is tim e. A few 
years ago, a high ly respected and inform ed FD A  official10 stated

,s W . Modell, Medical Tribune, June 
15, Ju lv  13. Ju ly  31, Aug. 1, Sept. 21, 
Nov. 20, 1967.

J. H auser, 1965 L ecture on New 
D rug  A m endm ents at T em ple U ni
versity Law  School.

“ R etu rn ing  tc the original subject 
as to new drug  w arn ings being so in
clusive as to d rastically  reduce any 
liability on the part of the m anufac
turer, I do not pretend to be well in
formed on civil liability m atters. H o w 
ever, in the in terest of patien t safety, 
FD A  will vigorously require fully in
clusive d rug  w arn ing inform ation in 
labeling, especially for new drugs, and 
a brief sum m ary of side effects and 
contraindications in p rescrip tion  drug 
advertising. T he approval of a new 
drug  by F D A  involves evaluation of 
the ratio  betw een its potential bene
fits and its hazards. T he use of the 
d rug  by a  physician involves a sim ilar

evaluation on his part in relation to 
the particular patient. T he d rug  can
not he used w ith m axim um  safety and 
effectiveness unless the physician is 
fully inform ed. In 'dew  of these public 
health considerations, FD A  has no in
tention of com prom ising the full dis
closure of w arn ing inform ation for any 
reasons of civil liability, irrespective of 
any controversy between physicians and 
manufacturers. In these circumstances 
physicians should know that, especially for 
new drugs, labeling in the possession of 
the nearest pharmacy may contain w arn
ing information of critical importance to 
their patients and to their civil liability 
that m ay not be readily available else
where. FD A  recognizes the need for 
and prom otes education of consum ers 
to understand  and accept th a t the use 
of d rugs necessarily involves a calcu
lated risk as well as inform ation to 
physicians that labeling disclosing these 
risks is available to them ."
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the FD A  belief th a t to  a lte r the labeling concept em bodied in the 
package insert w ould abdicate th e ir  responsib ilities to the  public and 
professions in general. Present pronouncements are along similar lines.

If  one reads the proh ib itions listed in C hapter T hree (Sect. 301 ) 
of the F. F. D. C. Act, the non-physician effects of the A ct are ra th e r 
easily noted. H ow ever, prov id ing the case can be m ade ou t for 
“ in te rs ta te  com m erce,” doctors using  investigational drugs w ithou t 
clearance should be aw are of Sect. 301(d) w hich m akes the  drug  
seizable, its use and d istribu tion  enjoinab'.e, and the  doctor sub jec t 
to  prosecu tion  w here Sect. 505 is deem ed violated.

“ New Drug” Laws and Experimentation
W ith  the onset of the K efauver-H arris  New D rug  A m endm ents 

and the regula tions e laborated  p u rsu an t to  them  (Sect. 505 of the
F. F. D. C., 21 C F R  1.130 and follow ing), investigation  of new  drugs 
and experim ental th erap y  un derw en t a considerable form alization . 
T he w riting  of the law and the regulations was for the m ost part 
directed to the manufacturer, yet certain subsections explicitly involve 
the  health  science practitioner, and in to ta l the new language affects 
him in fairly  obvious m anner. H ow ever, w here direct control over 
his activ ities is sought, the m anufactu rer is ac tually  the m eans of 
accom plishing such ends.

A m anufactu rer m ay no t know ingly provide a com m ercial d rug  
to  a p rac titioner for such types of experim entation  as will cause it by 
use or m ethod of use to  be a “new ” or “in vestiga tion al” drug, unless 
the precedent exem ption has been form alized by the m ultip le sub 
m issions and filings of the F D  1571, 1572, 1573. “ IN D ” and investiga
to r form s.20

Y et the physician is not in violation of the d rug  laws, as indicated 
in our previous discussion, in usual practice circum stances, w hen lie 
exerts his professional prerogative  and uses a com m ercially approved 
drug  as a “new ” drug  on his patien ts. F o r w h at the FD A  regards as 
“new ness” of a drug, T itle  21, C hapter 1, 130.1(h) sets ou t five pa
ram eters “am ong o ther reasons.”2011

20 F or details of this see: L ex  ct 
Scientac, 4/110, 1967.

2°a new ness 0f a clrUg- may
arise by reason (am ong other reasons) 
o f :

(1) T he newness for drug  use of any 
substance which com poses such drug, 
in whole or in part, w hether it be an 
active substance or a m enstruum , ex-
PAGE 98

cipient, carrier, coating, or o ther com 
ponent.

(2) T he newness for d rug  use of a 
combination of two or more substances, 
none of which is a new drug.

(3) T he new ness for d rug  use of 
the proportion  of a substance in a 
com bination, even though such com-

(Continued on next page.)
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T he regulations have d ictated  a form al re lationsh ip  con tractual in 
na tu re , (F D  1572, 1573), in w hich the legal as well as the scientific 
g round  rules and protocol for the s tu dy  becom es par: of the un der
taking. T o m ake certain  th a t the physician will respond to  th is 
indirect approach, the  receipt of th is form  is a condition precedent to 
placing the experim ental m aterial in his hands, w ith  one m inor P hase 
3 exception. F a ilu re  to  live up to  its term s m akes it incum bent on 
the m anufactu rer to  foreclose fu rth er stu dy  by the scien tist involved. 
(Sect. 505, F. F. D. C. Act. 21 C FR , P a r t 130). H ow ever, a recent 
F D A  proposal w ould in terjec t som e elem ent of “due process” and 
“ hearing” a t th is  point.

T here  is also access to  d is tribu tiv e  and experim ental records and 
reports  in the hands of clinical investigato rs in th is body of regulation. 
W here  an adm in istra tive  agency is given access to  books and records 
of the  regula ted  parties, it m ay directly  or indirectly  have subpoena 
pow ers as w ell.21

E ven  m ore d irectly , how ever, w here a professional p rac titioner 
seeks to sponsor his own new d rug  research , if it is o ther th an  a local 
study , he is requ ired  to  com ply w ith  the federal regu la tions for ex- 
em ptive and in form ational filings in m uch the sam e m anner as a 
com m ercial sponsor.22

Some sta tes, such as Pennsy lvan ia, fu rther affect physicians in 
th is regard , inasm uch as they  require notice from  com m ercial spon
sors an d /o r  private sponsors as to  such investigations, in a sim ilar 
fo rm at to  the federal, to  precede experim ental therapy. W hile m ost 
of these demands are waived where the federal submissions have been 
m ade, these still pose regu la to ry  necessities insofar as the  P enn sy l
vania physician or in vestigatory  facility is concerned.23

Enforcement of Regulations
T his seem s to be a  m atte r of ju dg m en t for the F D A  in th a t in 

view of th e ir sho rtage of funds and field staff, they will seek to  enforce
(Footnote 20a continued.)
bination contain ing such substance in
o ther proportion  is not a new drug.

(4) The newness of use of such drug 
in diagnosing, curing, m itigating , tre a t
ing, or p reventing  a disease, or to af
fect a  s tru ctu re  or function of the 
body, even though such d rug  is not a 
new drug  w hen used in another disease 
or to affect an o ther s tru ctu re  or func
tion of the body.

(5) T he new ness of a dosage, or 
m ethod or duration of adm inistration

or application, or o ther condition of 
use prescribed, recom m ended, or sug
gested in the labeling of such drug, 
even though such drug  w hen used in 
o ther dosage, or o ther m ethod or d u r
ation of adm inistration  or application, 
or different condition, is not a new 
drug.

21 376 F. 2d 147.
22 334 F. 2d 844.
23 P H D , Ch. 3-333, Sect. 6 Rev. 5/22- 

/64 ; Pa. Act No. 693, Sec. 16 (see 
note 6).
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these regulations only w here they  are of the opinion a public danger 
exists. Technically , in the ligh t of various decisions, the F D A  can 
construe v irtually  any study  as being in te rsta te  on the basis of source 
of ingredients, the travel of patien ts, and so fo rth .24

W hile p relim inary  research seem s to indicate th a t there  is little  
or no in ten t to  enforce these legal requirem ents insofar as the p ro 
fessional p rac titioner of m edicine is concerned, certain  im plications 
m ust rem ain for the la tte r 's  consideration . T he governm ental agen 
cies, federal or sta te , are no t cloaked in a real adversary  costum e, nor 
is it th e ir  role. T he only real adversary  here is the adversary  in the 
court room w ho is try in g  to  estab lish  th a t the physician 's to rtious 
conduct was the causative agency of his in ju ry  or harm , and th a t the 
physician should pay dam age therefore .25 *

T he part th a t s ta tu to ry  and regulator}7 language can play in 
determ in ing  the sufficiency of the p lain tiff’s cause of action is alw ays 
indefinite. I t  depends on m any subjective and circum stan tia l inci
dents to the case as well as the particular finding and attitude of the 
trial court.

T here  is, how ever, am ple decisional basis for invoking the p rin 
ciple th a t violation of a public s ta tu te  established to preserve the 
public’s w ell-being m ay he neg ligence per se and as such can m ake 
out a prim a facie case in negligence against a defendant. T here  is 
also considerable evidence th a t in a decade th a t has seen the scientific 
sophistication  of a tto rney s as never before, this approach to getting a 
case before a ju ry  is not being neglected.2B

T he 1962 A m endm ents and the pertinen t regula tions fu rth er 
established the requirem ent th a t physicians using  drugs on hum an 
beings investigationally  m ust obtain the “consent of such hum an 
beings or th e ir rep resen ta tives except w here they deem it not feasible 
or, in their professional judgm en t, con trary  to the best in terests  of 
such hum an beings.”

W hile there was initial concern in indu stry  and am ong physicians 
a t the  s ta tu to ry  notice th a t such a safety m easure m ust be taken, 
because of its possible value to plaintiffs, follow ing the copious ex-

24 U. S. v. Nutrition Service, Inc., CCH 
F ood Drug Cosmetic Law R eports 
1180,060, 227 F. Supp. 375, (D C  Pa. 
1964); U. S. v. Forty Cases Labeled 
“Pinocchio Brand Oil,” 289 F. 2d 343,
( CA-2 1961, rev’g  DC N. Y.) ; U. S . v. 
Drown (see footnote 2) \ Heart of A t
lanta case in application of 1964 Civil

R ights Law. Is the doctor servicing 
an in te rsta te  flow of persons who 
seek medical aid?

Marchesc v. Monaco, 52 N. J. Suner 
No. 74; Reed v  Church, 175 Va. 284.

26 Goodman and Rheingold, Lawyers 
Drug Handbook.
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plorations of the m atte r by I. L ad im er27 and others, a sense of 
realism  and a practical legal approach calm ed the situation  som ew hat.

T herefore, w hen the final regu la tions w ere issued to in terp re t 
the legislative in ten t im plicit in the 1962 A m endm ents to  Section 505, 
they w ere greeted  w ith  m ore com posure.28 H ow ever, the fact rem ains 
th a t these are controls spelled out in law for physicians, th a t can 
have eviden tiary  im pact in a to rt action against the physician. T his 
again is the fu tu ristic  approach ra th e r than  the im m ediate. Insofar 
as the im m ediate effect of these regula tions is concerned, they  can 
m ake it non-feasible, in the best in terests  of his to tal study  and new 
d rug  application , for the sponsor to  continue the association w ith  an 
in vestiga to r w ho is not observ ing  the regulations. T his d rug  regu la
tion ’s force against the  physician is ra ther, then, econom ic and repu- 
tative, ra th e r than  legally punitive.

“ Consent”  in Therapy
C onsent is m andato ry  in all experim ental d rug  therapy , accord

ing to the federal regulations, except in Phase 3 when it need not be 
in w riting , and in certain  defined instances w here it is not feasible.29 
D ecisional law has already indicated th a t consent m ay be draw n 
from inferences as well as from  actual oral or w ritten  consents.

Decisional law  has also fairly thorough ly  defined “non-feasibility  
of consent" in term s of em ergency circum stances, unavailability  of 
consentors, or w here psychic dam age creates a real danger as a p rob 
able resu lt of such revelation. B ut, in the m ain, the test is one w here 
the physician m ust in ord inary  prudence and judgm en t be convinced 
he can ju stify  nondisclosure or incom plete disclosure in som e m anner 
acceptable to his peers.

Aside from  the federal definition in P a rt 130.37, m any courts 
have urged th a t the stan dard  of divulgence here is to  give the patien t 
the degree of explanation and in form ation as is custom ary  in practice 
by sim ilar p ractitioners in the area. F u rth e r, th a t it should be "rea 
sonably” inform ative and th a t the  old doctrine of w eigh ing the 
benefits aga inst the  risks should preponderate  for the form er in the 
ju dg m en t of the ord inary  p rud en t p ractitioner.

T herefo re, a lthough the m ethod m ay seem  circuitous, by its 
control of m anufacture and in te rs ta te  sh ipm ent, the F ederal Food 
and Drug Administration does achieve som e control over the scope,

27 Journal of Clinical Pharm., 7:125, 28 21CFR 1.130137 (1967).
M ay-June 1967. 2a21C hR  130.37(f).
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m ethodology and adm in istra tive  details of scientific studies concern
ing drugs by the m edical profession and its ancillaries.

Narcotic and “ DACA" Drugs
A com bination of federal and sta te  regu la to ry  contro ls d e te r

m ines the rig h t of a physician to  receive, order, adm inister, p rescribe 
and dispense narcotic drugs. S tate  licensure to practice precedes 
federal reg istra tion  for narcotic privileges.

O rder form s, inventories, trip licate  prescrip tion  blanks, req u ire 
m ents to  w rite  here, send form s there and a whole com plex of s ta te  
and federal language has m ade th is for physicians a “sh u n ” area. T he 
facts are, how ever, th a t all the  law th a t applies to  the physician has 
been sum m arized by the  F ederal B ureau of N arcotics in to  eleven 
easy-reading pages.30 F u rth er, the  s ta te  regulations are v irtua lly  the 
same, except th a t in som e sta tes  additional safeguards have been 
w ritten  in to law  because of special needs or special in terests. In m any 
states also legend drugs and investigational drugs are classed as dan
gerous.

I w ould be rem iss if I did no t indicate, in passing, m y personal 
belief th a t the p resen t s ta tu s  of d rug  leg islation and m ost especially 
th a t which concerns investigational, “ dangerous” or narcotic drugs, 
m akes it as locally unacceptable to be against the proliferation  of 
inflexible in tricacies, as to  be against the Boy Scouts, the Y M CA  or 
m otherhood. Y et perhaps the best in terests  of the public w ould be 
served, as has been pointed out m any tim es, if we budgeted  sa tis 
factorily  so th a t our agencies could operate w ith  app ropria te  s;aff 
depth and tra in ing , could educate and enforce for com pliance in a 
manner that would encourage and enhance innovation and productivity 
and carry  ou t the legal in ten t and con ten t of law s we already have 
on the liooks.

Some of the app aren tly  lesser know n facets of federal and sta te  
narcotic laws, as applicable to physician practice, are m ore d irect in 
th e ir effect on the physician th an  the drug  law, since they carry  puni
tive consequences th a t can m ean fines, im prisonm ent, revocation or 
suspension of license and highly unfavorable publicity  for the physi
cian and for his colleagues.

In essence, the physician’s own professional needs m ust be ob
tained on an official order form  from  an approved supplier ra th er 
than  th rough  a questionable prescrip tion  from  a retail pharm acist.

30 H . L. Giordano, The Physician and 
the Federal Narcotic Law, U. S. Comm, 
of N arcotics, 4/67.
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W here  the doctor w rites a narcotic p rescrip tion  for a  patien t, the 
dispensed con ten ts of th a t p rescrip tion  are solely for such p a tien t’s 
use. T he doctor or his agen ts m ay no t use any part of it for ano th er 
pa tien t or ano ther purpose. As a m atte r of law, and it is essentially  
crim inal law , the  dispensed con ten ts of th a t prescrip tion  m ay only 
be used by th a t patien t, and in th a t con tainer, and as prescribed for 
his own needs.

A narcotic p rescrip tion  should be for a cu rren t need for a bona 
fide pa tien t and for m edical purposes only. T he sta tes  often provide 
th a t a physician m ay prescribe a Class A or Class B narcotic only 
a fte r a physicial exam ination  of the pa tien t at the tim e the p rescrip 
tion is issued. T herefore, while oral p rescrip tions of Class B narcotics 
are perm issible, to do it p u rsu an t to a telephone “q ” ar.d “a ” violates 
a public health  regu la tion .31

T he entire area of prescrip tions of narcotics for the addicted is 
one w hich has seen m uch press coverage and some resu ltan t legal 
tinkering. A t the sam e tim e som e recognizable legal crite ria  have 
existed and con tinue to  exist.

W here  the physician w rites prescrip tions “not being issued by 
him in the course of professional trea tm en t in the a ttem p ted  cure 
of the h ab it,” such an act is a perversion of the physician-patient 
relationsh ip  contem plated by 2 (b) of the H arrison  A ct.32 If sim ply 
“to cater to  the appetite  or sa tisfy  the crav ing  of one addicted to the 
d rug ,” the prescrip tion  issued pro tects neither the physician who 
issues it no r the  dealer w ho know ingly accepts and fills it.

S ubsequently  the Suprem e C ourt indicated the governm ent m ust 
show  the docto r’s bad faith , d isregard  of standards of practice, or 
reckless im propriety  to  find him gu ilty .33 L egally  and m edically, 
am bu lato ry  trea tm en t for d rug  addiction is viewed negatively , while 
recognized in stitu tional trea tm en t of addicts is viewed positively. 
T hese seem to be the  decisional and s ta tu to ry  param eters th a t d e te r
m ine w hether a p rac titio ner will be held gu ilty  or not guilty .

Moral Responsibility of Physician
W hile the physician incurs no legal obligation, he has a m oral 

responsib ility  to assist o thers to  respect and observe th e ir legal re 
qu irem ents. F or th is reason physicians are adjured  to  w rite  or phone 
prescrip tions for Class X (exem pt narcotics federally) w here their 
ow n s ta te  law has given these products a non-exem pt s ta tus. T his

31 Pa. Act No. 693, Sect. 4(w ) (see 32 249 U. S. 96, 86.
note 6). 33 268 U. S. 5.
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is especially true  of paregoric and o ther p roducts con tain ing  nam ed 
opiates, derivatives or syn thetics. W here  sta te  law is s tric te r than  
federal law, the pharm acist and the patien t, as well as the physician, 
are bound to  observe the s tric te r law.

S im ilarly  w ritten  confirm ation of valid oral prescrip tions (and 
th is m eans oral betw een the doctor and the  pharm acist— not doctor to 
pa tien t to ph arm ac ist), or w ritten  confirm ation of renew als are vitally 
necessary from  the doctor for keeping the pharm acist in legal com 
pliance. If the physician doesn't supply these, he subjects the pharmacist 
to a misbranding offense. As to federally controlled (D A C A ) dangerous 
drugs, the practitioner, in w riting  or orally o rdering  a prescription , 
m ay indicate refillability. T hese prescrip tions are only valid for 
a six -m onth period and the doctor can only allow for five refills w ith in 
th a t period.

Physicians actually are rarely bothered by state or federal narcotic 
investigato rs and even m ore rarely  crim inally  prosecuted , since both 
federal and sta te  bureaus of narcotic control require special au th o rity  
from headquarters before in itia tin g  such an action. P harm acists  are 
m ore ap t to undergo a check. T his is an adm inistra tive  fact of life.

H ow ever, narcotics officials are au thorized  to furnish inform ation 
on questionable conduct to  app ropria te  licensing boards, and the la tte r 
m ay act upon these, w ith in the pow ers of sta te  m edical practice acts, 
w here the evidence w arran ts, even if prosecution is not initiated . T o 
this end. narcotics officials can lend assistance in the form  of w it
nesses. reports  of investigation , exhibits and records they  m ay have 
accum ulated .33 34

Ju s t as in the case of narcotics, it is illegal for a physician to sell 
or dispense “dangerous drugs" unless he prescribes them for leg iti
m ate m edical reasons.

I t  is im possible, of course, in a brief p resentation  of th is type to 
cover the im portan t legal considerations for each p rac titioner of a 
health  science in every s ta te  and under the federal s ta tu te s  th a t per
tain to their practice.35 H ow ever, if we serve to alert p ractitioners to 
the  general recognition th a t responsibilities th a t accrue from either 
the language or effect of ancillary  public health  s ta tu tes , such as the 
drug  and narcotic laws, deserve th e ir notice, we can m ake a welcome 
con tribu tion  to  th e ir safety and to the general public weal th a t is the 
shared responsib ility  of L aw  and the H ealth  Sciences. [The End]

34 F or exam ple. Act of M ay 1, 1933, rani«  (see footnote 7), as the prototype 
P .L . 216 as am ended, Comm, of Pa. of this broad approach to public health

33 See Manual of Le.i/al Considerations s ta tu tes and public safety regulations.
for the Dental Practitioner in Pcnnsyl-
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G o t  Y o u r s  Y e t ?

Up-to-the-Minute CCH Helps on the Dramatic New

M E D I C A R E  & S O C I A L  S E C U R I T Y  
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1 C O M P L E T E  G U ID E  T O  M E D I
C A R E  as of Janu ary  2, 1968— L aw —

R egulations— Explanation . (5300). Brings 
together in one handy volume the official, and much of the unofficial material re la t
ing to Medicare, all as of date shown. 
Contains full text of pertinent laws as 
amended and all proposed and final regulations issued to January  2, 1068 . Includes 
detailed explanations of official material and 
helpful examples of how they apply to real-life situations, A “must"  hook for 
those involved in the complicated Medicare 
setup. Detailed topical index, in all. 4.12 
pages. <)" x 9", heavy paper covers.
2 M E D IC A R E  A N D  S O C IA L  S E 

C U R IT Y  E X P L A IN E D . (5.102). This
helpful book gives you an informative CCH explanation of the Social Security 
Law .as amended in 1067. Includes detailed 
explanation of Medicare, benefits, rules and 
other important information. Handy tables 
and practical examples supplement the easy-to-understand text. All explanation  —  
nn linn text!  Topical index, table of con
tents. 256 pages. 6" x 9", heavy paper covers.

3 W H E N  Y O U ’R E  65 O R  T H E R E 
A B O U T S  — M edicare — Social Se

curity  — Incom e Taxes. (5299). This brand 
new Edition is designed tor  the older set 
and everyone concerned with their p rob
lems. Nontechnical, easy-to-understand, ex
planations tell who is qualified and what should be done to gain maximum benefits. 
Covers Social Security benefits and M edi
care. On the Incom e Tax side, it points 
out special income tax rules that give prefer
ential trea tm ent to older taxpayers, when 
income is taxable, taxability of annuities, 
accident and health insurance proceeds, 
pensions, profit sharing payments, sale of 
residence by persons 65 or older . . . and 
special coverage on deductions for medical 
expenses. Topical index, table of contents. 
64 pages. 6" x 9", heavy paper covers.
4 M E D IC A R E  A N D  S O C IA L  S E C U R 

IT Y  L A W  as of Jan uary  2, 1968. (5301 ).
Contains the complete text of the Social 
Securitv Law including Medicare. .11/ line text with prior late shown in detail— no c.r- phniation! Topical index, 576 pages, 6" x 9". 
heavy paper covers.

Subscribers to t ( f l 's  Pension Plan ■ Snide roooivc item 2; Unemployment Insurance Reports (A ll 
State and Federal and Home State) receive items 1 A  2 and Current Law 11 audyboobs receive 
items 1. 2. 3 A  4. They should order only for extra copies.

FOR PROMPT DELIVERY 
MAIL HANDY ORDER FORM TO

C o m m e r c e , C l e a r i n §  H o u s e ,, I n  c^
P U B L I S H E R S  o f  T O P I C A L .  L A W  R E P O R T S

4 0 2 5  W .  P E T E R S O N  A V E . ,  C H I C A G O .  I L L I N O I S  6 0 6 4 6

CCH ;
R ush the CCH books ind ica ted  below at p rices quoted . (R em ittan ce  w ith  o rd e r  saves po stage, h a n 
d lin g  and  b illin g  c h arg es .) Inc lu de  sales tax  w here  requ ired .
F ill in i\To. of Copies
1. C O M P L E T E  G U ID E  T O  (MEDI

C A R E  ((5300) Prices: 1-4 copies. 
$4 ea. : 5-9, $3.70 ea. : 10-24. $3.40 
ea. ; 25-40, $3.20 ea.

2. M E D I C A R E  A N D  S O C I A L  S E C U R IT Y  E X P L A I N E D  (5302). 
Prices: 1-4 copies. $3.50 ea.: 5-9, $3.20 ea . : 10-24. $3 ea.: 25-49, $2.80 
ea.

3. W H E N  Y O U 'R E  65 OR T H E R E 
A B O U T S  (5299). Prices: 1-4 copies. 
$1.50 ea.; 5-9, $1.30 ea. : 10-24, $1.20 ea.: 25-49, $1.10 ea.; 50 - 9 9 , $1 ea.

4. M E D I C A R E  A N D  S O C IA L  S E 
C U R IT Y  L A W  (5301). Prices: 1 
copy, $7; 2-9. $6 ea.: 10-24. $5.20 
ea.; 25-49, $4.40 ea.

Surnature ..................................................................
Them .........................................................................................................................................................

Attention  ................................................................................................................................

St. C- AY...................................................................
i ity C State ...................................  Zip  ..........
( / /  onlerhuy by le tto r  or purchase  order please  aitarti th is e.urcl.) 5300-2116
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