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REPORTS
TO THE READER

The J ournal’s first article is a com
prehensive review of the Medical Device 
A m endm ents of 1976. W ritten  by Jay 
H . Gellcr, Associate Chief Counsel for 
Enforcement for the Food and Drug 
A dm inistration  in Los Angeles, Cali
fornia, the article offers both an analysis 
of the significant features of the Amend
ments and a comparison of the Agency's 
authority over devices with its authority 
over foods, drugs and cosm etics. Mr. 
Geller not only sets forth  the require
m ents of the m ajor provisions of the 
law  but also explains their reasons by 
c itin g  legislative h istory . T he article, 
w hich begins on page 424, is titled 
‘‘T he Medical Device A m endm ents of 
1976— M ajor Features and Comparisons.”

Food Update XV. T he follow ing 
papers were presented at the Food 
and  D rug  Law  In s titu te ’s Food U p
date X V , w hich w as held in S co tts
dale, A rizona on April 25—29, 1976.

“W anted—P la in  T alk  About A ddi
tives” expresses William 0 . Beers’ con
cern over the co nstan t and too-hasty  
criticism  of the food-processing indus
try  and its efforts in producing and 
improving the food supply. In his article 
beginning on page 448, the Chairm an 
of the B oard and Chief Executive O f
ficer of the K raftco  C orporation states 
his belief in the safety of food addi
tives and suggests specific program s 
for the  indu stry  to  undertake to  com 
municate this information to the public.

John C. Kirschman  approaches the is
sue of food safety from  a different 
view point— tha t of a scientist. H is 
article “Toxicology— T he E xac t U se 
of an Inexact Science” stresses the 
need .for trained scientists to  analyze 
carefully appropriate  data in order to 
conduct an effective safety assessm ent.

T he article, which begins on page 455, 
also contains a discussion of the su it
ability of various test procedures and 
lists factors which m ust be considered 
in p lanning a toxicity  testing  pro
gram . Dr. K irschm an is M anager of 
R egula tory  Sciences of General Foods 
Corporation.

Pharmaceutical Update V I. T he fol
low ing papers were presented at the 
Food and D rug  Law  In s titu te ’s P h a r
m aceutical U pdate V I, which was held 
in C herry Hill, New Jersey  on M ay 
19 and 20, 1976.

T he requirem ents of the Controlled 
Substances Act of 1970 provides the basis 
for Thomas O. Hcntelcff’s article, which 
begins on page 465. Mr. Henteleff, a 
pa rtne r in the law firm of Kleinfeld, 
Kaplan and Becker, discusses that Act 
as it applies to manufacturers accus
tomed to regulation by the Food and 
Drug Administration. He cites recent 
cases of interest concerning the establish
ment of quotas, the distribution of new 
drugs and the dispensing of controlled 
drugs by doctors outside their practices. 
“Legal Developments Relating to Con
trolled Drugs” also contains summaries 
of regulations issued to enforce the Act.

In "Legal Implications of Good M anu
facturing Practice Regulations,” Patrick
V. Gibbons raises the issue of substantive 
v. in terpretive regula tions in relation  
to  the good m anufactu ring  practice 
regulations of the Food and D rug  A d
ministration. Mr. Gibbons covers several 
aspects of the controversy, including the 
remedies provided for violations of the 
regulations. Mr. Gibbons, whose article 
begins on page 473, is Counsel, Domestic 
M anufacturing and Quality Control of 
the Schering-Plough Corporation.
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Food Drug'Cosmetic law
-------------------------- ---------------------------------------------------------------

The Medical Device Amendments 
of 1976—Major Features 

and Comparisons
By JAY H. GELLER*

Mr. Geller Is Associate Chief Counsel for Enforcement for the 
Food and Drug Administration in Los Angeles, California.

TH E  “M E D IC A L  D E V IC E  A M E N D M E N T S  O F  1976’’1 to  the  
F ederal Food. D ru g  and Cosm etic A c t2 provide the  Food and 
D rug  A dm inistra tion  (F D A ) w ith im p ortan t new regu la to ry  tools 

w ith  which to regu la te  m edical devices. T hese new A m endm ents will 
significan tly  aid the  F D A  in carry ing  out its m andate to pro tect 
the public health . T hrou gh  these A m endm ents, the FD A  has been 
given exceptionally  broad au th o rity  to regu la te  nearly  every facet 
of the  m anufacture, d istribu tion  and sale of m edical devices dis
tr ib u ted  in in te rs ta te  commerce.

The purpose of th is  paper is to  p resen t the  reader w ith an over
view of the  significant provisions of the  M edical Device A m end
m ents and to  com pare the  au tho rity  the FD A  has over foods, drugs

* T his paper reflects the views of the 
au thor only and does not reflect the  
official views of either the Food and 
D rug  A dm inistration  or the D ep art
ment of Health, Education and W elfare.

1 Public L aw  No. 94-29S, 90 S tat. 
539 (M ay 28, 1976). See H . R. Rep. 
No. 94-1080, 94th Congress, 2nd Ses
sion (1976). T h e  A m endm ents were 
signed into law  by P residen t F o rd  on
p a g e  4 2 4

M ay 28, 1976 and becam e effective 
th a t day. See 41 F. R. 22620 (Ju ne 4, 
1976). M any of the  provisions of the 
A m endm ents th a t provide new regu la
to ry  tools for the F D A  are pa ttern ed  
after provisions of the Consumer Product 
Safety Act, 15 U. S. C. 2051 et scq.

'  (H ere in afte r the  Act.) 21 U. S. C. 
301 et seq.
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and  cosm etics w ith  the  broad au th o rity  now provided over medical 
devices. As will be seen below, th e  M edical Device A m endm ents 
break m uch new ground in the realm  of p roduct regulation  by the  
FD A . T he creation of these new regu la to ry  tools should serve notice 
on food, d rug  and cosm etic m anufactu rers th a t  sim ilar regula to ry  
provisions m ay be applicable to them  in the no t too d istan t future.

Definition of Device
T he A m endm ents significantly  expand the s ta tu to ry  definition 

of the  term  device. P rio r to these A m endm ents, a device w as defined 
as an
“apparatus, in strum en t and contrivance, including their com ponents, p a rts  and 
accessories, intended (1) for use in the diagnosis, cure, m itigation, trea tm en t 
or prevention of disease in m an or o ther anim als; or (2) to  affect the s tru ctu re  
of any function of Ithe body of m an or o ther anim als.”3
U nder 21 U. S. C. 321(h) as am ended, a device is now defined as an
“instrum ent, apparatus, im plem ent, m achine, contrivance, im plant, in v itro  
reagent, or o ther sim ilar or related  article, including any com ponent, part, 
or accessory which is-—-

“ (1) recognized in the official N ational Form ulary , or the  U n ited  S tates 
Pharm acopeia, o r any supplem ent to  them .

“ (2) intended for use in the diagnosis of disease or o ther conditions, or 
in the cure, m itigation, trea tm en t or prevention  of disease, in m an or o ther 
anim als, or

“ (3) intended to affect the structu re  or any function of the  body of m an 
o r o ther anim als, and
“which does not achieve any of its principal intended purposes th rough  chem i
cal action w ith in or on the body of m an or o ther anim als and which is nolt 
dependent upon being m etabolized for the achievem ent of any of its principal 
purposes.”

T he broadening of the  definition to include such articles such 
as in vitro reagents— for exam ple, pregnancy  diagnostics— reflects th e  
aw areness of C ongress of bo th  the  need to have broad regu la to ry  
au th o rity  over such articles and th e  increasing difficulty of d raw ing  
th e  line betw een d rug s4 and devices.5 T h a t part of th e  definition 
w hich excludes articles th a t ac t chem ically in or on the body or 
w hich are m etabolized by th e  body is a fu rth er refinem ent of the

3 See T itle 21 U SCA  Sec. 1-800, p. 121.
4 See 21 U. S. C. 321 (g )(1 ).
GH . R. Rep. No. 94-853, 94th C on

gress, 2nd Session, 5—9 {Feb. 29, 1976). 
Especially significant here is the case 
United States v. A n  Article of Drug . .. 
O V A  I II ,  Civil No. 74-572 (D C  N J

Ju ly  16, 1976), affirmed No. 75-2193 
(A pril 21, 1976) in which the F D A  
sought to have a p regnancy diagnostic 
classified as a drug. The District Court 
held 'the article not to be a d rug  be
cause iit deem ed pregnancy  not to be 
a disease.
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line draw n betw een drugs and devices. Also in th is connection, th e  
definition of device now includes articles nam ed in the N ational 
F o rm ulary  and U nited  S ta tes Pharm acopeia official com pendia (as 
is the  case w ith  d ru g s).6

A nother significant change in the  definition of device is th a t it 
includes w ith in  its scope articles in tended for use in the diagnosis of 
disease or other conditions, a departu re  from  both  the  old device defini
tion and the cu rren t definition of a d rug .7 T his “other conditions” 
provision is obviously geared to  articles in tended for use in diag
nosing  conditions such as pregnancy, which m ay no t necessarily be 
considered “d iseases” in m edical parlance.8 T he definition of drug, 
how ever, w as no t am ended, and does not extend to any article  o ther 
th an  one in tended  to  diagnose disease, thereby  creating  a d istinction  
betw een drugs and devices th a t  conceptually  should no t exist. T he 
legislative h is to ry  offers no explanation as to  w hy th e  device defini
tion  w as broadened w ith ou t a concom itant b roadening  of th e  defini
tion of drug.

Presumption as to Interstate Commerce
T he ju risd ic tion  of the  F D A  over articles sub ject to  th e  A ct 

is predicated on the article  hav ing  som e connection w ith  in te rs ta te  
com m erce.9 T he A m endm ents provide th a t “ in any  action to  enforce 
the  requirem ents of th is A ct respecting  a device the  connection w ith  
in te rs ta te  com m erce required  for ju risd ic tion  in such action will be 
presumed to exist.”10 This rebuttable presumption relieves the govern
m ent of its usual burden of prov ing  th e  elem ent of in te rs ta te  com
m erce in civil and crim inal actions, by sh ifting  the burden of show ing 
a lack of in te rs ta te  com m erce to th e  claim ant or defendant. Too often 
tria ls  have been lengthened unnecessarily  and unnecessary  costs have 
been incurred  by the governm ent in hav ing  to prove in te rs ta te  com 
m erce by b rin g in g  w itnesses hundreds of m iles to  estab lish th a t an 
article  was shipped across s ta te  lines on a com m on carrier, sim ply 
because a reca lc itran t claim ant or defendant w ould no t stipu la te  to  
such facts. T he legislative h isto ry  indicates th a t C ongress included 
th is p resum ption because th e  usual requirem ent th a t the  governm ent 
prove at a tria l th a t an article  proceeded against w as in troduced into.

6 21 U. S. C. 3 2 1 (g )(1 )(A ). Official
com pendia are defined at 21 U. S. C.
321 (j) to  include the U nited  S tates
Pharm acopeia and the N ational F o r
m ulary. T hese references contain s tan 
dards of s trength , quality  and purity

of medicinal products sold for medicinal 
use. U .S .P . X V III ,  1970, p. xxvi.

7 21 U. S. C. 321(g) (1) (B ).
8 H . R. Reip. No. 94-853, supra, a t 9. 
” 21 U. S. C. 321(e), 331— 334.
10 21 U. S. C. 379a.
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in, o r held for sale a fter sh ipm ent in in te rs ta te  com m erce im posed a 
m ajo r evidence ga therin g  burden on F D A  inspectional personnel.11 
T he A m endm ents, however, apply only to  devices. Congress did not 
see fit to  extend th is presum ption  to foods, drugs or cosm etics even 
though  the  public policy considerations w ould clearly be the  same.

Administrative Restraint
P erh aps th e  m ost revolu tionary  innovation in th e  A m endm ents 

is a provision which allow s for detention  of devices discovered du r
ing  the course of an official investigation  which appear to the  F D A  
inspector to  be adu ltera ted  or m isbranded .12 A detention  order, which 
m ust be approved by an individual designated by th e  S ecretary  of 
H ealth , E ducation  and W elfare ,13 m ay last up to tw en ty  days, w ith 
an extension for ano th er th ir ty  days to  allow for in stitu tion  of seizure 
or in junction  proceedings.14 U pon request, an inform al hearin g  is 
available to the person whose device is detained.15 T he detained de
vice m ay be m oved only p u rsu an t to  an order of the Secretary  or by 
expiration of the deten tion .10 I t  is now a violation of the A ct to m ove 
a device in violation of a detention  o rder or to rem ove or to a lte r any 
label identify ing th e  device as detained.17

T he concept of detention  by an inspector du ring  th e  course of 
an official inspection is a to ta lly  new concept in the  Act. N ever be
fore have inspectors been able to  seek detention  of devices or o ther 
articles sub ject to  the  A ct's ju risd iction  du ring  the  course of an of
ficial inspection .18 To insure th a t articles which appear to be in viola
tion  of the law are not m oved, *he F D A  has had to  rely  on vo lun tary  
holds by m anufacturers and d istribu to rs  or on -sta te  officials to exer
cise th e ir  em bargo au th o rity ,13 if any, to uetain devices un til the  
F D A  could in s titu te  court proceedings.20 In the  legislative h istory , 
Congress indicates th a t the detention  au th o rity  is necessary because
“T he public is som etim es unnecessarily  exposed to products th a t v iolate the 
Act during the tim e period betw een discovery of a violation by an inspector

11 H . R. Rep. No. 94-8S3, supra, at 15.
1221 U. S. C. 374(g )(1).
13 (H erein after the Secretary.) Id. 

T he S ecre tary ’s au thority  under Tie 
Act and these A m endm ents has been 
delegated to the Com m issioner of Food 
and D rugs. 21 C'FR 2.120. See 41 F. R. 
22620 (June 4, 1976). T he individual to 
whom detention au thority  would be 
delegated could be either an F D A  
Regional or D istric t D irector.
MEDICAL DEVICE A M E N D M E N T S OF 1 9 7 6

14 Id.
15 Id.
16 21 U. S. C. 3 7 4 (g )(2 )(A ).
17 21 U. S. C. 331 ( r ).
18 D etention au thority  is provided for 

articles offered for im port in to  the  
U nited  States. See 21 U. S. C. 381(a).

19 See, for exam ple, Cal. H ealth  & 
Safety Code, Sec. 26830.

20 21 U. S. C. 332, 334.
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and the com pletion of legal action resu lting  in seizure of a product or an in
junction  prohib iting  a violation by a firm or individual. T he A ct provides no 
au tho rity  to  detain tem porarily  products suspected or know n to be defective.”21 
(E m phasis supplied.)
Significantly , th e  leg islative h is to ry  indicates the  need to  detain 
products, yet the  A m endm ent to  the  A ct is lim ited solely to  devices. 
Since the detention  m echanism  is such a pow erful regu la to ry  tool, 
it is difficult to  understand  w hy Congress lim ited its scope solely to 
devices w hile it could so easily have been m ade applicable to  foods, 
d rugs and cosm etics. T he  legislative h isto ry  offers no explanations.

Classification of Devices
T he A m endm ents provide for classification of devices for hum an 

use into th ree  categories.22 T he first category, “Class I, G eneral Con
tro ls ,” are those  devices for which specific perform ance stan dards or 
p rem arket approval are no t required  to assure th e ir  safety and ef
fectiveness,23 and whose safe ty  and effectiveness can be assured under 
th e  general provisions of the  A m endm ents re la ting  to devices24 as 
well as under the adu ltera tion  and m isbrand ing  sections of the A ct.25 
T he second category  is “ Class II , P erform ance S tan dards” which in 
cludes devices for which general con trols are insufficient and for 
which specific perform ance standards can be established in order to  
assure their safety and effectiveness.26 T he th ird  category  is “ Class 
I I I ,  P rem arke t A pproval” which covers devices th a t require pre
m arket clearance because th e ir  safe ty  and effectiveness cannot be 
assured th ro ug h  either the  general con trols or perform ance standards, 
and w hich are either in tended for use in life suppo rting  or susta in ing  
situa tions o r w hich presen t an unreasonable risk  of illness or in jury.27

T his th ree-part classification is new to the Act. F o r hum an and 
anim al drugs, th e  A ct has on ly  tw o categories: (1) those for which 
p rem ark et approval is required , for exam ple, new d rug s28 and new 
anim al drugs ;29 and (2) those for w hich no p rem arket approval is 
required . T he new d rug  and new  anim al d rug  provisions are based 
on a s tan dard  of general recognition of safe ty  and effectiveness among 
qualified experts .30 T h is general recognition .standard is not applicable

21 H . R. Rep. No. 94-853, supra, at 47.
22 21 U. S. C. 360c.
23 21 U. S. C. 360c(a) (1) (A ).
24 21 U. S. C. 360f, 360h, 360i, 360j(a),

(b ), (e), (f), (j) and (k ), 21 U. S. C.
374(a) and (e).

26 21 U. S. C. 351 and 352.
20 21 U. S. C. 360c(a) ( 1 ) ( B ).
27 21 U. S. C. 360c(a)< l>(C ).
28 21 U. S. C. 321 (p), 355.
28 21 U. S. C. 321 (w ), 360b.
30 See footno tes 7 and 8, supra.
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to  devices. In  the case of foods, only food add itives31 are trea ted  in 
a m anner different from  o ther foods, and then  only if th ey  are not 
generally  recognized by experts  as safe. All cosm etics32 are classified 
th e  sam e under ex isting  law. Pesticide chem icals used in or on foods33 
and color add itives used in or on foods, drugs, cosm etics and m edical 
devices com ing in to contact w ith  the hum an body34 m ust be p re
cleared for safety.

Transitional Provisions for Devices Considered as New 
Drugs or Antibiotic Drugs

T he A m endm ents set forth  the procedures for handling  devices 
for hum an use th a t previously have been classed as e ither new drugs 
or antib io tic  d rugs.35 * E ach device which is the sub ject of an approved 
new d rug  application (N D A ), an investigational N D A , a pending 
N D A , an order in w hich the  F D A  has declared such article  to be a 
new drug, or in litigation  a rising  under the  new d rug  provisions of 
the Act is autom atically  deem ed to be a Class I I I  device unless the  
Secretary  approves a petition  p lacing such device in Class I or Class 
I I  36 T he transitio nal provisions continue in effect the  requirem ents 
of an approved N D A  or investigational N D A  for a device w here 
applicable.37 F o r a device w ith  a pending N D A , such application 
au tom atically  becom es an application for device prem arket approval.38 
For the rem ain ing  types of devices classified in Class I I I , approved 
p rem arket applications m ust be so u g h t.39

F or devices th a t previously have been considered an tib io tic  drugs, 
prio r regula tions w ith regard  to them  rem ain in effect un til such 
devices are placed in to one of th e  th ree  device classes.40

T hese provisions ensure continued s tr ic t regu la to ry  contro ls over 
th is type of article  un til im plem enting regulations under the  A m end
m ents can be prom ulgated . T he Food A dditive A m endm ents41 and 
the Color A dditive A m endm ents42 applied to all such articles falling  
w ith in  th e ir scope, regardless of how  long they  had been on the  
m arket. T here is no “g ran d fa th er clause” exem pting devices curren t-

31 21 U. S. C. 321 (s), 348.
32 21 U. S. C. 321(i).
33 21 U. S. C. 321 (q ), 346a.
31 21 U. S. C. 376(a). T he definition 

of color additive, 21 U. S. C. 321 (t), 
was not am ended to  include m edical 
devices.

35 21 U. S. C. 360j(c).
33 21 U. S. C. 360j (/) (1).

37 21 U. S. C. 360j (/)'( 1 ) (e) (A) and 
(C).

38 21 U. S. C. 3 6 0 j( /) ( l) (3 ) (B ) .
39 21 U. S. C. 3 6 0 j( /) ( l) (3 ) (D ) .
40 21 U. S. C. 3 6 0 j( /) ( l) (4 ) .
41 21 U. S. C. 321 (s).
42 P. L. 86-618, Sec. 203 (Ju ly  12, 

1960).
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ly on the m arket from  the prem arket app lication provisions of th e  
A ct as th ere  was w ith  new drugs.43 T here  is, how ever, a 30-m onth 
grace period for Class I I I  devices on the  m arket on the date of en
ac tm en t of th e  A m endm ents w ith in  w hich to com ply w ith p rem arket 
approval requ irem en ts.44

Classification Panels
A n other innovation  in the A m endm ents is the estab lishm ent of 

classification panels consisting  of experts in th e  fields of clinical and 
adm in istra tive  m edicine, engineering, biological and physical science 
and re la ted  fields.45 T he duties of these panels include determ in ing  
w hich devices should be sub ject to general controls, perform ance 
stan dards or p rem arket approvals, so th a t the  F D A  m ay notify  manu
fac tu rers and im porters of m edical devices of the legal requirem en ts 
to w hich they  will be held.46 T he A m endm ents detail how th e  panels 
are organized and operate, procedures for im plem enting classifica
tions, how changes in classification are to be m ade, and in itia l classifi
cation of devices no t in in te rs ta te  com m erce prio r to the enactm ent 
of the Amendments.47 Such panels provide added legitimacy to Agency 
decisions because th e  panel m em bers are generally  im partial scien tists 
who are no t under the sam e C ongressional, indu stry  and public p res
sures as are the  F D A ’s personnel.

Panels such as those established to classify devices are not specifically 
au thorized  for foods, drugs or cosm etics, per se. Certain activities with 
respect to  color add itives48 or pesticide chem icals49 m ay be subm itted  
to  advisory com m ittees upon request of an adversely affected party . 
W h ile  the  F D A  m akes g rea t use of advisory com m ittees, especially 
in relation  to  th e  estab lishm ent of m onographs for over-the-counter 
(O T C ) d rugs,50 th e  closest it has come to using  panels such as these 
in tended  for devices were the expert panels con tracted  for review of 
th e  safe ty  and effectiveness of new drugs w hen th e  1962 d rug  amend
m ents becam e effective.51 A lthough  these expert d rug  panels were 
no t specifically au thorized  by the  Act, the F D A ’s reliance on their 
recom m endations and findings has been approved by the C ourts.52

43 P. L. 86-781, Sec. 107(c) (4) (O ct. 
10, 1962).

“ 21 U. S . C  3 5 1 (f)(2 )(B ).
45 21 U. S. C. 360c(b) (1), (2).
46 Id.
47 21 U. S. C  360c(c)— (h).
48 21 U. S. C. 3 7 6 (b )(5 )(C ) and (D ).
49 21 U. S. C. 346a(e) and (f).
50 See 21 C F R  330.

51See Weinberger v. Hynson, W estcott 
& Dunningi, Inc., 412 U. S. 609, 614—615 
(1973); Weinberger v. B cntex Pharma
ceuticals. Inc., 412 U. S. 645, 647 (1973). 
31 F. R . 9426 (Ju ly  9, 1966).

53 See Weinberger v. Hynson, W estcott 
& Dunning, Inc., supra; W einberger v. 
Bentex Pharmaceuticals, Inc., supra.
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P rov id ing  for the  use of such panels in the  A m endm ents is a 
clear C ongressional affirm ation of th e  F D A ’s need to  rely  on com 
p e ten t ou tside experts to  m ake recom m endations to  th e  A gency on 
im p ortan t public health  determ inations. T he reliance on such panels’ 
recommendations usually bolsters the Agency’s position in court where 
th e  sub ject m a tte r  of a panel's recom m endations is an issue.

Performance Standards
T he A m endm ents provide for the  prom ulgation  of perform ance 

stan dards for Class I I I  devices53 th a t “provide reasonable assurance 
of (the device’s) safe and effective perform ance" including construc
tion, com ponents, pow er system s, testing , restric tions on sales and 
th e  form  and conten t of labeling for proper use of the  device.54 A 
proceeding for th e  developm ent of a perform ance stan dard  is in itia ted  
by the  S ecretary  by inv iting  any person, including any federal agency, 
to  develop th e  s tan d ard .55 T he A m endm ents also provide th a t an al
ready existing  .standard m ay be adopted as a form al perform ance 
stan d ard .56

T here is no provision in the  A ct for th e  S ecretary  to  in itia te  an 
N D A  or new anim al d rug  application. Indeed, the  legislative h isto ry  
expressly rejects any notion of the  S ecretary  so doing.57 H ow ever, 
e ither th e  Secretary  or an in terested  person can petition  for approved 
use of a food additive,58 pesticide chem ical59 or color add itive .60 Some 
m ay argue th a t the O T C  d rug  m onographs are the d rug  equivalent 
of a device perform ance standard .

Premarket Approval
F or the first tim e, the A ct requires p rem arket approval for these 

devices placed in Class I I I .61 T he A ct sets forth  the  m echanism s for 
app ly ing  for p rem arket approval, action on such application, and 
w ithdraw al of approval of an app lication .62 All of these mechanisms

55 21 U. S. C. 360d(a). A uthority  for 
p rom ulgation  of perform ance standards
is also vested in the S ecre tary  for elec
tronic products em itting  radiation. 42
U . S.'C. 263(f). Sim ilar au thority  is
provided ito the Consum er P roduct
Safety Commission for products it regu
lates. SI U. S. C. 2056.

54 21 U. S. C. 360d(a).
55 21 U. S. C. 360d(b), (c).
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56 21 U. S. C. 360d(d).
57 See H . R. Rep. No. 2139, 75th Con

gress, 3rd Session, 9 (April 14, 1938) ; 
H . R. Rep. No. 2464, 87th Congress, 
2nd Session, 3 (Sept. 22, 1962).

58 21 U. S. C. 348(d).
58 21 U. S. C. 346a(e).
““ 21 U. S. C. 376(b) (5) (C )( i) .
“4 21 U. S. C. 360e.
62 21 U. S. C. 360e(c)— (e).
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are sub stan tia lly  sim ilar to those in effect for new drugs and new 
anim al d rugs.63 T he A m endm ents, how ever, for the first tim e, 
provide for a “product developm ent p rotoco l.”64 This procedure allows 
the  developm ent of a m edical device and th e  data  suppo rting  its 
safe ty  and efficacy a t the sam e tim e. If th e  Secretary  approves a 
notice of com pletion of a p roduct developm ent protoco l,65 it is ta n ta 
m ount to approval of a p rem arket approval application. T here  is no 
“ product developm ent pro toco l” cou n te rp art for new drugs, new 
anim al drugs, food additives or color additives.

The Amendments establish alternative administrative mechanisms for 
review  of an order approving  or denying a p rem arket application or 
p roduct developm ent protoco l.66 U pon a petition  for review  of any 
such order, th e  Secretary  m ay either hold a form al adm in istra tive  
hearing or refer the  m a tte r  to  an advisory com m ittee of exp erts .67 
No such a lte rna tives are available for a review  of the S ecre tary ’s ac
tion  on a food additive petition , N D A  or new anim al d rug  applica
tion. W ith  these la tte r  th ree  p rem arket approval products, the  only 
adm in istra tive  review  m echanism  is by w ay of a form al adm in istra
tive hearing .68 In  the  case of a proposed pesticide chem ical to lerance 
regulation , referra l to an advisory com m ittee must be m ade on re
quest, w ith  a la ter op po rtun ity  for a form al adm in istra tive  hearing .69 
R eferral of a proposed regulation  concerning a color additive may be 
m ade to an advisory com m ittee upon request, if th e  S ecretary  de ter
m ines th a t such a referral is necessary, w ith a la ter opportun ity  for 
a form al adm in istra tive  hearing ,70 T he A m endm ents incorporate a 
m iddle ground of ex isting  procedures by prov id ing a lternative  means 
of review  th a t are m utually  exclusive, thus allow ing the  referral 
m echanism  no t available for food additives, new drugs and new 
anim al drugs, b u t denying the op po rtun ity  for both referra l and an 
adm in istra tive  hearing  available for pesticide chem icals and color 
additives.

Banned Devices
T he A m endm ents provide th a t w hen the  S ecretary  finds, a fte r 

consu lta tion  w ith  the  app ropria te  classification panel, th a t a Class I, 
I I  or I I I  device in tended for hum an use presents substan tia l decep
tion or an unreasonable and substan tia l risk of illness or in ju ry , “he * 34 * 36

63 See 21 U. S .C . 355(c)— (e );  21 37 21 U. S. C. 360e(g) (1) and (2).
U . S. C. 360b(c)— (e). 38 21 U. S. C. 348(g), 355(h), 360b(h).

34 21 U. S. C. 360e(f). 39 21 U. 'S. C. 346a(e).
36 21 U. S. C. 360e(f) (5)— (7). 70 21 U. S. C. 376(b) (5) (C) (i) and (d).
36 21 U. S. C. 360e(g).
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m ay in itia te  a proceeding to  prom ulgate  a regula tion  to m ake such 
a device a banned device.”71 An inform al hearing  is available to 
in terested  persons.72 W h ere  the S ecretary  determ ines th a t the use 
of the device “presen ts an unreasonable, direct, and substan tia l danger 
to the  health  of individuals” and so notifies the  m anufactu rer of the  
device, he m ay im plem ent the proposed regulation  im m ediately pend
ing final A gency action .73 W hile th ere  is no specific “banning” coun
te rp a r t for o ther articles regu la ted  by the A ct, it could be accom 
plished th ro ug h  th e  A gency’s inheren t pow er to  issue declara tory  
orders under th e  A dm inistra tive P rocedure A ct74 or under its general 
ru le-m aking au th o rity .75

Judicial Review
T he A m endm ents provide for judicial review  of final A gency 

orders concerning classification of devices, perform ance standards, 
reclassification of devices, p rem ark et approval, banned devices, good 
m anufactu ring  practice (G M P ) regulations and investigational uses 
of devices.76 Such review  m ust be m ade by the U nited  S ta tes C ourt 
of A ppeals for the  D istric t of Colum bia or the C ircuit C ourt of A p
peals w here the  person challenging the  A gency action resides or has 
his principal place of business.77 T his provision is consisten t w ith 
the  review  of sim ilar types of orders affecting foods and d rugs.78

A  provision found in the  A m endm ents which allow s the  Circuit 
C ourt to  o rder the S ecretary  to  reopen an adm inistra tive  proceeding 
upon a pe tition er’s show ing to  th e  C ourt th a t he had reasonable 
grounds for failing  to  adduce additional data  regard in g  th e  regu la
tion79 is available only for new drugs,80 new anim al d rugs,81 food 
add itives82 and pesticide chem icals83 in addition to Class I I I  devices.

71 21 U. S. C. 360f(a). T he Consum er 
P rod u ct Safety Commission, has sim ilar 
authority to ban hazardous products sub
ject to its jurisdiction. IS U. S. C. 20S7.

72 Id.
73 21 U. S. C. 360f(b).
74 S U. S. C. 500 et seq.
75 21 U. S . C. 371(a).
76 21 U. S. C. 360g(a).
77 Id.
78 See 21 U. S. C. 346a(i) (pesticide

chem icals); 21 U. S. C. 348(g) (food
additives); 21 U. S. C. 355(h) (r.ew
dru g s); 21 U. S. C. 356(c) (insulin-con-
M EDI CAL DEVICE A M E N D M E N T S OF 1 9 7 6

ta in ing  d ru g s ) ; 21 U. S. C. 357(f) (an ti
biotic d ru g s); 21 U. S. C. 360b(h) (new  
anim al d ru g s); 21 U. S. C. 371(e) and 
(f) (standardized foods, special d ie tary  
foods, em ergency ipermits, poisonous 
ingred ien ts in foods, compendium drugs, 
narcotic-contain ing drugs and drugs 
subject to deterioration) ; and 21 U. S. C. 
376(d) (color additives).

79 21 U. S. C. 360g(b).
80 21 U. S. C. 355(h).
81 21 U. 'S. C. 360b(h).
82 21 U. S. C, 348(g )(4).
83 21 U. S. C. 346a(i) (4).
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T his reopen ing m echanism  has never been invoked by a C ircuit Court 
in which review  of a final A gency order has been sought.

Notification and Other Remedies
W hen the  S ecretary  finds th a t a device in tended for hum an use 

“presen ts an unreasonable risk of sub stan tia l harm  to the  public 
h ea lth ” and th a t notification is necessary “ to elim inate the unreason
able risk of such harm  and no m ore practicable m eans is availab le” 
to  elim inate such risk, he shall issue an order so no tify ing  all health  
professionals who prescribe or use such a device and any person (s) 
who should properly  receive such notification.84 T his provision also 
allow s for notification to be provided to those to whom  trea tm en t 
w ith the  device has been adm inistered .85 T he notification procedure 
is determ ined by  th e  S ecretary .86 T here is no cou n te rp art to  th is 
notification in the  A ct for food, d rugs or cosm etics. T his provision 
supplem ents the  S ecre tary ’s general publicity  au th o rity  to  dissem i
nate  inform ation regard ing  food, drugs, devices or cosm etics in s itua
tions involving im m inent danger to health  or gross deception of the 
consum er.87 T his .section significantly augm ents the  S ecre ta ry ’s au 
th o rity  to a lert the public to po ten tia l and actual risks associated 
w ith the  use of certain  devices.

A nother significant new rem edy is the  “repair, replacem ent or 
refund” feature  of the  A m endm ents.88 If the S ecretary  determ ines that 
the notification procedure is insufficient and (1) the device presents an 
unreasonable risk  of .substantial harm  to hum an users, (2) there  
are reasonable grounds to believe the  device w as not p roperly  de
signed and m anufactured , and (3) there  are reasonable grounds to  
believe th a t the unreasonable risk  was caused by the  m anufacturer, 
im porter, d is tribu to r or retailer, the  S ecretary  m ay o rder such m anu
facturer, im porter or d is tribu to r to repair the device to  elim inate the 
unreasonable risk, replace the device with one that complies with the 
A ct a n d /o r  refund the purchase price of the  device (less a reasonable 
allow ance for use if the device has been used by  the user for m ore 
than  one y e a r) .89 T he purpose of th is provision is to elim inate risks 
associated w ith devices and to  provide consum ers w ith econom ic

84 21 U. S. C. 360h(a). Sim ilar prov i
sions exist for electronic p roducts em it
ting  radiation (42 U. S. C. 263(g) and 
products subject to the Consumer P rod
uct Safety Act (IS U. S. C. 2064).

85 21 U. S. C. 360h(a).

89 Id.
87 21 U. S. C. 37S. See H. R. Rep. No. 

94-853, supra, a t 21.
88 21 U. S. C. 360h(b). See footnote 

84, supra.
89 21 U. S. C. 3 60 h (b )(1) (A ).
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redress for defective devices p resen ting  unreasonable risks.90 Con
gress con tem plated  th a t a notification order w ould suffice for de
vices th a t p resented  reasonable risks w hen m anufactured  b u t whose 
risks becam e unreasonable due to  a change in techno logy .91 T here 
is no co u n terp art to  th is  rem edy provision for any  o ther articles 
regula ted  by th e  Act. T his provision is high ly innovative for the  
A ct and gives the  F D A  .significant new pow ers to keep device m anu
fac tu rers w ith in  th e  confines of the law.

A final rem edy provided is reim bursem ent.92 A  replacem ent, 
repair or refund  o rder m ay also require a m anufacturer, d istribu tor, 
re ta iler or im porter to reim burse any o ther person sim ilarly  situated  
for expenses incurred  in carry ing  out such order if th e  S ecretary  
determ ines reim bursem ent is required to  pro tect the public health .93 
T he Amendments s ta te  clearly  th a t such reim bursem ent orders will 
no t affect th e  private  righ ts  one p arty  m ay have against ano th er.94 
T his provision, w hich has no cou n terp art elsew here in th e  A ct, is 
ano ther significant enforcem ent tool in the hands of the  Secretary .

T he A m endm ents allow  the  S ecretary  to p rom ulgate regulations 
w hich require m anufacturers, d istribu tors, im porters and reta ilers of 
devices for hum an use to establish and m ain tain records, to  make 
reports  to  assure th a t devices are not adu ltera ted  or m isbranded and 
to  o therw ise assure the  safe ty  and effectiveness of the device.95 T he 
regulations m ust no t be burdensom e, m ust s ta te  th e  reason w hy 
records are requested, and m ust preserve the  anonym ity  of pa tien t 
id en tity  except in  exceptional circum stances.96 T he A m endm ents ex
em pt from  these  req u irem en ts :

(1) licensed p rac titio ners  m anufactu ring  o r im porting  and 
using  devices for use in th e ir  own p rac tic e s ;

(2) a person m anu fac tu ring  or im porting  devices for his or 
her ow n use in research or teach ing  and not for se lling ; and

(3) anyone else the Secretary , by  regulation , sees fit to ex
em pt from  th e  record keeping and repo rting  requirem ents.97
T he records and reports  provisions are in tended to  aid the  Sec

re ta ry  in determ in ing  w hether a device com plies w ith o ther provisions
80 H . R. Rep. No. 94-853, supra, at 23. 64 21 U. S. C. 360h(d).

Records and Reports

81 Id.
82 21 U. S. C. 360h (c) .
83 Id.

85 21 U. S. C. 360i.
96 21 U. S. C. 3601(a). 
87 21 U. S. C. 360i(b).
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of th e  A ct as well as to assist in m aking determ inations as to  w h a t 
reg u la to ry  action, if any, should be taken  w ith  respect to  a device.98 
U n der the  A ct, m aintenance of specific records is required  of all new 
d ru g 99 and new anim al d ru g 100 application holders. S im ilarly, m ain te
nance of records is required of all d rug  m anu fac tu rers101 and som e 
food m anu fac tu re rs102 under th e  G M P regulations. Since such GM P 
regulations lim it the types of docum ents to  be m ain tained, th is  new 
provision of the A m endm ents gives the  F D A  wide la titu de  and open- 
ended au th o rity  to enact w hatever device record keep ing require
m ents it deems necessary.

General Provisions
T he  A m endm ents contain  tw elve general provisions, m iscel

laneous sub jec t m atte rs  grouped under one head ing  for convenience.103 
T he  significant provisions are discussed here, w ith  th e  exception  of 
the transitional provisions which are discussed at pages 429 and 430.

A. Custom Devices.— A  significant general provision is th a t  which 
exem pts certain  devices, denom inated as “custom  devices,” from  
th e  perform ance standard  and  p rem arket clearance provisions w hen 
the  device:

(1) is m ade on th e  o rder of a physician or dentist;
(2) is in tended  e ither for a particu la r p a tien t or for the 

p rac titio n er’s use in his o r her ow n p ra c tic e ; and
(3) is not generally  available to, or used by, o th e r phy

sicians and den tists .104
I t  is no tew orthy  th a t  th is section does n o t specifically include chiro
practors, w ho are w ell-know n users of m edical devices. H ow ever, 
the  A m endm ents provide th a t the  S ecretary  may, by regulation , 
after an oral hearing, designate o ther persons qualified to  receive 
th e  custom  device exem ption.105 T his provision is in accordance 
w ith  th e  F D A ’s philosophy th a t ne ither the A ct nor the  F D A  are 
in tended to regula te  how  the  individual p rac titioner conducts his 
or her m edical practice.

98 H . R. Rep. No. 94-853, supra, at 31.
" 2 1  U. S. C. 355(j).
100 21 U. S. C. 360bCe).
101 See the G M P R egulations for drug

products, 21 U. S. C. 211.101, 211.110,
211.115, 225.103, 225.110, 225.115, 226.-
102, 226.110 an d  226.115.

102 See the food G M P R egula tions, 
21 C F R  128a (sm oked fish ); 128b (low- 
acid canned fo o d s ) ; 128c (cacao p ro d 
ucts) ; 128d (bottled  w ater).

103 21 U. S. C. 360j.
104 21 U. S. C. 360j(b).105 Id.
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B. Publication of Notices.— T he general provisions also require 
th a t all proposed rule-m aking, o r o ther actions, taken  under the 
classification, perform ance standards, p rem arket approval, banned 
devices, notification, and records and repo rts  sections appear in the  
Federal Register. The notice m ust s ta t e :

(1) the  reasons for the  action to  be tak en ;
(2) the  m anner in which in terested  persons m ay exam ine 

the  data  upon w hich the  proposed action is based ; and
(3) the period of tim e for com m ent (to  be no t less than  

60 nor m ore than  90 days) .106
T he FD A , th ro ug h  its  detailed pream bles to proposed regulations, 
has long followed these  practices in ru le-m aking procedures w ithou t 
such a specific requirem ent. I t  is significant again th a t th is section 
applies only to  ru le-m aking to be conducted on devices and does not 
ex tend  to foods, d rugs or cosm etics.

C. Restricted or Prescription Devices.— T he general provisions 
allow  th e  S ecretary  to  p rom ulgate  regula tions requ iring  th a t certain  
devices be restric ted  to  sale, d istribu tion  or use upon w ritten  or 
oral p rescrip tion  of a licensed p rac titioner w here there  is a po ten
tia lity  for harm fu l effect, or particu lar expertise is needed to  safely 
and  effectively use th e  device.107 P rio r to  enactm ent of the A m end
m ents, prescrip tion  devices were regulated  under the  m isbrand ing 
provisions of the  A c t108 and regulations prom ulgated  p u rsu an t th e re 
to .109 T he restric tions m ay no t be m ade solely on the  basis of failure 
of a health  care professional to be board-eligible or board-certified.110 
The Secretary m ay require s ta tem en ts  of restric tion  on the label of 
any  such device.111 T he provision also recognizes the  skills of nurses 
and technicians in using  such devices.112 A som ew hat analogous 
provision has been in effect for p rescrip tion  drugs since 1938.113

10'2 1  U. S. C. 360j(d).
107 21 U. S. C. 360j(e).
108 21 U . S. C. 352(f)(1) and (2).
10* 21 C F R  801.109. T he  F D A  pub

lished a notice (41 F. R. 22621 (June 
4, 1976)) s ta ting  th a t “R estric ted  de
vices include all prescrip tion  devices as 
now  defined in 21 C FR  801.109 . .  . (See 
H ouse R eport No. 94-853, M edical D e
vice A m endm ents, F eb ru ary  29, 1976, 
at 24— 25).”

110 A board-eligible practitioner is one 
w ho has the tra in in g  o r experience to  
m ake him  or her eligible for certifica
tion by a certifying board recognized 
by the Am erican B oard of Medical 
Specialties. See 21 U. S. C. 3 6 0 j(e ) ( l ) .  
A board-certified practitioner is one who 
has been certified by such a board  of 
the A m erican B oard of M edical Spe
cialties. Id.

111 21 U . S. C. 360j (e) (2).
112 H. R. Rep. No. 94-853, supra, at 24.
113 21 U. S. C. 353(b).
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T he  d rug  provision, how ever, does no t require a regulation  to  be 
p rom ulgated  for a p articu lar d ru g  before it is considered to  be a 
p rescrip tion  d rug  as is the case w ith  prescrip tion  devices. W ith  
devices, the  Secretary  m ust decide adm inistra tively  w hether a par
ticu la r device is a p rescrip tion  device. W ith  drugs, he m ay estab lish  
prescrip tion  s ta tu s  e ither th ro ug h  an adm inistra tive  proceeding114 115 
or by enforcement proceedings in a federal district court.113

D. Good Manufacturing Practice Requirements.— T he general 
provisions allow  the  S ecretary  to  prom ulgate  regula tions estab lish 
ing  G M Ps for th e  m anufacture, sto rage, pack ing and insta lla tion  of 
devices to assure  th a t th e  devices are safe and effective.116 R egula
tions issued by  the  FD A  for G M P of hum an and anim al d ru g s117 
and m edicated feeds118 have been prom ulgated  pu rsu an t to the  
A gency’s general ru le-m aking au th o rity 119 and not th ro ug h  a specific 
authority, such as th a t now provided for m edical devices. L ikew ise, 
G M P regu lations have been prom ulgated  for th e  food in d u stry  as a 
w hole (san ita tio n )120 and specific segm ents thereo f.121

A n am endm ent to  the adu ltera tion  provisions of the A ct declares 
a device to  be adu ltera ted  if it fails to com ply w ith  the G M P reg
u la tions.122 Since 1962. a d rug  not m anufactured  in conform ity w ith 
G M Ps has been deemed to be adu lte ra ted .123 T here is no provision 
in the Act, how ever, deem ing foods not m anufactured  in conform ity 
w ith  G M Ps to  be adu ltera ted . Food no t m anufactured  in conform ity 
w ith G M Ps is considered to  be adu ltera ted  as hav ing been prepared, 
packed or held under in san ita ry  conditions.124 T here  are no GM Ps 
for cosm etics.

T he device G M P provision allow s the  S ecretary  to exem pt 
certain  individuals from  specific G M P regulations by g ran tin g  a 
petition  for a variance.125 T he s ta tu te  details w hat in form ation m ust 
be in the  petition  and how  the  petition  is handled .126 T he purpose 
of the variance provision is to allow for flexibility for certain  seg-

114 21 U . S. C. 371(a). See Weinberger 
v. Hynson, W estcott and Dunning, Inc., 
supra, and W einberger v. Bentex Phar
maceuticals, Inc., supra, where the Su
preme Court held that the FD A has 
primary jurisdiction to determine admin
istratively the status of particular drugs 
subject to  regulation  under the Act.

115 21 U. S. C. 331, 332 and 334.
110 21 U. S. C. 360j (f).
117 21 O F R  211.1 et seq.
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119 21 CFR 225.1 et seq.
118 21 U. S. C. 371(a).
120 21 CFR 128.
121 See 21 C F R  128a— 128d.
122 21 U. S. C. 351(h).
123 21 U. S. C. 3 5 1 (a )(2 )(B ). P. L. 

87-781 (O ct. 10, 1962).
124 21 U. S. C. 342(a)(4).
125 21 U. S. C. 360j(f) (2).
120 Id,
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m erits of a  h igh ly  diverse in d u stry .127 Congress app aren tly  felt th a t  
th e  device in d u stry  is m ore diverse th an  e ither the  food or d ru g  
industries a lthough  th e  legislative h is to ry  is silent on th e  po in t, since 
no o ther G M P provisions in the Act or its regulations have a vari
ance provision.

F inally , the  G M P section requires th a t the S ecretary  appoin t 
adv isory  com m ittees for advice and recom m endations on proposed 
G M P regu lations and petitions for variances.128 No such advisory 
com m ittees are, or have been, required  for p rom ulgation  of food 
o r d rug  G M P regulations.

E. Exem ption for Investigational U se.—A nother general prov i
sion perm its an exem ption from  th e  s ta tu to ry  requirem ents in the 
case of hum an devices in tended for investigational use by  qualified 
experts .129 T he person seeking the  investigational exem ption m u s t :

(1) subm it a plan for clinical te s tin g  to a local in stitu tion  
review  com m ittee, which m ust be approved by such co m m ittee ;

(2) assure, except in em ergency cases, th a t inform ed con
sent is ob tained from  each hum an su b jec t; and

(3) m ain ta in  certain  records and repo rts .130
T he  legislation requires th e  S ecretary  to prom ulgate  regu la tions 
se ttin g  forth  the  conditions under w hich the investigational exem p
tion is to be pu rsu ed .131 T he purpose of th is  provision is “to  en
courage, to  th e  ex ten t consisten t w ith  th e  public health  and safe ty  
and w ith  eth ical standards, the  discovery and developm ent of useful 
devices in tended for hum an use and to  th a t end to  m ain ta in  optim um  
freedom  for scientific investigato rs in th e ir  p u rsu it of th a t purpose.”132

T here  are sim ilar provisions in the A ct for investigational ex
em ptions for food additives,133 new  d ru g s134 and new anim al d rugs.135 
D etailed  regula tions are in effect im plem enting th e  investigational 
food additive,136 new  d ru g 137 and new  anim al d ru g 138 procedures. 
I t  w ould seem logical th a t the investigational device regula tions 
w ould be p a tte rn ed  a fte r these regula tions th a t already have been 
prom ulgated .

127 H . R. Rep. No. 94-853, supra, at 25.
128 21 U. S. C. 360j (f) (3).
120 21 U. S. C. 360j(g).
130 21 U. S. C. 360j (g )(3 ).
131 21 U. S. C. 360 j(g )(2 ).
132 21 U. S. C. 360j'(g) (1).

133 21 U. S. C. 348(i).
134 21 U. S. C. 35S(i).
135 21 U. S. C. 360b(j)
136 21 C F R  121.75.
137 21 C F R  312.
138 21 C F R  511.
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F. Release of Safety and Effectiveness Information.—T he Amend
m ents require the  S ecretary  to  prom ulgate  regula tions th a t provide 
for release of a detailed sum m ary of the  safe ty  and efficacy data 
suppo rting  approval or denial of a p rem arket app lication, protocol 
or exem ption o rder139 to  be released to the  public at th e  tim e th e  
o rder is issued.140 S im ilar regula tions are to  be prom ulgated  th a t 
are applicable to  advisory  com m ittee decisions on these m atte rs .141 
A  final caveat to  th is  section to insure th a t a p ro p rie ta ry  in terest 
rem ains w ith  the  developer of the data is th a t no person m ay use 
in form ation obtained un der th is  section to estab lish  the  safety and 
effectiveness of ano ther device.142 This, however, w ould not apply 
to th e  person orig inally  subm itting  th e  da ta  to  th e  F D A .143 T his 
data  release provision resu lted  from  Congressional sen tim ent th a t  
the  “best in terests  of governm ent, in du stry  and th e  public are served 
by  p roper public sc ru tiny  of actions of th e  Food and D ru g  A dm inis
tra tio n .”144 C ongress felt th a t “ th is provision, coupled w ith  requ ire
m ents th a t the proceedings of adv isory  panels be transcribed  and 
requirem ents th a t  classification panels and the S ecretary  set forth  
reasons for recom m endations and  decisions, will help assure effec
tive public sc ru tiny  and C ongressional oversigh t.”145

No com parable provisions are found in th e  A ct for pesticide 
chem icals, food additives or color additives, which m ust be approved 
for safety, or for new  drugs or new  anim al d rugs which m ust be 
approved for bo th  safe ty  and  effectiveness. H ow ever, a provision 
is m ade in regula tions prom ulgated  p u rsu an t to  th e  Freedom  of 
Info rm ation  A c t148 for public disclosure of “a sum m ary or sum m aries 
of th e  safe ty  and  effectiveness d a ta” in new  d ru g 147 and new anim al 
d ru g 148 application files. S im ilar regulations presum ably  will be 
enacted for da ta  in C lass I I I  device p rem ark et application and 
protocol files. F o r  food add itives,149 and color add itives,150 the  
regulations provide for public disclosure of “all safety and functionality 
da ta  and in form ation subm itted  w ith  o r incorporated  by reference 
in the  pe tition .” These disclosure procedures w ere adopted by the  
F D A  for th e  sam e reasons th a t Congress s ta ted  for including th is 
specific disclosure provision applicable to devices.

130 21 U. S. C. 360j(h) (I) .
140 Id.
141 21 U. S. C. 360j(h) (2).
142 21 U. S. C. 3603(h) (3).
143 Id.
144 H . R. (Rep. No. 94-283, supra, a t 51.

145 Id.
148 5 U. S. C. 552.
147 21 C F R  314.14.
148 21 C F R  514.11(e)(2).
149 21 C F R  121.51(h) ( l) '( i) . 
18021 C F R  8 .9 (a)(1 ).
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G. Traceability.—A n other general provision sta tes  th a t “ No 
regulation  un der th is  A ct m ay im pose on a type or class of device 
requirem ents for th e  traceab ility  of such type or class of device 
unless such requirem ents are necessary to  assure  the  pro tection  of 
th e  public hea lth .”151 T he legislative h is to ry  suggests th a t th is 
provision is in tended to give the  F D A  a valuable regu la to ry  tool 
“to  trace  a  device th ro ug h  the  various channels of com m ercial dis
tr ib u tio n ” w hile balancing  the  expense required  in trac in g  hazard,152 
citing  the  cardiac pacem aker as a type of device for w hich trace- 
ab ility  should be required . W hile no such sim ilar traceab ility  p ro
visions are elsewhere in the A ct, several of the G M P regulations 
require p roduct coding to facilitate recalls of articles from  the  chan
nels of com m erce.153 T his section appears to  be superfluous since 
th e  S ecretary  could require traceab ility  w here necessary un der the  
device G M P regu la tions.154

State and Local Requirements Respecting Devices
T he A m endm ents provide th a t  no s ta te  o r local governm ent 

m ay establish or continue in effect any  requirem ent respecting  devices 
for hum an use which are different from  or in addition to  applicable 
federal requ irem ents and w hich relate  to safety and effectiveness 
of th e  device or o ther m atte r included in a federal requirem ent.155 
H ow ever, the S ecretary  m ay exem pt a s ta te  or local governm ent 
from  such preem ption a fte r an oral hearing  on a s ta te  or local gov
ernm ent application for an exem ption w hen he finds th a t the  s ta te  
o r local requ irem en t is e ither m ore s trin g en t th an  th e  federal s tan 
dard or the  requirem ent is m andated  by  com pelling local condi
tion s.156 N evertheless, com pliance w ith  local requirem ents m ust not 
resu lt in th e  device being in violation of the A ct.157 T he in ten t of 
th is provision is to  p reven t undue burden  of in te rs ta te  com m erce 
by  different federal and sta te  stan dards for m edical devices.158 T he 
legislative h is to ry  cites the  C alifornia Sherm an Food, D ru g  and 
Cosm etic A c t159 as bo th  an exam ple of s ta te  regu la tion  of devices 
w hich th e  federal governm ent p reviously  had no t actively regulated , 
and also as an exam ple of th e  type  of s ta te  or local requirem ents

161 21 U. S .'C . 360j(j).
162 H. R. Rep. No. 94-853, supra, at 52.
163 21 C F R  211.101(b).
154 21 U. S. C. 360j (f).
155 21 U. S. C. 360k.

153 21 U. S. C. 360k(b). The legislative 
h is to ry  provides no exam ples of w hat 
such compelling local conditions might be.

157 21 U. S. C. 360k(b) (2) (B ).
158 H. R. Rep. No. 94-853, supra, a t 45. 
163 Cal. H ealth  & Safety Code, Sec.

26000 et seq.
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th e  F D A  should au thorize  to be continued under the  exceptions 
po rtion  of th is provision of the A m endm ents.160

T his provision is the first Congressional reference in th e  A ct to 
d irect federal preem ption of s ta te  and local regulation  of artic les 
sub ject to  th e  ju risd ic tion  of the Act. N evertheless, several older 
cases have discussed th e  preem ptive effect of the  A ct on sta te  reg 
u la tion .161 In  addition , in 1913, the  Suprem e C ourt held th a t  a s ta te  
s ta tu te  in conflict w ith  th e  A ct w as void.162 T he legislative h is to ry  is 
silent on w hy th is provision is applicable only to m edical devices.

Informal Hearing
T he A m endm ents add a new definition to th e  Act, th a t  of “ in

form al hearing .” T he term  m eans a hearing  which is not a form al 
adm in istra tive  hearing  as contem plated by th e  A dm inistra tive  P ro 
cedure A ct.163 T h is section sets forth th e  inform al hearing  re
qu irem ents :

(1) designation of th e  presid ing officer ;
(2) th e  r ig h t to have an a tto rney  p re s e n t;
(3) reasonable notice of, and comprehensive statement about, 

th e  m atte rs  to  be discussed a t the hearin g ;
(4) the  rig h t to  hear the  S ecre tary ’s proposal, conduct rea

sonable question ing  and presen t w ritten  or oral in fo rm atio n ;
(5) p reparation  of a w ritten  rep o rt of th e  hearin g ; and
(6) transcrip tio n  of th e  proceedings in certain  cases.164

W hile th ere  are no provisions for com parable inform al hearings per 
se elsew here in the  A ct, such hearings are available under the  E m er
gency P erm it regu la tions.165 and are apparen tly  available in the 
case of d rugs and devices offered for im port by firms th a t are not 
reg istered  as required  by the A ct.186

T he leg islative h isto ry  indicates th a t the  inform al hearing  def
in ition  w as added because so m any inform al hearings are contem 
plated  by  th e  device am endm ents, 
tion of a “new d ru g ” as a device,

1,0 H. R. Rep. No. 94-853, supra, at 45. 
161 See A nnot., 21 U S C A  Sec. 301, 

note 5, pp. 118—219 (1972).
1,2 M cD ermott v. Wisconsin, 228 U. S. 

115 (1913).

for exam ple, p rio r to reclassifica- 
am ending perform ance standards,

’"3 21 U. S. C. 321 (y ). See also 5 
U. S. C. 554, 556, 557.

1.4 21 U. S. C. 321 (y).
1.5 21 C F R  90.
108 21 U. S. C. 381(a).
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and before ban n ing  a device.167 H ow ever, the  language in th e  def
in ition is not lim ited solely to device m atters. T hus, th is  inform al 
hearing  procedure could, and probably  will, becom e a m ajor new 
regu la to ry  tool for th e  F D A  in th is era of p ro lifera ting  consum er 
products and lim ited governm ent resources.

Amendments to Current Law
A. Prohibited Acts.— T he Device A m endm ents significantly aug

m ent m any sections of the  existing  law. T hus, th e  follow ing addi
tional acts are p roh ib ited  :168 failure to  com ply w ith notification, 
repair, replacem ent, refund a n d /o r  re im bursem ent o rd e rs ;169 failure 
to m ain ta in  required  records or reports  ;170 and failure to  com ply 
w ith  investigational use requ irem en ts.171 T he prohib ited  act of dis
closing trade  secre ts172 is am ended to  include pertinen t device m a
teria l.173 T he prohib ited  act of failure to  m aintain records174 is 
am ended to  include failure to  estab lish or to  m ain tain  required  p re
m arket approval rep o rts175 or records.176 F inally , as w ith new 
d rugs,177 it is p roh ib ited  to m ention F D A  approval of p rem arket 
app lication178 or investigational use exem ption179 on the labeling 
of a device.

B. Seizure Authority.— T he seizure au th o rity 180 w ith  respect to  
devices is g rea tly  expanded. U n der the new  law, an adu ltera ted  or 
m isbranded device “ is liable to be proceeded against a t any  tim e 
on libel of in form ation and condem ned in any d istric t court of th e  
U nited  S ta tes.”181 T his m ethod of proceeding civilly is only app li
cable o therw ise to coun terfe it drugs, th e ir  containers and articles 
associated w ith  the  m aking of counterfeit d rugs.182 All o ther civil 
forfeiture proceedings involving new  drugs and adu ltera ted  and 
m isbranded foods, drugs and  cosm etics require th e  article  or its 
com ponents to  have m oved in in te rs ta te  com m erce before federal 
d istric t court ju risd ic tion  a ttaches.183 T he legislative h is to ry  indi
cates th a t Congress felt th a t th e  F D A  inspectors spend too  m uch 
time documenting interstate shipment when “whether or not a medical

167 H. R. Rep. No. 94-853, supra, a t 52. 
108 21 U. S. C. 331. 333.
189 21 U. S. C. 3 3 1 (q > (l)(A ).
170 21 U. S. C. 331 (q) (1) (B ).
171 21 U. S. C. 331 (q) (1) (A ).
172 21 U. S. C. 331 (j).173 Id.
174 21 U. S. C. 331(0-175 Id.

178 Id,
177 Id.
178 Id.
179 Id.
180 21 U. S. C. 334.
181 Id.
182 21 U. S. C. 334(a)(2).

U. S. C. 321(g)(2).
183 21 U. S. C. 334(a)(1).

See 21
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device actually  crosses s ta te  lines has n o th ing  to do w ith the  p rin 
ciple” of assu rin g  safe and effective m edical devices.184 Since these 
considerations obviously carry  over to  foods, d rugs and cosm etics, 
it is difficult to understand  w hy Congress relieved th e  go vernm en t’s 
burden of establishing interstate commerce only in device seizure actions.

C. Adulterated Devices.— T he device adu ltera tion  provision of 
the A c t18"’ is expanded to include : devices which are represented to 
conform w ith  perform ance stan dards and w hich, in fact, do n o t ;186 
Class I I I  devices w ith ou t p rem arket, protocol or investigational 
ap p ro v a l;187 banned dev ices;188 devices not m anufactured  in con
form ity  w ith  G M P ;189 190 and  investigational devices th a t are im prop
erly  used.100 T hese additions to the  adu ltera tion  provisions are ex
tensions of Congressional action in recent years th a t define adulteration 
to  m ean m ore th an  contam ination .191

D. Misbranded Devices.— T he device m isbrand ing  provision of 
th e  A c t192 is am ended to  include the follow ing: false or m isleading 
adv ertis in g193 on restric ted  devices ;194 restric ted  devices whose ad
v e rtis ing  and labeling fails to bear the  established nam e of the  device 
and a sta tem en t of th e  in tended uses and directions for use ;195 devices 
sub ject to perform ance standards which fail to bear labeling pre
scribed by such stan dards ;19B and devices in cases w here th ere  has 
been a refusal to  com ply w ith a notification, repair, replacem ent, refund 
a n d /o r  re im bursem ent o rd er197 o r record keep ing and report o rder.198

E. Export Provisions.-—T h e export provisions of the A c t199 have
been am ended for devices. T he export provisions require that, prior 
to  export, all foods, drugs, cosm etics and devices deemed to be m is
branded or adu ltera ted  under any  provision of the  A ct m ust conform  
w ith  the  specifications of a foreign purchaser, not be in conflict 
w ith  the law s of the coun try  to  w hich export is intended, be labeled 
for export shipm ent, and not be sold or offered in dom estic com-

184 H. R. Rep. No. 94-853, supra, at 15.
185 21 U. S. C. 351.
188 21 U S. C. 351(e).
187 21 U. S. C. 351(f).
188 21 U. S. C. 351(g).
189 21 U. S. C. 351(h).
190 21 U. S. C. 351 ( i ) .
191 See, for example, 21 U. S. C. 351- 

(a ) (2 )(B ) , 351(a)(5), 361(e).
192 21 U. S. C. 352.
193 This provision is significant in that

it gives the F D A  jurisdiction over de
vice advertising. Advertising of foods,

drugs and cosm etics is regu la ted  by 
the  Federal T rad e Com m ission. H o w 
ever, advertising  m ay be used in FD A  
m isbrand ing  cases to  determ ine in
tended uses of articles regula ted  by 
the Act.

194 21 U. S. C. 352(q).
195 21 U. S. C. 352 ( r ) .
196 21 U. S. C. 352(s).
197 21 U. S. C. 352(t) (1).
198 21 U. S. C. 3 52 (t)(2 ).
199 21 U. S. C. 381.
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merce.200 In  addition , for Class I I , Class I I I , investigational and 
banned devices, th e  S ecre tary  must determ ine th a t exporta tion  is
not con trary  to  public health  and safety and has the approval of 
the coun try  of in tended  export.201

W hile these la tte r  tw o provisions do no t app ly  to  foods, d rugs 
or cosm etics, th ey  are m ore liberal th an  the  ex p o rt provisions for 
new  drugs and new  anim al d rugs th a t expressly  forbid the  export 
of m edicated feeds con tain ing  new  anim al d rugs.202 No au thorization  
is provided for export of any new  drug. T here  is now  an unexplained 
difference between th e  export provisions for devices requ iring  p re
m arket clearance and drugs requ iring  p rem arket clearance.

Registration of Device Manufacturers
T he A m endm ents provide for the reg istra tion  of device m anu

facturers and listing  of all of th e ir p roducts w ith the  F D A  as is now  
required for all d rug  m anufactu rers.203 T he new law adds provisions 
applicable only to  devices w hich allow the  S ecretary  to p rescribe 
a uniform  system  for th e  identification of devices in tended for 
hum an use.204 In addition, the  provisions require a m anufac tu rer or 
d istribu to r, a t least 90 days p rio r to in troduction  of a  device for 
hum an use in to in te rs ta te  com m erce, to  inform  the  S ecretary  of the  
Class in to which th e  device falls and w hat action, if any, has been 
taken  to  com ply w ith  any  applicable perform ance stan d ard  o r pre
m ark etin g  application.205 T he crim inal,206 m isbrand ing207 and im 
p o rt208 provisions concerning reg istra tion  have been am ended to 
include devices.

Inspections Relating to Devices
W ith  the  enactm ent of the  Device A m endm ents. FD A  inspectional 

au th o rity  of all th ings in a factory, w arehouse, estab lishm ent or con
su ltin g  laborato ry  w here prescrip tion  drugs are m anufactured , p ro
cessed, packed o r held209 is extended to cover restric ted  devices.210 
In  an inspection of an estab lishm ent w here prescrip tion  drugs and 
restric ted  devices are not m anufactured , processed, packed o r held, 
F D A  inspectors are restric ted  to  exam ination of equipm ent, finished 
and  unfinished m aterials, con tainers and labeling.211 In  the  case of

200 21 U. S. C. 381(d).201 Id.
202 21 U. S. C. 381(d).
203 21 U. S. C. 360.
204 21 U. S. C. 360(j).
205 21 U. S. C. 360(k).

206 21 U. S. C. 331 (p), 333.
207 21 U. S. C. 352(o).
208 21 U. S .C  381(a).
209 21 U. S. C. 374(a).
210 Id.
211 21 U. S. C. 374(a>(2).
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prescrip tion  drugs and restric ted  devices, inspectional au th o rity  is  
extended to all th ings in the  estab lishm ent, including records, files, 
papers, processes, con trols and facilities, and excludes only financial, 
sales and price data, and som e types of personnel and research da ta .212 
Since restric ted  devices are, for all practical purposes, the device 
cou n terp art of p rescrip tion  drugs, augm enting  inspectional au th o rity  
for restricted devices was a logical extension of the “prescription” concept.

U n der a new inspectional au th o rity  provision applicable only to 
devices,213 FD A  inspectors are perm itted  access to  all records required 
to  be kep t p u rsu an t to th e  general records and reports  provision of 
the A m endm ents214 and  the investigational use exem ption prov i
sion.215 T hus, even though  it w ould in itially  appear th a t record ex
am ination w ould be lim ited to restric ted  devices and prescrip tion  
drugs only, the  Secretary  could, under these new powers, p rom ulgate  
detailed regulations which would have the effect of equating  acces
sib ility  to records for all nonrestric ted  and restric ted  devices. T his 
additional inspectional au th o rity  gives the  S ecretary  significan tly  
g rea te r au th o rity  over devices than  is cu rren tly  available for foods, 
d rugs or cosm etics.

Assistance to Small Manufacturers
T he S ecretary  m ust establish “an identifiable office to provide 

technical and o ther nonfinancial assistance w ith the requirem ents of 
the  F ederal Food, D ru g  and Cosm etic Act, as am ended by th is 
A ct.”* 210 T he provision stem s from  Congressional cognizance of the  
“poten tia lly  detrim en tal economic im pact im plem entation of th is  
legislation m ight have on sm all device m anufac tu rers.”217 Congress 
s ta ted  clearly  th a t it did no t in tend the assistance office to be a 
“hollow shell” b u t expected the office “to  have sufficient resources 
and staff to provide a m eaningful and effective vehicle for technical 
advice and o ther assistance.”218 Such an office has a lready been 
estab lished.219

C ongress exhibits a noble purpose, recognizing th a t such perva
sive regulation  of the m edical device indu stry  m ay have dev asta ting

212 21 U. S. C. 374.
213 21 U. S. C. 374(e).
214 21 U. S. C. 360 ( i) .
215 21 U. S. C. 360j(g).
216 42 U. S. C. 3512.

247 H . R. Rep. No. 94-853, supra, at 
57.

218 Id.
210 T he F D A  has already designated  

an office to  render assistance to  small 
device m anufacturers. 41 F. R . 22620 
(Ju n e  4, 1976).
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financial and econom ic im pact on sm all device m anufacturers. H ow 
ever, such a noble purpose w as not exhibited in the 1962 N ew  D rug  
A m endm ents220 o r th e  1969 New A nim al D ru g  A m endm ents221 w hen 
sm all m anufactu rers of such articles w ere likew ise confronted w ith 
burdensom e new  responsib ilities th a t had substan tia l econom ic and 
financial im pact on them . T his provision represen ts a significant 
new  direction for the  F D A  which should inure to  the benefit of the  
FDA , the  in du stry  and, m ost im portan t, th e  consum er.

Release of Confidential Information
A provision of th e  A m endm ents which extends to foods, drugs 

and cosm etics as well as to m edical devices is one au tho riz ing  the 
S ecretary  to release to  persons under con trac t to  the  S ecretary  
confidential in form ation and trade secrets which relate  to adm inis
tra tio n  of th e  A ct as long as the  S ecretary  is no t p roh ib ited  from  
using  the  in fo rm ation .222 T his provision w as enacted  to  allow  the  
S ecretary  to  use con tracto rs for com puterization  of new  drugs and 
to  allow  the  sam e to  be done for devices.223 W h y  a provision such 
as th is was m ade to  apply to  all such articles sub ject to  the A ct's ju ris
diction, w hen, for exam ple, the  adm inistra tive  deten tion ,224 device 
record inspection ,225 assistance to  sm all m anu fac tu rers226 and in te r
s ta te  p resum ption227 provisions are applicable only to devices, is 
no t explained.

Conclusions
I t  is clear from  th is  review  of the M edical Device A m endm ent« 

and o ther provisions of the A ct th a t Congress has adopted  a piece
meal approach to  regu la tin g  foods, drugs, cosm etics and m edical 
devices. W hile th e  A m endm ents confer significant and substan tia l 
new  au th o rity  to  the  F D A , regulation  of foods, drugs, cosm etics 
and m edical devices rem ains nonuniform . P erhaps in fu tu re  legisla
tion, Congress will provide for uniform  application of regu la to ry  
procedures to  all p roducts covered by  the Act. H ow ever, if the  past 
is any guide to  the fu ture, C ongress will continue to  augm ent the 
au th o rity  of th e  F D A  w ith  piecem eal legislation w hich resu lts  from  
a com prom ise of th e  com peting in terests  of th e  Congress and the 
affected industry . [The End]

220 P. L. 87-781 (O ct. 10, 1962). 224 21 U. S. C. 374(g)
221 P. L. 90-399 .(July 13, 1968). 225 21 U. S. C. 374(e).
222 21 U. S. C. 3 7 9. 220 42 U. S. C. 3512.
223 H. R. Rep. No. 94-853, supra, at 50. 227 21 U. S. C. 379a.
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W a n ted -
Plain Talk About Additives

By WILLIAM O. BEERS

Mr. Beers Is Chairman of the Board and Chief Executive Officer 
of the Kraftco Corporation.

I W O U L D  E N JO Y  spending the  tim e a llo tted  to  me in th is program  
discussing the  food processing in d u stry ’s ou tstan d ing  record of 

p rod uct safe ty  and describ ing som e of the  con tribu tions m ade by its 
scien tists  and engineers tow ard  im proving our food supply by  the  
use of additives. H ow ever, I have been asked to speak on the sub ject 
of im proving the im age of the food industry . T his is a m ore slippery, 
less tang ib le  topic but, in to day ’s social clim ate, one which has as
sum ed a d isproportionate  significance of its  own. I will begin w ith 
a com m ent on th e  n a tu re  of cu rren t social criticism  and then  move 
on to  th e  issues as I see them .

T he p revailing  mood in A m erica, as m ost of us well know , is one 
of d is tru s t and suspiciousness. In a figurative sense, in stitu tion s 
and organ izations across the land have draw n th e ir w agons in to  a 
circle and are living under siege. T he health  care and healing p ro
fessions are w hipped for rising  costs and iso lated  charges of m al
practice. In d u s try  is castigated  for not im m ediately resto rin g  an 
environm ent which has been neglected by cam pers, to uris ts , govern
m ents and hom eow ners, as well as by corporations. V ietnam  and 
W ate rg a te  have taken  th e ir  toll of governm ent officials, law yers 
and  public relations experts alike.

T he food processing in du stry  has becom e ano ther ta rg e t in 
th is  broad-scale a ttack . T riggered  by rising  prices a t  the beg inning 
of th is decade, th e  criticism  has spread to a general inqu iry  into 
every th ing  the in du stry  does. Some of you m ay have noticed, as I 
have, th a t  it som etim es seem s th a t criticism  has becom e an end 
un to  itself in A m erica. Once hav ing to ld the  w orld w h at is w rong  
w ith  a particu lar in stitu tion  o r industry , our critics tend  to fall
p a g e  4 4 8 FOOD DRUG COSMETIC LAW JOURNAL----AUGUST, 1 9 7 6



silent or tu rn  on new  ta rg e ts , leaving the solu tions to  others. I t  
seem s alm ost as though  the act of criticism  itself as m ore significant 
than  som e of the  changes which, in fact, m ay be needed.

T he food processing industry , som e claim , is gu ilty  of reck
lessly in troducing  a varie ty  of harm ful add itives into its products. 
W hen hard  facts do not support th e  charges, the  focus of th e  a ttack  
m ay well sh ift to the  assum ed reasons for the use of additives. T he 
chief purpose of additives, we are to ld by  our critics, is to  increase 
th e  convenience and profits of the  m anufacturer. Such a ttacks are 
largely  based on assum ptions— generally  unfavorable—about the  o ther 
fellow ’s m otives. T his is som ew hat like accusing a public official of 
doing a good job in office sim ply in o rder to get re-elected. I t  fails 
to take into consideration the  hum an desire to do a good job for 
its own sake. This kind of cynicism is at the heart of our national problem.

Criticism  of the  food processing  in d u stry  is likely to  be a con
tinu ing  problem  for years to come. I t  will take a long tim e to  com 
plete the pa in stak in g  tests  needed to  provide definitive answ ers to 
the  questions raised by  allegations against additives. M eanw hile, we 
m ust deal w ith public questions openly, honestly , and constructively , 
and no t sim ply by  reac tin g  defensively to  each new  food scare as 
it com es along.

Debate on Food Additives
In  spite of the w itch -h un ting  aspects of th is con troversy , the 

debate on food additives, in m y opinion, is in fact a significant aspect 
of leg itim ate concern. As new  substances find th e ir  w ay in to  food 
products and in to the  food chain, it is possible th a t th e  effects of 
th e ir  in teraction  m ay no t be understood fully for m any years. T here  
is a synerg ism  a t w ork in these  relationsh ips which requires care
ful study. F urth erm ore , as scientific equipm ent and analy tical p ro 
cedures are refined, we are discovering the presence of previously 
unsuspected  po ten tia l hazards in purely n a tu ra l foods and substances 
now  on th e  generally  recognized as safe (G R A S) list. T hese, too, will 
need fu rth er te s tin g  to  determ ine th e ir fitness for hum an consum ption.

F o r exam ple, w h a t does th e  fu tu re  hold for spinach and rhubarb? 
B oth of these foods contain oxalic acid, which bu ilds k idney stones. 
L im a beans contain cyanide, and prussic  acid occurs in alm onds. 
Cabbage can help to cause goiter. O nions can cause anem ia.1 N u tm eg  
can be a pow erful hallucinogen .2

1 T annahill, Reay, Food In  History, 2 H all. R ichard, Ph .D . and Valley, 
Stein & Day (1973), p. 380. H u n t, M. D., “Food A dditives,” N utri

tion Today (Ju ly /A u g u st 1973), p. 27.
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Consider, if you will, th e  com ing ordeal faced by one of m an’s 
oldest staples, the po tato. F a r  from  being the sim ple food it appears 
to be, th e  po ta to  actually  is a com plex chem ical aggregate. A m ong 
th e  d istinct chem ical substances which so far have been identified in 
its m akeup, one can find solanine alkaloids, oxalic acid, arsenic, 
tann ins, n itra tes  and over a hundred o ther item s of no know n n u tri
tional significance to m an. In  case my reference to solanine slipped 
past anyone in th is  room , let me rem ind you th a t th is  a  re la tive  of 
the  poison found in deadly n igh tshade. T he average consum er, w ho 
eats about 120 pounds of po tatoes each year, th us ingests enough 
solanine to  kill a horse, if taken  in a single dose.3

Food Faddists
Clearly these  foods are perfectly  safe w hen consum ed as p a r t 

of a balanced diet. B u t food faddists, on one hand, urge us to  eat 
unbalanced diets, w ith  all the a ttend ing  dangers of m alnutrition . On 
the  o ther hand, consum er activ ists condem n both na tu ra l and a rti
ficial ingredients which have no adverse effects unless they  are taken 
in abnorm ally  high quantities under laborato ry  test conditions. T he 
tru th  is th a t our food supply is safer now  than  it ever has been.4 
I t  m ay also be true  th a t artificial coloring, flavoring and tex tu riz in g  
are som etim es used when they  needn 't be. W e m ust consider the 
hazards of add itives seriously, b u t we m ust use good judgm ent, too. 
W hen the risks which w ere p resen t in our food years ago are com
pared w ith  th e  safety of our p resen t supplies, th e  hazards from 
additives seem sm all indeed.

N evertheless, te s tin g  should and will continue un til th e  long
term  effects are know n. M eanw hile, the criticism  of additives will 
n o t disappear by itself. Also, regardless of how carefully we explain 
ou r position, som e individuals will never be convinced. As an ex
am ple, the K ra ft Foods D ivision of K raftco  C orporation produced 
a very  fine booklet on additives as part of a broad “C onsum er’s R ight 
to  K n ow ” program . Responses show  th a t our m essage is g e ttin g  
across, b u t a d isproportionate  am ount of tim e is taken up in con
tinu ing  correspondence w ith  readers w ho seem unw illing  to  accept 
facts. As it happens, these are the  m ost vocal, a rticu la te  readers b u t 
no t necessarily  the  best inform ed. W e m ust not ignore these  iso lated

3 Institute of Food Technologists E x- 4 Com m issioner of 'Food and D rugs 
pe rt Panel, “N atu ra lly  O ccurring  T ox- Schm idt, quoted in G M A Delaney Up- 
icants in Foods,” Food Technology date (A pril 14, 1976).
(M arch 1975), p. 68.
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cases but, a t the  sam e tim e, we m u st concentrate  on reach ing  opinion- 
m olders and the  large m ajo rity  of individuals w ho are seeking in
form ation and no t argum ents.

T he problem  facing the food processing in d u stry  in th is  regard  
boils down to th is: Although much of the public’s anxiety about the 
danger of food additives is no t supported  by th e  available evidence, 
the anx ie ty  itself is real. W e live in a period of heightened anxiety, 
by  w hich I m ean general feelings of apprehensiveness and fearfulness 
about everybody and everything. I t can be a negative, d isruptive 
elem ent in our lives, for the  very  reason th a t  it is vague and non
specific. H ow ever, once the  facts about a particu lar issue are p u t 
on the table for all to  see, anx ie ty  tends to  lose its destructive  force. 
O ur m ost effective w eapons, then, are facts openly shared and w idely 
distributed .

Communication
W e need no t be afraid to share in form ation w ith  the  public 

because, in the  m ajo rity  of cases, the  facts reflect favorably  on ou r 
industry . T he o ther side of the coin is our w illingness to accept and 
m ake changes in situations w here changes appear to be needed. 
T h is kind of conversation, or consultation , w ith our critics and w ith  
the public will require special com m unications efforts from  all of us. 
T hese com m unications m ust be above and in addition to regu lar 
advertising  and public relations activities th a t are a norm al p a rt of 
doing business. L et me suggest a few exam ples of the kinds of com
m unications I have in mind.

F irst, I w ould like to  see a revival or a second round of the  
special press sem inars w hich w ere sponsored by th e  G rocery M anu
factu rers of A m erica (G M A ) in 1973— 1974.5 F or those of you who 
are no t fam iliar w ith  th e  program , le t me briefly describe w hat hap
pened. D u rin g  a period of about 18 m onths, special one-day briefings 
w ere held in m ajo r cities for food w rite rs  of new spapers and con
sum er publications. Scien tists of GM A m em ber com panies gave short 
oral p resen ta tions on cu rren t developm ents in areas of consum er 
in terest. T he oral p resen ta tions w ere backed up by  w ritten  m aterials 
and followed by  question and answ er sessions. T he agenda covered 
the  toughest and nastiest questions then  facing the  industry , includ
ing bo tu lism  and additives. T he candid, head-on approach w as suc
cessful as far as it w ent. T here  w as an in itial flow of in terest and 6

6 P ro jec t described by D r. R obert 
Harkinis of the G rocery M anufacturers 
of Am erica.
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enthusiasm . Som e of the m edia becam e fam iliar w ith  qualified resource 
persons in the  food indu stry  to  whom  they  could tu rn  w hen new 
questions arose. T his liaison can be invaluable in accurate ly  reporting ' 
the food processing in d u stry ’s position to th e  public. B u t it m ust 
include key general assignm ent reporters and science w riters, because 
a ban on cyclam ates, for exam ple, will be reported  by  these w riters, 
and no t or. th e  food pages. A nother reason for s treng then in g  and 
follow-up is the  fact th a t m any new w riters have come on th e  press 
scene since 1973. W e should get to know  them .

Open Door Policy
Second, I believe the  food m anufac tu ring  in du stry  could take 

positive steps to  estab lish  an open door policy tow ard  consum er 
activ ist groups. I realize th is  m ay require us to  subord inate  ou r 
leg itim ate desire for p rivacy and confidentiality  in ou r com pany opera
tions to  the  larger in terest of rebuild ing credibility  in the  public 
mind. L ast fall, executives in m y ow n com pany heard  a leading con
sum er advocate suggest how such an ac tiv ity  m ight be s tru c tu red .6 
H e described a con tinu ing  program  of discussion and in teraction  now  
in progress betw een m anagem ent of an eastern  superm arket chain 
and groups of consum er activists. T he activ ists m eet to  address th e ir 
questions to  m anagem ent and con tribu te  th e ir own inpu t to  th e  cor
porate  decision-m aking process. T he program  seem s to satisfy  the  
needs of bo th  sides to  be heard and to be understood. I t  is par
tic ipato ry  and it involves m any people. T he very  act of exchang ing 
in form ation and opinions alone is a b ig  help in b reak ing  down 
resistance and p u ttin g  cooperation in its  place.

T hird , the  form al assignm ent of em ployees w ith in  our ow n 
com panies to  challenge the  w ay we use additives could have a posi
tive effect on relations w ith  the public. Som etim es the  b est of us 
suffer from  tunnel vision w hen we try  to  push a p a rticu la r piece of 
techno logy to achieve a given goal. A good an tido te m igh t be th e  
question ing  by  an individual w ith in the  com pany who is required  to  
view  th in gs in th e  round, from  a b roader perspective, from  the o u t
sider’s point of view.

In some com panies, th is  function could be included in th e  du ties 
of the d irector of quality  assurance.7 T he position w ould then  be th a t

6 Address by James S. Turner, author 7 Suggested in article by R ichard  D.
of “ Chemical F east,” K raftco  Confer- M cCorm ick, E ditorial D irector of Food 
ence, Oct. 29, 1975, Palm  Beach, Florida. Product Development (April 1976), p. 7.
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of a kind of corporate om budsm an. T he  assignm ent w ould include 
design and im plem entation  of control system s to  guide m anagem ent 
on questions of food safety, ingredients, regu la to ry  affairs, quality  
audits, consum er com plaints and corrective actions. In  the hands 
of an individual w ith  good com m unication skills and th e  ab ility  to 
re la te  to  consum ers—in addition  to  technical tra in ing—the position 
could be a focal po in t for achieving significant im provem ents in our 
public image.

F inally , w hile w e in the food in du stry  are w ork ing to  im prove 
ou r ow n im age, it w ould be helpful to have the  Food and D rug  A d
m in istration  (F D A ) do th e  sam e for itself. As a  businessm an, I am 
not in one hundred percent agreem ent w ith  every th ing  the F D A  does. 
Still, it m ust be acknow ledged th a t, since 1907, the F D A  and its 
predecessor o rgan izations have perform ed yeom an service for the 
nation. D esp ite  inadequate  staffing and lim ited resources, the F D A  
has functioned effectively as a public w atchdog.

N evertheless, th ere  are tw o im m ediate areas in w hich im proved 
com m unications, w ith  the  help of the  F D A , could con tribu te  sig
nificantly to  th e  im age we seek. F irs t of these is ingred ien t labeling. 
U nquestionab ly , a food product package should provide a descrip tion 
of its con ten ts b u t th e  curren t em phasis on technical language and 
scientific term ino logy defeats the  purpose. I t  is m y conviction th a t 
th e  average consum er is m ore frigh tened  th an  helped by  language 
he or she does no t understand.

L et me describe a sim ple food w ith  which you all are fam iliar. 
In  a partia l lis tin g  of its  principal com ponents, we w ould find the  
follow ing ingredients, listed in language which w ould be approved 
by th e  FD A . In  the  carbohydrate group are lactose and lactulose. 
In  th e  protein  category, we find casein, lactalbum in, lactoglobulin, 
beta-lactalbum in , createne, ribonucleic acid and valeine. In  the  fats 
group are cholesterol, lecithin and ten  separate  fa tty  acids. M inerals 
include calcium , m onom agnesium  phosphate plus a dozen m ore, end
ing in zinc and brom ine. V itam ins, of course, are represen ted , including 
A, Carotene, C, D, E , K. biotin, riboflavin, th iam ine and B-12. And 
this, rem em ber, is b u t a very sho rt partial listing of the ingredients.8

8 P artia l list o f ingred ients furnished 
by D r. J e rry  P ro c to r, R&D.
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Ingredient Listing
Do you th ink  th e  average consum er would purchase th is p rod uct 

on the  basis of th e  ingred ien t listing  I have ju s t read? Do you th ink  
the  average consum er w ould recognize the product as th e  ideal food, 
hum an b reas t m ilk? F o r th a t is w hat it is.

Good ju dg m en t is needed in estab lish ing  a level of in form ation 
on ingred ien t labels which tru ly  com m unicates w ithout confusing 
the reader. The industry needs cooperation from the FD A  to achieve that.

T he second area in w hich the  open sharin g  of in form ation plain ly 
s ta ted  w ould help involves the  m anner in which our regu la to ry  
agencies function .9 In recen t years, the  independent federal agencies 
have em erged as a m ajo r factor in our system  of governm ent. B ut 
m any of th e ir  decisions are m ade w ithou t benefit of th e  legal due 
process which is such an im portan t p a rt of our governm ent. In  th is 
area, the  concept of due process trad itio nally  m eant th a t a regu la to ry  
body could be m ade to appear under oath  and be effectively cross- 
exam ined as to  th e  facts on w hich the regula tion  was to  be based.

Today we have m oved aw ay from th a t concept. Instead , we 
receive regula tions handed down by individual officials, often based 
on data  w hich cannot be challenged in public hearings or in courts 
of law. A nd our courts regularly  bless too m any purely  adm inistra tive  
actions as based on true  expertise, which they  are not. In  the opinion 
of m any, these desk-top determ inations represen t a peril to  our 
freedom. By m oving them  back into th e  sunshine of open sessions, 
we can significantly  help to restore  public tru s t  in  the governm ental 
decisions w hich are so im p ortan t to confidence in ou r food supply.

T hese m odest suggestions are ju s t a sta rt. I am confident every 
individual in th is room  could con tribu te  w orkable and useful ideas 
on how to im prove the im age of our em battled  industry . Y our ideas 
are needed, for we are the ones who should be prov id ing  leadership 
in reso lv ing questions about add itives w hich troub le  the public. W e 
have th e  technical skills, the  experience and th e  day-to-day involve
m ent needed to  express the  probabilities which are m ore to be trusted 
th an  the prejudiced absolutes of critics who speak from  alarm  and 
n o t from  certain  know ledge. W e m ust no t hold back. W e have little  
to  lose and m uch to gain by speaking out du ring  th e  critical years 
of te s tin g  w hich still lie ahead. [The End]

9 From  B reakers Conference, au thor 
requested  ito rem ain anonym ous.
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Toxicology—The Exact Use 
of an Inexact Science

By JOHN C. KIRSCHMAN

Dr. Kirschman Is Manager of Regulatory Sciences of General 
Foods Corporation.

TH E  S U B JE C T  O F  T O X IC O L O G Y  is a m a tte r consum ing m ore 
of our tim e and resources th an  we ever im agined several years ago. 
All of us and the  public a t large are hearing  and read ing  m ore today 

th an  ever abou t selected activities in the  field of toxicology. As a  re
sult, there appears to  be increasing uneasiness, confusion and concern 
in the  consum er’s m ind about the  safe ty  of the food supply and env i
ronm ent. I t  is m ost im p ortan t th a t m ore know ledge and understanding 
be developed, not only for th e  public b u t for scien tists as well, reg ard 
ing safe ty  assessm ent. W hile toxicology m ight be considered the exact 
stu dy  of poisonous effects based on inexact biological sciences, safety 
evaluations too often have been the  inexact use of inexact sciences.

If  toxicology deals w ith  poisons, w hy are we in the  food indu stry  
concerned ? W e sell foods, no t poisons. The reasons are :

(A ) all foods are chem icals ;
(B ) our bodies them selves are m ade of chem icals and serve 

as chem ical processing factories— food being converted into tissue, 
energy  an d /o r  w a s te ; and

(C) since we supply foods to  the  public, we hold the  respon
sib ility  to  know  the  toxicolcgical profiles of our products in order 
to  assure th e  public of th e ir  safety.
T hus, foods them selves, as well as the o ther m illions of chem icals 

in our universe, can cause biological problem s if exposure to  them  
becom es excessive.

The key to  safety assessm ent, therefore, m ust be reason, reason 
developed by responsible, experienced and know ledgeable authorities 
w ork ing w ith  the  benefit of appropria te  and adequate data.
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W hat has brought on this recent and continuing increased ac tiv ity  
and concern for the  safety of our food and environm ent? Q uestions of 
safe ty  seem to g a th e r from either :

(A ) the development of novel an d /o r  im proved tests for evaluat
ing  biological effects of m ateria ls ;

(B ) the developm ent of new  analytical techniques w ith in
creased sensitiv ity  which find the presence of po ten tia l toxicants 
w here they  previously  w ere no t found ;

(C) unusual levels or different p a tte rn s of a substance 's  use 
unantic ipated  w hen first evaluated  for safety ; or

(D ) laborato ry  tria ls  w ith  inappropria te  tests  in the  hands 
of a novice scientist.

GRAS Survey
Since th e  passage of the  1958 Food A dditive A m endm ent, enough 

such changes have taken place so th a t it is p rud en t now  to re-evaluate 
the safe ty  of not only regulated  food additives, bu t also of those in
gred ien ts generally  recognized as safe (G R A S). T he food indu stry  
is ju s t beg inning to feel the im pact of the  first GRAS survey  by the  
National Academy of Sciences (N A S ) and its review by the Federation 
of American Societies for E xperim ental B iology (F A S E B ) scien tists 
w ith the  resu ltan t requests for m ore safety data. T here has been 
trem endous activ ity  recently  w ith  colors. Indications are th a t flavors 
will soon be receiving a sim ilar w ave of atten tion . T he sam e types of 
needs are developing with respect to cosmetics, drugs, consumer products 
and heavy industria l chemicals.

I will review  briefly the  tox ic ity  te s t procedures which fall into 
six broad categories.

(1) Acute Tests.— T hese assess the  im m ediate adverse effects of 
short-te rm  exposures to toxic m aterial. T hese generally  involve the 
use of both sexes of th ree  species in m ature and weanling animals.

(2) Subchronic Studies .— These studies define the  im pact of re
peated d ie tary  dosing, generally  involving exposure of 20 m ales and 
20 females per group in each of tw o species at th ree dose levels, plus 
controls, for about ten  percen t of th e ir life-span. T hese studies help 
to characterize the toxic manifestations and also to establish the m axi
mum tolerated dose (M T D ) level to be used in chronic tests. M easure
m ents are m ade in food intake, grow th , m orta lity , blood chem istry , 
urine analysis, hem otology, organ  w eights, gross behavioral effects
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and histopathology as well as special studies dependent on the material 
being tested.

(3) Metabolism Studies.— Such studies should be done early  in the 
course of toxicological evaluation , m ost p roperly  after the subchronic 
w ork has been done. T hese  experim ents, often w ith  the  use of radio
isotopes, determine the distribution kinetics and biochem ical fate of the 
substance. Such data  are m ost im p ortan t for the purpose of com par
ing  the m ode of action and the m etabolism  of the  com pound betw een 
th e  te s t species and man. T he species then  selected for th e  chronic 
s tu d y  should m etabolize th e  te s t substance in a m anner as similar, 
quan tita tive ly  and qualitatively , to  m an as possible.

Inappropriate Test Species
I am sure th a t m any of us a t th is m eeting  have been concerned 

about som e positive findings from  studies resu lting  from  th e  use of 
inappropriate  te s t species. W e m ust alw ays rem em ber, how ever, th a t  
our purpose is to  p ro tect th e  consum er and th a t selection of a species 
w hich w ould give negative findings of tox icity  w hen the  m aterial is 
indeed toxic to  m an should be of g rea te r cause for concern. F o r ex
am ple, in th e  M iddle E ast in biblical tim es, people becam e ill after 
ea ting  lean green quail w hich had fed on hem lock seeds. T he  quail 
them selves w ere unaffected by th is po ten t hum an poison. S hort of 
hav ing experience w ith the  chem ical in m an, com parative metabolism 
stud ies as m entioned above offer a m ajo r opportun ity  to determ ine 
th e  m ost app ropria te  anim al species for use in toxicological te s tin g  of 
po ten tia l toxicants.

(4) Reproduction Studies .— In recent years, since the thalidimide 
tragedy in th e  early  1960’s, increasing  a tten tion  has been b ro u g h t to 
reproduction  toxicology. Such tests  now are rou tinely  required for 
evaluation of food additives and drugs. O bservations are m ade on fer
tility  and general reproductive perform ance, perinata l and postnatal 
toxicology and terato logy . P resen t protocols require te s tin g  over three 
generations w ith  the  tera to log ical w orkup on one of the  litte rs  a fte r  
in utero exposure to  th e  te s t m aterial.

(5) Mutagenicity Studies .— The most unsettled area of this soft science 
of toxicology, how ever, is te s tin g  for m utagenic effects. S tudies in
clude tests  for chromosomal breaks, dominant lethal mutations in male 
germ  cells, and  host m ediated assay. M uch has been accom plished in 
these predictive tests  over th e  last th ree  to  five years. T hey  are, how 
ever, no t yet reliable enough to  give assurance th a t  we do no t have
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false negative or false positive resu lts and, in tu rn , are inadequate for 
use as the basis for regulation. W hile it appears as though  all carcino
gens are m utagenic, the converse has not yet been estab lished and 
there  is reason to  doubt th a t all m utagens are, in fact, carcinogens.

As g rea t as the  need is for a quick and inexpensive te s t to replace 
the  tim e-consum ing and costly chronic anim al tests , we dare no t allow  
such procedures to  be used as definitive indicators un til th e ir  reliab il
ity  and relevance to  hum an health  is adequately  established. U ntil 
th is  s ta te  is achieved, such te s ts— exem plified by  the  w idely tou ted  
A m es in vitro bacterial plate methodology— are recognized as valuab le 
only for screening the yet untested compounds in order to priorize those 
need ing chronic te s tin g  in anim als.

(6) Chronic Toxicity Studies.-—These studies aim to define the m axi
mum dose producing no injury, particularly cancer, when adm inistered to 
animals over m ajor portions of their life-span. The procedure is similar 
to  subacute studies b u t larger num bers of anim als, usually  rodents, 
are used w ith 50 to 100 anim als per sex per group. T he doses are 
selected w ith gu idance from  the subchronic data  w ith the low est t r e a t
m en t level re la ting  to the proposed hum an in take, preferab ly  100 tim es 
higher. A 100 safe ty  factor is generally  applied to the  h ighest dose 
level fed the m ost sensitive te s t species over the  life-span w ith ou t in
ducing an adverse effect. T his is then taken as the  acceptable daily 
in take (ADT) for m an. O ne factor of ten  is applied to transpose the 
observation from  th e  test species to man. T he second factor of ten  
is to  allow  for varia tion  of sensitiv ity  from one individual to  another. 
Sm aller safe ty  factors have been used, and can be used properly, when 
m uch m ore is know n about the m aterial, such as know ledge of the 
m etabolism  of th e  substance in m an as well as som e experience re tro 
spectively w ith hum an exposure to th is type of m aterial, for exam ple, 
norm al cellular com ponents.

Threshold Level
T oxicolog ists are in agreem ent th a t tox ic ity  is a dose-related 

phenom enon and th a t th resho ld  lim its exist below  which th e  toxic 
m anifestations do no t appear. T he D elaney clause to the 1958 Food 
A dditive A m endm ent does not recognize the existence of a threshold 
level relative to carcinogens and, accordingly, disallow s the use of any 
additive w hich has been show n to  produce cancer in any anim al species 
no matter what the level of administration. As laudable as th is  ob jec
tive is— nam ely, to keep carcinogens ou t of the food supply— the
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science has advanced in the  last 18 years to the po in t th a t  m akes th is 
provision inappropria te  as a regu la to ry  tool. T he prow ess of the 
analytical chem ist has increased in th is tim e so th a t the  detection 
lim its of m ost chem icals have been increased m any orders of m agni
tude, m aking adm in istra tive  zero much smaller than it was in 1958. 
W hile in the 1950’s m icrogram  quantities w ere barely  detectable, 
some compounds today are quantifiable in the femtogram range, 1/1000 
of a picogram  or 1 tim es 10—la gram s. D u ring  th e  sam e period, we 
also have learned th a t not all carcinogens are of the  po tency of th ings 
like benzopyrene, benzidine and b-naphthalem ine, which are readily  
determ ined to be carcinogens by testing  m ethods used in the  1950’s, 
20 to  25 anim als per group observed for 24 m onths. O ther m aterials 
have since been found to have m uch low er carcinogenic po ten tial, or 
to  act only as cocarcinogens, enhancing the potency of the  tru e  car
cinogens. E xpanded te s tin g  procedures are necessary to  detect the 
carcinogenic po ten tia l of such com pounds. T he low er the  po tency of 
th e  m aterial, th e  la rger population of test anim als required  to  detect 
the  effect, th e  g rea te r th e  dose needed and the longer the tim e before 
cancer appears.

Safety Tolerances
E xtension  of the D elaney-type restric tion  to te ra to gen ic ity  and 

m utagen icity  w ould also be com pletely unrealistic  in ligh t of the 
scientific evidence th a t safety to lerances can be applied properly  to 
such experim ental observations. F o r exam ple, vitam in A is te ra to 
genic in the  gu inea p ig  a t less than  20 tim es m an’s daily  requirem ents 
for th a t vitam in.

T he length  of tim e th a t such chronic anim al studies tak e  slows 
down th e  ra te  a t w hich im provem ents in m ethodology are developed. 
O f course, all changes th a t  are tried  do no t tu rn  ou t to be im prove
m ents. T herefore, it takes years to accept im provem ents in te s t 
p ro toco ls as valid, and harder still, to drop poor or m eaningless p rac
tices. F o r exam ple, th e  Food and D ru g  A dm inistra tion  (F D A ) w ent 
to  the  seven-year dog studies for som e tim e to  determ ine w hether 
th is  w ould generate  im proved in form ation over tw o-year dog and  
r a t  studies. I t  found th is  not to be the case and so now  is requ iring  
on ly  tw o-year studies in dogs. O n the  o ther hand, in recent years 
th ro ug h  im proved anim al supply and care, experim ental ra ts  have 
been liv ing an average of 30 m onths com pared to  24 m onths du ring  
the  1950’s and 1960’s. I t  is reasonable, therefore, if the m aterial is to  
be tes ted  th ro u g h o u t th e  average life-span of test anim als, th a t 30
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m onths should be used now, ra th e r than  an a rb itra ry  24-m onth cu t
off. T his, of course, raises the  question as to the  necessity  for re
te s tin g  of m aterials for 30 m onths if 24-m onth studies w ere used 
originally . I personally  feel th a t, w hile there  is no need to  re test 
a rb itra rily  for 30 m onths every th ing  already tested  for 24 m onths, 
to d ay ’s ra t studies should go longer th an  a tw o-year period. Mouse 
studies now are ex tend ing  beyond the orig inal 80-week length.

A t the  crux of to day ’s confusion in m aking safe ty  and regu la to ry  
ju dgm en ts relative to  carcinogenicity  lies th e  fact th a t we have not 
had available a nationally  agreed upon w ork ing  definition of a car
cinogen. O nly recently  w as th is m a tte r  addressed by a subcommittee 
within the National Cancer Institute. W e need to establish a scientifically 
sound and acceptable set of criteria  for tox icity  te s tin g  and sa fe ty  
evaluation.

N ot all to x ic ity  tests  are app ropria te  for use in safe ty  evaluation 
of a m aterial. M any tox icity  tests  in the  past have been run solely 
for th e  purpose of determ in ing  w hat th e  qualitative characteristics 
w ere of the  toxic m anifestations elicited by the particu lar m aterial, 
ra th e r than  to  determ ine the  low est dosage or th reshold  level at 
which the adverse effects could be noted. W hen p lann ing  a to x ic ity  
te s tin g  program  or using the  data  from  tox ic ity  tests  for the  purpose 
of m aking a safety evaluation , consideration m ust be given to  the 
follow ing six factors.

(1) Num bers of Anim als.—Adequate populations of te s t anim als 
m ust be used in order to give resu lts  th a t are s ta tis tica lly  adequate 
for a t least 95 percen t confidence in the  resu lts. T w en ty  years ago, 
an acceptable protocol for chronic feeding studies w as deem ed to  in 
clude 25 anim als per sex per group. M ore recently , th is num ber has 
been increased to 50 anim als per sex per group. A t the  presen t tim e, 
some investigato rs are s ta r tin g  w ith 100 anim als per sex per group 
in o rder to yield 50 anim als per group at the  end of the  s tu dy  of 30 
m onths in ra ts. M any scien tists today  are also including a m inim um  
of two separate and distinct untreated control groups with each study.

(2) Administration .— Food additives should be tested by th e  oral 
rou te  of adm inistra tion  since o ther routes, while no t com pletely ir 
relevant, are inappropria te  for th e  evaluation  of food additives.

(3) Dosage.— Enough dose levels, usually  th ree, should be used 
in order to establish a  dose response relationship for helping in determ in
ing the threshold or no observable effect level of the test material.
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(4) T e s t  S p e c ie s .— The choice of the species of animal for testing 
will vary depending upon the m aterial being investigated. Selection 
of species should be done with the aid of knowledge regarding the metab
olism of the m aterial. T he species chosen should include th a t which 
m ost closely re la tes to  m an in its m etabolism . G enerally, even w ith 
such d irect know ledge of m etabolism , a  m inim um  of one roden t and 
one non-rodent species is used.

(5) P u r i t y  o f  th e  M a te r ia l .— Purity  of the  m aterial tested  m ust 
be estab lished  and  know n before the  relevance of th e  te s t  resu lts  to 
item s of com m erce can be relied upon. L et me also em phasize the 
added im portance of ho ld ing a sam ple of th a t te s t m aterial for pos
sible la te r chem ical analysis.

(6) Q u a l i t y  o f  th e  S t u d y .— T he experim ental design is of no m ore 
value th an  the  quality  of the w ork perform ed, w hich is dependent 
upon th e  experience and diligence no t only of the senior investiga
to r  b u t of every person on th e  team  involved in perform ance of th e  
study. I t  is a  characteristic  of th e  m undane and tedious tasks in
volved in long-term  tox icity  tests  th a t often  th e  low est paid m an on 
th e  staff, th a t is, th e  anim al caretaker, has a m ost critical job.

Red No. 2
T he recen t episode w ith  FD & C  R ed No. 2 exemplified the  poor 

s ta te  of affairs on th e  p resen t reg u la to ry /sa fe ty  scene in the  United 
States. This color, one of the most heavily tested (36 studies reported) 
food additives, w as finally delisted on the  flim siest of reasons. Red 
No. 2 w as exonerated  from  th e  charge th a t it w as em bryo- and  feto- 
toxic only a fte r five years of some te s tin g  and con tinu ing  a d  h o c  
Advisory Committee reviews. This issue revolved around the adequacy 
of numbers of untreated control animals needed to  establish the normal 
background incidence of resorptions.

Now, a fte r thorough  evaluation w ith tw o mouse, tw o ra t and one 
seven-year dog study , each deem ed appropriate , acceptable and re li
able, th e  color w as “done in ” by a te s t know n to have been “goofed 
up ,” the  resu lts  of w hich th e  investigato rs them selves do not wish 
to re ly  upon. In  any case, these researchers saw  no indication in the 
s tu d y  to  sug gest th a t the  color is carcinogenic. H ow ever, th e  s ta tis 
tic ians go t th e ir  oar in and suggested  th a t, if looked a t in one p a r
ticu lar way, th e  resu lts  indicate th a t th ree  percen t Red No. 2 induced 
cancer in ra ts. One, in fact, s ta ted  th a t the  purpose is to  see w hat 
in form ation can be go tten  o u t of th e  resu lts  and not w hether the 
stu dy  is valid or invalid. If the  research to x ico log ist/b io log ist is now
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rem oved from  the assessm ent of te s t resu lts  and th e ir  valid ity  and  
in terp re ta tion s m ade solely and finally by sta tistic ians, we are in for 
real trou b le  on m ore th an  ju s t R ed No. 2.

S till ano th er fundam ental issue was involved in the  R ed No. 2 
case: th a t is, w h a t is the  definition of a carcinogen? O ne scientific 
camp holds th a t all tum ors, benign as well as m alignant, m ust be 
considered as cancerous or po ten tia lly  cancerous. O n th is basis, the  
E nv ironm ental P ro tec tion  A gency proposed ban n ing  the  pesticides 
chlordane and heptachlor. U sing  these criteria , FD & C  R ed No. 2 
w ould no t have been found to be a carcinogen since the to ta l num 
bers of tum ors in th e  anim als receiving th ree  percent Red No. 2 were 
the sam e as in the u n trea ted  controls. H ow ever, o ther sc ien tists hold 
that certain benign tum ors never becom e m alignan t and so should be 
rem oved from th e  ta lly  of m alignancies, as w as done w ith  the  recen t 
F D A  study  on Red No. 2.

Definition of a Carcinogen
T he absence of an accepted w ork ing definition of a carcinogen, 

adequacy of te s tin g  and in terp re ta tion  of resu lts  is of such a dim en
sion, both d irectly  and ind irectly  to the benefit and risk of the  con
sum er, th a t it can be classified as a national crisis situation . A ccord
ingly, we in the  food in du stry  m ust ge t involved to a g rea te r ex ten t 
in the deliberations involved in these scientific m atte rs  by partic ipa t
ing  th ro ug h  our ow n scien tists and no longer rely ing on som eone 
else to assum e these responsibilities.

P aracelsus once sta ted  th a t only the  dose m akes the  poison. Now 
th a t we have touched on tox icity  testing , we come to the aspect of 
exposure which is every  b it as im portan t as th e  in trinsic  tox ic ity  of 
a m ateria l w hen assessing its safe ty  of use. Once the  tox icity  of a 
m aterial has been estab lished and th e  A D I established, m eans m ust 
be estab lished  to assure th a t exposures do not exceed th is acceptable 
intake. W ith  new  m aterials no t ye t in the  m arketplace, the  regula
to ry  officials will control the use by estab lish ing  concentration  lim its 
and product type restric tions on the particu la r additive. W ith  o ther 
m ateria ls  already  in com m erce, retrospective inform ation is required. 
In fo rm ation  of th is sort was published by the W orld  H ea lth  O rgan i
zation in 1970. Seventeen of the  food additives included in th a t su r
vey w ere found to have th e ir po ten tial daily in take (P D I)  exceeding 
the  A D Is. In the  recent GRAS survey perform ed by the NAS. there  
w ere 5 additives ou t of 53, for which A D Is have been estab lished , 
whose P D Is  exceeded their A D Is.
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R ecognizing th e  inadequacy of these consum ption data, th e  N A S 
has adopted a new  m ethod for calculation of consum ption of food 
additives to  be used in its GRAS I I I  survey  for regu la ted  d irect and 
indirect additives. T he Codex A lim entarius Food A dditive Com m it
tee is also in th e  process of g en era tin g  new  data on six additives 
w hose P D Is  in 1970 w ere found to  exceed th e ir  A D Is. T hey  are 
sulfites, phosphates, B H A , B H T , gallates and ta rtra te s . T he im por
tance of these surveys is app aren t w hen one realizes th a t regu la to ry  
officials are already considering restrictions on those items for which 
consum ption significantly  exceeds the A D I. So when your com 
pany  is asked for use data, it iis to your benefit to  give as accurate 
in form ation as possible. W henever data  are lacking, the experts make 
the  m ost conservative assum ptions, which can be d isastrous in m a t
te rs  p erta in in g  to  safe ty  assessm ents. F o r exam ple, several years ago 
there was g rea t concern about th e  consum ption of phosphorus being 
too high relative to  th e  in take of calcium  in the  U nited  S tates. T he 
original data  indicated th a t th ree  to  four tim es the am ou n t of phos
phorus was being consum ed com pared to calcium consum ption, and 
th a t th is ratio  w as in th e  toxic range. T his go t in d u stry ’s a tten tio n  
and as a re su lt m ore recen t review  of b e tte r  data suggests th a t the  
ratio  is ac tually  closer to 1.5-to-l, th e  nu tritionally  appropria te  level, 
th an  th e  toxic ratio  of 3- or 4-to-l.

Rules o~ the Road
O nce th e  scientific criteria , the rules of the  road, are established 

and we know  w h at needs to  be done and how it is to  be done, there 
are o ther issues which need to  be addressed. T hese include the  fol
low ing five considerations.

(1) T he item s requiring  te s tin g  are so num erous and th e  tes tin g  
costs so high th a t the  supplier industries are not ready or able to 
underw rite  such costs them selves. In  m any cases, the  user com
panies will som ehow  have to jo in w ith  the suppliers to accom plish 
th e  necessary testing . Such technical consortium  efforts m ust be 
recognized as necessary by  th e  involved industries and the  govern
m ent and then  be given sanction under the  law.

(2) T he num bers of individuals w ith in  the  food industries w ith  
the  tra in ing , experience and expertise to  perform  and evaluate toxicity 
studies are com pletely inadequate to perform  the  tasks a lready at 
hand. Also, p resen t tra in in g  program s are no t gen era tin g  th e  new
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cadre of biological scien tists necessary  to  properly  staff the  tox icity  
te s tin g  centers.

(3) T he  flow of toxicological in form ation and da ta  on a national 
and in terna tional basis needs to  be im proved. I t  would be of g rea t 
value to  have w ith in  the  private  secto r a clearing  house to p reven t 
excessive duplication of efforts, as w ell as to  m inim ize the chance 
for inadequate  and inapp ropria te  w ork to  be undertaken.

(4) M ore toxicological te s tin g  facilities will be needed to  handle 
th e  increased am ount of te s tin g  th a t  will be required. T he availabil
ity  of w ell-staffed quality  te s tin g  facilities, both in the United States 
and w orldw ide, is critically  inadequate.

(5) A ctive research p rogram s m u st be prom oted  to advance the 
s ta te  of th e  a r t of tox icity  te s tin g  and, in the  process, estab lish rele
v an t and efficient m ethodologies to  be used in safe ty  evaluation p ro 
gram s upon w hich regu la to ry  action is to be based.

Joint Venture
T he  U n ited  S ta tes chem ical industries have m ade a s ta r t tow ard  

th is  end by form ing the  Chemical In d u s try  In s titu te  of Toxicology 
(C IIT ) . I call on you to  give consideration  to  the form ation of a 
sim ilar jo in t ven tu re  w ith in  the consum er product industries to  in
clude foods, drugs, cosm etics, and th e ir ingred ien t suppliers.

W h atev er system  is estab lished in the  U nited  S ta tes for such 
te s tin g  and safe ty  evaluation , it m ust have th e  s ta tu re  necessary  to 
com m and th e  respect of the  public and the  in ternational scientific 
com m unity. T he  food industries will no t be able to  look after th em 
selves unless th ey  help to  develop th e ir  ow n cadre of scientists w ith  
the know ledge and experience to be recognized as experts by their 
scientific peers in th e  com m unity  a t  large.

N atu re  abhors a vacuum , and vacuum s tend to be filled in a 
rapid and uncontro lled  m anner. If we allow vacuum s to continue 
in th e  area of safe ty  assessm ent, science and regulation , we can only 
expect that someone else will fill them. I t  is tim e th a t we partic ipate  
in the  estab lishm ent of the g round  rules th a t will be con tro lling  no t 
on ly  our technical destinies bu t to ta l businesses, m ore so in the 
fu tu re  th an  they  ever have in the past. [The End]
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Legal Developments Relating 
to Controlled Drugs

By THOMAS O . HENTELEFF

Mr. Henfeleff Is a Partner in the Law Firm of Kleinfeld, Kaplan 
and Becker.

TH E  IM P A C T  of the  C ontrolled S ubstances A ct of 1970 upon the 
pharm aceutical in du stry  is a lready substan tia l and it is likely 
to  increase as new  substances are added to  the list of controlled sub

stances and as controlled substances are transferred  from  a less re
strictive schedule to  a m ore restric tive  schedule. I t  is estim ated th a t 
approxim ately  th ree  ou t of ten  prescrip tion  drugs dispensed in the  
U nited  S tates are subject to controlled status.

Thus, it is im perative for all segm ents of the pharm aceutical in
dustry to have a thorough understanding of the requirements, con trols 
a n d  protections provided by the C ontrolled Substances A ct and the  
im plem enting regulations, and of the agency charged w ith  the  re 
sponsib ility  of enforcing the Act. As reflected by its nam e, the  D rug  
E n f o r c e m e n t  A dm inistra tion  (D E A ) is essentially  a police-oriented 
agency whose p rim ary  objective is to identify  and prosecu te persons 
who violate th e  Act. T he role of D E A  as a policem an influences th e  
a ttitu d e  of its officials and creates a regu la to ry  env ironm ent which 
m ay differ significantly from that which the pharm aceutical in du stry  
is accustom ed to  as a consequence of its dealings w ith th e  Food and 
D ru g  A dm in istra tion  (F D A ). T he D E A  inspector, who, in the Jam es 
B ond trad itio n , prefers to  be identified as “A gent so and so,” rather 
than  as an inspector, is charged w ith the  responsibility  of m onito ring  
the  activities of leg itim ate m anufactu rers and d istribu to rs of con
tro lled  drugs, as well as the sm uggler, th e  pusher and the  illegal 
m anufactu rer of controlled substances. As a result, th e  D E A  agen t 
m ay tend to  equate th e  m otives and actions of the  la tte r  w ith  the 
former. Moreover, some agents who have a first-hand know ledge of 
the p lethora of horrors of d rug  abuse and of th e  unscrupu lous tactics
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of the  persons who seek to  profit from  th e  m iseries of the  d rug  addict 
ten d  to develop a ph ilosophy th a t the end  justifies the  m eans. In  view 
of these tendencies, it is especially im p ortan t th a t the  m em bers of the 
pharm aceu tical in d u stry  a ttem p t to  dispel any erroneous beliefs as to 
th e ir leg itim ate  in ten tions by  cooperating  fully w ith  th e  D E A  in its 
a ttem p t to  control d rug  abuse. Y et, a t th e  sam e tim e, th ey  m ust be 
fully aw are of th e ir  r igh ts  under the  A ct and the  C onstitution.

Primary Role
T he p rim ary  role of the D E A  as an. enforcer, ra th er than  a regu

lator, is reflected in the fact that the overwhelming m ajo rity  of cases 
litiga ted  in the courts involving the C ontrolled Substances A ct arise 
in th e  contex t of a crim inal prosecution of an individual charged w ith 
th e  illegal d istribu tion  or d ispensing of controlled drugs. A recen t 
exception was a case1 decided last Jan u a ry  by  th e  U nited  States Court 
of A ppeals for the F irs t C ircuit involving the  allocation of th e  1975 
individual m anu fac tu ring  and procurem ent quotas for phenm etrazine. 
In th a t  case, the  C ourt upheld a m ethod of com puting th e  quotas in 
which th e  N ational P rescrip tion  A udit (N P A ) projections as to the 
am ount of phenm etrazine dispensed by retail pharm acies in the con
tinen ta l U n ited  S ta tes in 1974, ra th e r than  the  m anu fac tu rers’ actual 
sales to th e ir  D E A -reg istered  custom ers, were used as the basis for 
assessing th e  q u an tity  needed to  sa tisfy  the  leg itim ate medical and 
inven tory  needs for th e  d rug  in th e  U nited  S tates. T he Court in 
reach ing  th is decision was apparen tly  no t bo thered b y : (1) th e  fact 
th a t the  N P A  projections do no t represen t actual retail sales bu t 
ra th e r con stitu te  a sta tistica l estim ate based upon a sam pling of the  
prescrip tion  filled by  800 of the approxim ately  56.000 pharm acies lo
cated in the con tinental U n ited  S ta te s ; (2) the  fact th a t the  N P A  
projections are no t in tended to  pro ject the  am ount of d rug  dispensed 
in re ta il pharm acies in H aw aii, A laska, P uerto  Rico and  the  V irg in  
Islands, while th e  D E A  is required to establish a quota  w hich is ade
quate to provide for the leg itim ate medical and inventory needs for all 
places subject to the jurisdiction of the United States, including Hawaii, 
A laksa, P uerto  Rico and th e  V irg in  Island s; (3) the  fact th a t N P A  
projections norm ally  do not include leg itim ate d ispensing by hospital 
pharm acies, doctors, private clinics or governm ent in s ta lla tio n s ; or
(4) the  fact th a t the  A dm inistra tive L aw  Judge and th e  A cting  A d
m in istra to r of the  D E A  found th a t certain  data  p ro jec tin g  the  amount

1 W estern Fher Laboratories et al. v. R eporter If 38,051, 529 F. 2d 325 ("CA-1
Levi, CCH F ood D rug Cosmetic L aw 1976).
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of phenmetrazine purchased  by  d rug  sto res in 1974, w hich w ere relied 
upon by  the  D E A  a t th e  adm in istra tive  hearing  and w hich w ere ob
tained  from the  sam e com pany w hich is responsible for th e  N P A  
projections, “w ere unreliab le.” T he C o urt’s acceptance of th e  D E A  
form ula in w hich the  N P A  data, ra th e r th a n  the  m anu fac tu rers’ ac
tu a l sales, w ere used to  determ ine m edical and inven tory  needs, was 
predicated  upon the  C o urt’s conclusion th a t “substan tia l am ounts (of 
th e  d rug ) are being  illicitly diverted som ew here along the  pipeline.” 
I t  is significant to  note th a t th is  conclusion of th e  C ourt w as no t 
based on th e  evidence of reported  th e fts  or losses of phenm etrazine 
along the  pipeline, which th e  C ourt in its opinion recognized as being 
“very  sm all,” b u t upon th e  testim ony of a D E A  official th a t the  d rug  
is a popu lar and  abused d ru g  and th a t illicit sales of it are very  
profitable. I t  is also significant th a t several of the  D E A  officials who 
w ere involved in the  case have indicated  th a t, in th e ir  opinions, the 
decision of th e  C ourt tended to  overem phasize th e  evidence as to  the  
am ount of phenm etrazine  w hich w as being abused.

Phenmetrazine Quotas
M oreover, w h at the C ourt apparen tly  did no t appreciate w as th a t 

even if one could assum e th a t th e  testim ony  as to th e  popu larity  and 
profitability  of phenm etrazine could be tran sla ted  into evidence of a 
substan tia l am ount of abuse, th e  testim ony  did no t necessarily  sup
port the Court’s conclusion that substantial amounts were being illicitly 
d iverted  a long th e  pipeline nor did it ju s tify  the  quota established. 
T his is because the  diversion of controlled drugs often takes place a t 
th e  end of th e  pipeline, ra th e r 'than along th e  pipeline, th ro ug h  the  
use of sto len scrip ts or scrip ts w ritten  by unscrupulous doctors. T he 
form ula used by  th e  D E A  in estab lish ing  th e  phenm etrazine  qu o tas; 
and approved by  th e  Court, does no t take into account th is source of 
diversion. In  fact, th e  g rea te r th is  type of diversion, the  larger th e  
quota  under the  D E A ’s form ula, since diversion th ro ug h  stolen scripts 
or unprofessional d ispensing norm ally  w ould be reflected as leg iti
m ate d ispensing by  the N P A  data  and, thereby, be included in the 
D E A ’s estim ate as to  leg itim ate  m edical needs.

In  m y opinion, the use of the  N P A  projections as the  m easuring 
rod for determining w h at constitu tes the leg itim ate m edical o r in 
ventory needs for a controlled drug is, for the reasons previously dis
cussed, sub ject to  substan tia l and real lim itations. I t  m akes m ore 
sense from  both  a factual and a legal view point to  use th e  m anufac
tu re r ’s actual sales to its DEA-registered customers as the  basis for
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determ in ing  th e  leg itim ate m edical and inventory  needs. If the con
tro lled  d rug  is being diverted illegally by any person in the chain of 
d istribu tion , the D E A  should use its enforcem ent tools, including 
the revocation of the  person ’s license to handle controlled drugs and 
the  im position of civil and crim inal penalties, to  eradicate or p revent 
the diversion. I t  is im p ortan t to  note th a t the  quota  system , at m ost, 
acts only ind irectly  to  p reven t diversion and carries w ith it the risk 
th a t persons who need o r desire the  substances for leg itim ate m edical 
and scientific purposes will be deprived of the  substances. E xcept in 
th ose  s itua tions w here the quota  is set a t zero by reducing the  quan
ti ty  of the controlled substance available, a possibility  exists th a t those 
who desire the  substance for illicit use will continue to  ob tain  it while 
those who desire it for leg itim ate scientific or m edical needs will be 
deprived of the  availab ility  of the  substance.

W hile the C ourt of A ppeals of the F irs t C ircuit in its decision 
recognized th a t “there  m ight be situations in w hich, because of the 
in terest of serv ing  the na tio n ’s leg itim ate m edical needs, reducing 
procurem ent quotas to  m ake 'the pipeline m ore lean could be too 
crude an in s tru m en t,” it concluded th a t in o rder for “such a situation  
to  arise th ere  w ould have to be, at the very  least, a clear and definite 
show ing th a t leg itim ate m edical needs w ere not being  satisfied.” I t is 
subm itted  th a t the decision of th is C ourt was based not so much upon 
the failure of th e  pe titioners to  show th a t th e  leg itim ate medical 
needs were no t being satisfied or upon the  actual evidence of abuse, 
b u t upon th e  C o urt’s hesitancy  in ov ertu rn in g  the  D E A  in a case in
volving a d rug  which is sub ject to  abuse. T he lesson to be draw n 
from th is case, in m y opinion, is th e  difficulty of prevailing in litiga
tion w ith the  D E A  no m atte r how stro n g  th e  facts or law  on your 
side appear to  be and, concom itantly , the  im portance of a ttem p ting , 
w herever possible, to  resolve controversies w ith  the  D E A  a t the  ad
m in istra tive  level.

New Drug Provisions
In  addition  to  th is F irs t C ircuit case, there  have been a couple 

of o ther recent developm ents in the courts involving controlled drugs 
which deserve m ention. P robab ly  the  one which is of the g rea test 
in terest to the pharm aceu tical in du stry  is a U nited  S tates C ourt of 
A ppeals for the  D istric t of Colum bia C ircu it’s decision2 upho ld ing  a

2 American Pharmaceutical Association L aw R eporter 38,048, — F. 2d — ( CA 
v. Mathcivs, CCH F ood D rug Cosmetic DofC 1976).
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D istric t C ourt decision3 th a t the  F D A  does not have the  au th o rity  
under the new  d rug  provisions of th e  F ederal Food, D ru g  and Cos
m etic A ct to  restric t the channels of d istribu tion  of an approved new 
d rug  sub ject to  control under th e  C ontrolled S ubstances Act. The 
issue in th is  case w as an F D A  regulation  which pu rported  to  restric t 
the d istribu tion  of m ethadone to  d irect sh ipm ents from  the  m anufac
tu re r  to  approved m ain tenance trea tm en t program s, approved hospi
ta l pharm acies and selected community pharmacies. In this case, the 
F D A  attem p ted  to  argue th a t it had au th o rity  under the safe ty  re
qu irem ents of the new  d rug  provisions of th e  Federal Food, D ru g  
and Cosm etic A ct to  condition 'the approval of a new  d rug  no t only 
upon a show ing th a t the  d rug  is “safe” for its in tended uses, bu t th a t 
it will be d istribu ted  in such a m anner so as to  reduce significantly  
the hazards associated w ith its in ten tional m isuse. T he D istric t Court 
concluded, how ever, th a t in the  contex t of the F ederal Food, D ru g  
and Cosm etic A ct the  term  “safe” w as in tended to include only the  
inheren t safe ty  of th e  d rug  w hen used in the  m anner intended. T he 
D istric t C ourt felt th a t Congress in tended for th e  F D A  to  have the  
prim ary responsibility for controlling the manufacture and preapproval 
d istribu tion  of drugs, including controlled drugs, and for the  D E A  
to  have the  p rim ary  responsib ility  for the  d istribu tion  of approved 
controlled drugs. A ccording to the  Court,
“Once a drug is cleared for m arketing by way of NDA-approval, for w hatever 
uses the Com m issioner deem s appropriate, the question of perm issible d istribu
tion of the drug, when that drug is a controlled substance, is one clearly within the 
jurisd iction  of the Justice D epartm en t [D E A ], T he D istric t C ourt in render
ing th is opinion stated th a t the “unique problem s of m edical judgm ent, law en
forcem ent and public policy [associated with m ethadone] . . . cannot ju stify  a 
federal agency of specifically delim ited jurisd iction  from  im plem enting equally 
unique contro l solutions not au thorized by C ongress.”
This admonition of the District Court undoubtedly will be cited frequently 
by  a tto rney s rep resen ting  the  pharm aceutical in du stry  in cases w ith  
the FD A  or the D EA  in their attempts to get the courts to focus on 
the legal and factual issues involved, ra th e r th an  m erely accep ting  the 
ju dg m en t of the  agency in the nam e of public health  or public policy. 
Y et, I suspect th a t even the  D istric t C ourt which decided the metha
done case m ight have been inclined to  in terp re t th e  F ederal Food, 
D ru g  and Cosm etic A ct d ifferen tly  if th ere  had been a gap  w ith  re
spect to federal regulatory contro l over th e  d istribu tion  of methadone. 
T he C ourt in its opinion observed th a t not only did the  D E A  have the

3 American Pharmaceutical Associa
tion v. Weinberger, 377 F. Supp. 824 
(DC DofC 1974).
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au th o rity  to  control the d istribu tion  of m ethadone under th e  ex isting  
s ta tu te , b u t th a t Congress had recently  passed a new  act4 w hich sig 
nificantly increased th a t  au tho rity . T hus, in m y opinion, it is still 
possible th a t ano ther court, or even the  D istric t C ourt involved in the 
m ethadone case w ould be w illing to  uphold an  a ttem p t by the  F D A  
to lim it the d istribu tion  of an approved new drug, w here the  bases 
for th a t a ttem p t centers around a m isuse o th e r than  abusive m isuse 
and w here ano ther federal agency does not have sufficient au th o rity  
to  control the misuse.

Prosecution of Doctor
A nother in terestin g  case involving controlled drugs is the recen t 

Suprem e C ourt decision5 in a case involving the  prosecution of a 
doctor for d ispensing controlled drugs outside the usual course of his 
professional practice. T he im portance of th is  case insofar as the  
pharm aceutical in du stry  is concerned is th a t  it overturned  a p rio r 
C ourt of A ppeals’ decision which held th a t Congress in tended to re
serve th e  “severe” penalties im posed by Section 841 of the Controlled 
Substances Act to  persons who sought to avoid reg istra tion  en tirely  
by not reg isterin g  and th a t persons who w ere reg istered  could on ly  
be sub ject to the  “m odest” penalties provided for in Sections 842 and 
843 of the Act. The Suprem e Court, how ever, held th a t only the  law 
ful acts of reg is tran ts  are exem pt from  the “severe” penalties imposed 
by Section 841.

T he fact th a t th e  D E A  is p rim arily  an enforcem ent agency, as 
opposed to a regu la to ry  agency, is also m anifested in the relatively  
few final and proposed regulations em anating  from the  D E A  d u ring  
the course of a year. D u ring  the last 14 m onths, th ere  have been four 
final or proposed orders or sta tem en ts  of policy published by the D E A  
which I consider to be of general in terest to  the  pharm aceutical in
dustry . Tw o of these orders dealt w ith the security  controls which 
should be im plem ented by m anufacturers and d istribu to rs  of con
trolled drugs in o rder to  help preven t illicit diversion. In  A pril of 
1975,° the  D E A  published a final regu lation  se ttin g  forth  recommended 
procedures for the  screening and h iring  of em ployees for positions 
which necessitate  th a t they  come in con tact w ith controlled drugs. 
T his regulation  provides th a t the  em ployer should m ake inquiries * 423

*88 Stat. 125 ( Ma y  14, 1974). 0 40 F. R. 17142 (April 17, 1975).
6 United States v. Moore, CCH F ood 

D rug Cosmetic L aw R eporter If 38,043,
423 U. S. 122 i'l975).
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concerning the  po ten tia l em ployee’s p rio r crim inal convictions and 
unauthorized  activities in  controlled drugs. T his regula tion  does no t 
estab lish m an d a to ry  procedures b u t ra th e r “guidelines to assist non- 
p ractitioners in im plem enting realistic  d rug  security  p rog ram s.”

In  A pril of 1976,7 the D E A  published a final order estab lish ing  
new  and m ore restric tive  security  requirem en ts for the  hand ling  and 
sto rage  of Schedules I I I — V  controlled drugs. In  th e  proposal which 
preceded th is order, th e  D E A  had proposed th a t th e  secure sto rage 
areas contain on ly  Schedules I I I — V  controlled substances to  th e  
exclusion of all o ther drugs, m aterial and controlled substances in 
o th e r schedules. T he final order, how ever, allow s Schedules I I I — V  
controlled substances to be sto red  w ith  Schedules I and II  controlled 
substances un der security  m easures required for Schedules I and I I  
controlled substances. I t  also provides for a procedure th ro u g h  which 
the  m anufactu rer or d is trib u to r can ob tain  perm ission from  the  D E A  
to sto re noncontro lled  drugs and o ther m aterial w ith Schedules I I I — 
V  controlled drugs. T he action taken by th e  D E A  w ith respect to  
th is  o rder dem onstra tes a w illingness on the  p a rt of th e  A gency to 
consider reasonable com m ents and to  incorporate changes in the final 
o rder w here the  changes are justified by  the  com m ents.

“ Contingency” Import Registrations
In  Septem ber of 1975,8 the  D E A  announced th a t, in the absence 

of an em ergency in which dom estic supplies of a controlled substance 
are show n to be inadequate or th e  dom estic com petition is show n to 
be inadequate, the  D E A  will discontinue its practice of g ran tin g  
“con tingency” im port reg istra tions. A ccording to th e  A gency, the  
issuance of these regulations is “unnecessary  and also adm in istra
tively burdensome.” In  th is announcem ent the  D E A , in m y opinion, 
has incorrectly commingled the statutory and regu la to ry  requirem ents 
for an im port perm it w ith the  s ta tu to ry  requirem ent for registration. 
W hile a showing of inadequate domestic supplies or inadequate domestic 
com petition is a prerequisite  to  the  issuance of an im port perm it, un
der th e  A ct, the issuance of an im port reg istra tion  is no t dependent 
upon e ither of these show ings. T he fact th a t such a  reg istra tion  might 
be adm in istra tively  burdensom e does not ju stify  the D E A ’s refusal 
to register. I t  is subm itted  th a t the im port reg istra tion  of a qualified 
applicant on a “con tingency” basis is in th e  public in te res t w ith in the  
m eaning of th e  A ct, since it allow s for the prom pt im portation  of a

741 F. R. 16458 (A pril 19, 1976). 8 40 F. R. 43745 (Sept. 23, 1975).
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controlled substance in th e  case of an em ergency in which dom estic 
supplies of that substance are inadequate. I t is important to rem em ber 
th a t th e  g ran tin g  of a reg istra tion  to im port a controlled substance 
does no t au tho rize  th e  reg is tran t to  im port th a t  substance since a sepa
ra te  im port perm it m ust be obtained from the  D E A  for each consign
m ent of the controlled substance to be im ported.

F inally , in A pril of th is  year,9 the D E A  issued a proposal to  re 
quire th a t all o rders from  a finished dosage form  m anufac tu rer of a 
Schedule I o r II  controlled d rug  placed w ith  the  m anufac tu rer of the 
bulk raw  m aterial be preceded or accom panied by a w ritten  certifica
tion th a t th e  q u an tity  of raw  m aterial ordered does no t exceed the  
finished dosage form  m anu fac tu re r’s p rocurem ent quo ta  for th a t cal
endar year. U n der the  proposal, the m anufacturer of th e  bu lk  raw  
m aterial w ould be proh ib ited  from  filling the  o rder in the  absence of 
receiving the  certification from  the finished dosage form manufacturer.

In conclusion, let us hope that the courts and the regu la to ry  agencies 
will adhere to  the adm onition of the D istric t C ourt in the m ethadone 
case so th a t the  abuses of controlled drugs will not, ou t of expediency, 
resu lt in any  abuses in th e  judicial or the adm inistra tive  process. In 
m y opinion, one of the  best w ays to  help assure th is  is for the pharm a
ceutical in du stry  to cooperate w ith  the  D EA  and the courts in their 
legitimate attempts to control the abuse of controlled drugs.

[The End]

AGENCIES AGREE ON NARCOTIC PROGRAM 
POLICIES

T he w ork ing arrangem en ts  for the approval and reg istra tion  of 
trea tm en t p rogram s for narcotic addiction have been set fo rth  in a 
M em orandum  of U nderstand ing  agreed to by the  Food and D ru g  A d
m in istration  (F D A ) and the D rug  E nforcem ent A dm inistra tion  (D E A ). 
A ccording to  the agreem ent, each agency shall obtain prior approval 
of the o ther before a new application for a trea tm en t program  is ap
proved by the  F D A  or registered  by th e  D E A . T he agreem ent is aim ed 
a t coord inating  any denial or revocation proceedings and provid ing for 
the disposition of narcotics if a program  is term inated.

CCH F ood D rug Cosmetic L aw R eporter, f  41,671

9 41 F. R. 14398 (A pril 5, 1976).
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Legal Implications 
of Good Manufacturing 

Practice Regulations
By PATRICK V. GIBBONS

Mr. Gibbons Is Counsel, Domestic Manufacturing and Quality 
Control of the Schering-Plough Corporation.

I R E C E N T L Y  A T T E N D E D  A S E M IN A R  in W ashington where the 
proposed Good M anufacturing Practice (G M P ) regulations were dis

cussed. As you m igh t im agine, we go t into a dialogue on the legal 
character of the regulations. The dialogue ended rather abruptly when one 
of the  Food and D rug  A dm inistra tion  (F D A ) represen tatives, rather 
testily I thought, told the multitudes that whether the regula tions are 
substantive or in terpretive  is no longer open to q u e s tio n : Commissioner 
Schmidt had spoken on that point in the February 13 preamble.

I presume one of his peers instructed the fellow during the luncheon 
for we heard no m ore on th a t po in t from him. B ut one hopes th a t the 
love of the  troops for th e  Com m issioner does not lead to  o ther indis
cretions concerning the law and regulations, particularly un til we law yers 
g e t a fu rth e r chance to m uddy the  w aters or clear the air, depending 
upon yo u r environm ental penchant.

T he law  on the po in t is ra th e r clear. Section 501(a) (2 )(B )  of 
the F ederal Food, D rug  and Cosm etic A ct provides th a t a d rug  shall 
be deem ed to be adu ltera ted  i f :
“. . . the methods used in, or the facilities or controls used for, its m anufacture, 
processing, packing o r holding do not conform  to  or are not operated  or ad
m inistered  in conform ity  w ith cu rren t good m anufactu ring practice to assure 
th a t such d rug  m eets the requirem ents of 'this A ct as to  safety and has the 
identity  and streng th , and m eets th e  quality  and purity  characteristics, w hich it 
pu rpo rts  or is represen ted  to possess. . . .”
The first regulations implementing that section were published in 1963. 
B ut the  curren t proposal a ttem p ts  very  far-reach ing revisions, som e 
of which, in m y opinion, exceed any kind of “cu rrency” in the industry.
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B ut, you say, w hat of it?  T he law yers, you believe, once again 
are counting the dancing angels on the head of that T w elfth  C en tu ry  
theological pin. L e t’s look a t the substan tive-in terp re tive  controversy 
m ore closely.

A dm inistra tion  agencies have au tho rity  to prom ulgate  tw o kinds 
of re g u la tio n s :

(1) S ubstan tive  regulations have the  force and effect of law. 
A violation of such a regulation  is the sam e as a violation of the 
A ct itself, and carries the  sam e penalties. T hus, if the  cu rren t 
G M P regulations are substan tive, a violation of them  could result 
in a jail sentence for the  persons responsible.

(2) Interpretive regula tions do not have the  force and effect 
of law, bu t sim ply describe the  A gency’s exp lanation  of w h a t the 
s ta tu te  m eans. A violation of an in terp re tive  regula tion  does 
not sub ject the  v io lator to  any pen alty  p e r  s e , although he should 
realize th a t the  A gency m ay prosecu te him , or seize his goods, 
since it has forew arned him th a t it in te rp re ts  his act (or non-act) 
to  be a violation of the  s ta tu te . F o r exam ple, if the cu rren t G M F  
regulation  is in terp re tive  and if a manufacturer does no t com
ply w ith  a particu la r provision of th e  regulation , he should know  
th a t the  F D A  m ay charge him w ith  a violation of Section 501
(a ) (2 ) (B )  of the A ct since he is not follow ing w hat the  F D A  
considers to  be cu rren t G M P as required by the  Act.

Interpretive or Substantive
In d u s try  has taken  the  consisten t, and I believe sound, legal 

position that the current GM P regulations are interpretive and not 
substantive. T he F D A  has concurred a t least tac itly  in th is view  by 
charg ing  a violation of Section 5 0 1 (a )(2 )(B ) of the  A ct any tim e it 
brings a legal action. T he p articu lar section of the  regulation  in ques
tion also m ay be m entioned in the com plain t filed by  the  governm ent 
bu t, to the best of m y know ledge, it alw ays has been accom panied by 
a specific reference to  the s ta tu te , which w ould not be necessary if 
the  regulation  w ere substantive.

As a practical m atter, in the tria l of a law suit, the F D A  cannot 
m erely in troduce the  regulation  in evidence and r e s t ; it m ust go for
w ard and estab lish  th a t the particu la r act or non-act com plained of is 
in fact a violation of cu rren t GM P. This requires expert testim ony, 
usually  by  an F D A  official. T he m anu iac tu re r can then  come forw ard  
w ith  experts of his own.
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W here does all of th is  leave us ? S terling  D rug , based on recent 
experience, m ight opine “up the  creek w ith ou t a paddle.” I t  discovered 
th a t  failure to  follow cu rren t G M Ps m eans th a t the  finished product 
is adu ltera ted  and in violation of the  A ct even though  the finished 
dosage form is, in every respect, all it is supposed to be.

B ut, and I hate  to  p u t it th is  way, the converse is also true— 
m erely  follow ing current G M Ps does not guarantee that you will get a 
correctly  m anufactured  product. D efects can creep into a finished 
product in spite of the  m ost careful adherence to  any  kind of GM Ps.

W e must examine one more important area before we can lay down 
th is awful b u rd e n ; we m ust look a t the s ta tu to ry  language itself. 
P erh ap s Congress said som eth ing  in those 1962 am endm ents th a t our 
artfu l friends, the ju ris ts , can explain.

Due Process
In  o rder to  m eet the  te s t of due process of law  required  by  the  

F ifth  A m endm ent to th e  U n ited  S ta tes C onstitu tion , a s ta tu te  m ust 
no t be vague and indefinite. A re the w ords “cu rren t” and “good” so 
vague  and indefinite as to  deprive a citizen of the U nited  S tates, per
son or corporate, of due process of law  ? One case in which a federal 
co u rt has w ritten  an opinion on th is sub ject is U . S .  v .  B e l - M a r  L a b o r a 
to r ie s ,  I n c . Bel-M ar challenged the con stitu tion ality  of the s ta tu te  on 
the  ground th a t it v iolated the  F ifth  A m endm ent, alw ays a good 
start. T he court held w ith th e  governm ent, however, and s a id :
“. . . ithe constitu tion  does not require an im possible degree of specificity. 
R a th er ‘( t)h e  tes t is w hether th e  language conveys sufficiently definite wording 
as to the proscribed conduct when measured by common understanding and practices.’ 
. . . M oreover, a strong  presum ption of validity  a ttaches to  an act of Congress, 
and ‘. . . s ta tu tes  are not au tom atically  invalidated as vague sim ply because 
difficulty is found in determ in ing  w hether certain m arginal offenses fall w ithin 
th e ir  language.’ . . . N o m ore than a reasonable degree of certainty, viewed in 
light of the conduct charged, can be dem anded. . . .

“Section 3 5 1 (a ) (2 ) (B ) ,  the particu lar provision in issue, was enacted as 
p a rt of the 1962 am endm ents to  the Focd, D rug  and Cosm etic A ct of 1938, a 
piece of legislation tha t touches '. . . phases of the lives and health of people 
which, in the circum stances of m odern industrialism , are largely  beyond self
p ro tection .’ ”

T h a t is know n as th e  m otherhood, cherry  pie and O ld G lory ju s ti
fication. T he Seventh C ircuit C ourt of A ppeals cam e to  th e  sam e con
clusion in a challenge to G M P by  a pharm aceutical firm which m ade 
th e  follow ing po in ts in its favor:
“ D ictionary  definitions confirm  Senator K efauver’s opinion th a t ‘cu rren t’ and 
‘good’ are am biguous and im precise w ords. In  W ebster’s N ew  W orld Dictionary,
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four adjectival m eanings are  listed for the w ord ‘cu rren t’ and at least eleven are 
listed for the word ‘good.’ T he d ictionary only underscores w hat is obvious: 
‘cu rren t’ and ‘good’ are, standing alone, and in ithe phrase ‘cu rren t good m anu
factu ring  practice,’ w ords which are so elastic, so im precise, as t:o defy measure. 
L anguage is indeed an  unw ieldy tool. . . . B ut still it m ust be used w ith suf
ficient precision to warn those who m igh t violate a  s tatu te  an d  thereby subject 
them selves to  loss of their p roperty , injunctions, or even crim inal sanctions. I t  
is not enough to tell those subject to the statute to do ‘good,’ or to be ‘current.’ ”

U nfortunate ly , the C ircuit C ourt did no t agree, saying,
“The Constitution requires only a reasonable degree of certainty in statutory language.

“W e have no troub le  w ith ithe use of the  w ord ‘cu rren t’ in the  G M P section 
of the F D A  law. I t  fixes the poin t in tim e when the acceptability  of the relevant 
production practices m ust be determ ined.

“Thus, the statute does not perm it prosecu tion for failure to  follow  safety 
practices which w ere not recognized p rior to  the production  of th e  subject drugs.”

In  addition, the  C ourt said,
“T he GMiP provision is as precise as necessary under the circum stances; it is 
not unconstitu tionally  vague.

“W e hold th a t ithe defendant violated reasonably  stable, definite, and ascer
tainable standards o f good m anufactu ring  practice designed to  insure th e  p ro d u c
tion of unadultera ted  drugs.

“W e conclude th a t the term  ‘current good manufacturing practice’ adequately 
defines a standard  which ithe ad m in istra to r was au thorized to particularize in 
in terpre tative regula tions.”

W ith  qu ality  opinions like those, upholding the  righ t of the  F D A  
to fling you in jail for no t sign ing  your batch  records the sam e w ay 
as your pay check, one w onders w hy the  Com m issioner w ould w an t 
to  issue the substan tive  spectre at all, particu larly  w hen the  F D A , as 
I m entioned before, alw ays cites the  A ct w hen b rin g in g  an action  
involving G M P violation.

So you have been found w anting. W h a t can they  do to  you ?

Three Remedies
F ailure  to com ply w ith th e  A c t’s requirem ent th a t a m anufac

tu re r  use cu rren t G M P m ay resu lt in any one of th ree  rem edies p ro 
vided by  th e  A c t :

(1) seizure of the goods which w ere m anufactured  ou t of 
com pliance;

(2) an in junction  against the firm or its officers restra in in g  
them  from  any one of several acts, including shipm ent of goods 
m anufactured  not in com pliance or restra in in g  them  from  m anu
fac tu rin g  o ther goods no t in com pliance ; and
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(3) a crim inal prosecu tion  of the firm a n d /o r  its responsible
officials.
To these  th ree rem edies, w hich are spelled ou t in detail in the 

Act, the FD A  has added a rem edy of its own, and one w ith  which 
you m ay be m ore fam iliar, a t least as effective as any  of the o ther 
th r e e : a recall. L e t’s discuss each of the th ree  s ta tu to ry  rem edies, 
plus recalls, in a little  m ore detail.

Seizures are the m ost com m on rem edy sought by the  FD A . A 
seizure is an action against a particu lar q u an tity  of goods. No in
dividual and no corporation is involved, no fines m ay be levied against 
anyone, no one can go to jail, and the  court has no pow er except to  
order som e kind of disposition of th e  specific qu an tity  of goods seized. 
T he  seizure does n o t d irectly  affect any  goods not seized, even goods 
from the  sam e lo t as those w hich w ere seized, a lthough a m anufac
tu rer probably ou gh t to  get a p re tty  clear m essage, if th e  F D A  seizes 
part of a lot.

Joel Hoffman, of the W ald, H arkrader and Ross law firm, enunciated 
a theory  on seizures a t the M arch Food and D rug  L aw  In s titu te  en
forcem ent conference which I com m end to your a tten tion .
“ ‘The Decree G oes Against the M ushrooms’

“W hen a regula ted  com pany discovers or is inform ed by the F D A  th a t vio
lative goods are on its prem ises, and seizure is feared, there  is one course of 
aotion th a t a lm ost alw ays com m ends itself: D estroy the goods im m ediately. T his 
serves bo th  the purposes of the sta tu te  and the in te rests  of the com pany.

“Since the s ta tu to ry  objective is to rem ove offending goods from  the chan
nels of trade , the ir p rom pt and vo lun tary  rem oval obviates legal action to  rem ove 
them . F rom  the F D A 's  viewpoint, one would hope, com pliance has been achieved. 
T he com pany has also dem onstrated  its com m itm ent to protection of the public.

“I t  is som etim es possible, how ever, tha t the  F D A  would prefer the dramatic 
im pact of a seizure as a m eans of im pressing its  seriousness of purpose on ba th  
the com pany involved and the trad e  generally. H ere, too, the com pany’s in
te res ts  are w ell-served by prom pt destruction  of the offending goods. F or the 
seizure action is an in rent proceeding, that is, it is a suit against the goods them
selves. And if there are no goods, there can be no suit.”1

The second remedy provided by the Act is an injunction, a remedy 
also sought by  the  F D A  in cases involving alleged violations of cu r
ren t GM P. U sually , the F D A  reserves th is  rem edy for a situation  in 
which a pharm aceutical firm is d isregard ing  the  A gency’s repeated  
suggestions and w arn ings concerning m anu fac tu ring  practices.

1 Hoffm an, Joel E., “ E nforcem ent side,” 31 F ood D rug Cosmetic L aw 
T rends U nder the Federal Food, D rug J ournal 338 (June 1976). 
and Cosmetic Act—A View from Out-
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T he th ird  rem edy, a crim inal prosecution, m ay also be used in 
situations involving m anufactu ring  practices. T he F D A  has tended 
to  use th is extrem e rem edy w ith careful discretion, and generally  only 
in those  instances in  which it believes th ere  has been a b la tan t dis
regard of the requirements of the law.

T he F ederal Food, D ru g  and Cosm etic A ct does not m ention the 
w ord “recalls” or spell ou t procedures by which recalls m ay be re
quired or requested  by the  FD A . N evertheless, w here the  F D A  finds 
a reasonably  serious violation of curren t G M P, a recall is frequently  
suggested.

And, ju s t to  prove it is not losing in terest in the regu la to ry  
process, the FD A  has come up with a regulatory le tte r concept w hich, 
underhanded though  it m ay seem, a ttem p ts to  d rag  the p residen t of 
your com pany into the G M P controversy.

Do our F D A  b re th ren  really  believe th a t  regu la tions con ta in ing  
w ords like “reasonable,” “adeq uate” and “scientifically sound” can 
“becom e bind ing  specific requirem ents th a t m ust be com plied w ith .” 
I know  th a t law yers g e t ribbed once in a g rea t w hile for using  seem 
ing ly  archaic language, b u t nobody ever w ent to  jail for not under
stand ing  w hat “K now  All Men by T hese P re sen ts” m eant. I hope we 
can all convince C om m issioner Schm idt w ith  our “ D ear A lex” letters 
th a t he a lready has enough arrow s in his regu la to ry  quiver w ithout 
substan tive  GM Ps. [The End]

Regulatory Letter
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SENATE PASSES COSMETIC SAFETY BILL
L egislation  th a t  would give the  Food and D rug  A dm inistration  

(F D A ) m ajor new au thority  to  regula te  cosm etics th rough  safety te s t 
ing, reg istra tion  and labeling w as passed by th e  Senate on Ju ly  30, 
1976. T he m ain purpose of S. 1681, the  “ Cosm etic Safety A m endm ents 
iof 1976,” as expressed in the Senate Com m ittee report, is to  ensure 
th a t uniform ly high standards for safety substantiation  th rough  testing 
'are applied to  all cosm etic com panies. T h e  bill would require every 
m anufactu rer of a cosm etic to  substan tia te  the safety of the cosm etic 
before p lacing it on the m arket by pe rform ing  specific tes ts  on animals 
or hum ans to determ ine the  cosm etic’s potential fo r toxicity, sensitiza
tion, and irrita tion . T hese repo rts  would have to  be retained and sub
m itted  to the  F D A  upon request or as  provided by regulation. O th er 
provisions of the  bill would require  the  reg istration  of processors of 
cosm etics and th e  alphabetical listing of ingredients, except flavors and 
fragrances, in the  labeling of cosm etics. S. 1681.

CCH F ood D rug Cosmetic L aw Reporter, jf 41,682

SELF-POLICING OF CONTROLLED SUBSTANCE 
PROCUREMENT

Regulations have been issued by the D rug Enforcement A dm inistration  
(D E A ) th a t require m anufactu rers w ho order a basic class of con
tro lled  substance in Schedules I or I I  to  certify  in w ritin g  th a t the 
quan tity  o rdered does not exceed the  person’s unused and available 
p rocurem ent quo ta of such basic class for th e  cu rren t calendar year 
In  its response to  com m ents on the  proposed regulations, the  D E A  
pointed out that, because the m anufacturers and not the  A gency retain  
the certification, the procedure creates a  method of industry self-regulation.

CCH F ood D rug Cosmetic L aw R eporter, 41,672, 80,362, 80,472
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HEARING SCHEDULED ON SAFETY OF RED NO. 2
A public hearing  for the presen ta tion  of evidence on the  factual 

issues related  to  the Food and D rug  A d m in istra tion ’s (F D A ’s) denial 
of <a petition  for “perm anen t” listing  of the artificial coloring FD & C 
Red No. 2 will be held on Septem ber 13, 1976. E arlier last m onth, the 
F D A ’s ban on the color additive was upheld by a federal appeals court. 
T he petition  requesting  th e  “perm anen t” listing  had  been subm itted in 
N ovem ber of 1968 and was denied by the Agency in April of 1976 on the 
ground th a t the existing evidence could not assure the safety of the 
coloring for any of its 'suggested uses.

O bjection to  the F D A ’s denial of the petition and a  request for a 
hearing  on the m atter w ere subm itted by the Certified Color M anufac
tu re rs  A ssociation (C C M A ), whose predecessor had been one of the 
sponsors of the  petition. T he hearing  will provide an 'opportunity for 
ithe CCM A to dem onstrate  that, con tra ry  to  'the findings of the FD A , 
R ed No. 2 is safe for use, requires no further testing  to  establish its 
safety, and raises no serious questions of carcinogenicity. T he CCMA 
will be allowed to present evidence supporting  its objections to  the 
studies upon which the F D A  relied in m aking its  determ ination tha t 
R ed No. 2 is unsafe and a possible carcinogen.

In a partia l objection to the F D A ’s  decision, the Cosmetic, T oiletry  
and F ragran ce A ssociation advised th e  A gency of its intention to  file 
a  petition for the listing  of Red No. 2 for use in cosm etics tha t are 
applied topically, as co n trasted  w ith cosm etics th a t m ay be ingested. 
T he  F D A  stated  that, because th e  issues raised by the A ssociation do 
not w arran t a separate hearing, the Septem ber evidentiary hedring will 
address the question of w hether the coloring, if n o t approvable for all 
pe titioned uses, m ay be approvable for certain  lim ited uses.

CCH  F ood D rug Cosmetic L aw R eporter, jf 41,674
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