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REPORTS
TO THE READER

T he J O U R N A L ’S first article is a 
tim ely presen ta tion  concerning the re
cently  enacted M edical Device Amend
m ents of 1976. T he au thors, William  
F. W eigel and Charles J. Raubichcck, 
exam ine the prem arket provisions of 
the  new  legislation and explain the 
designation and requirem ents of the 
three classification categories. Both Mr. 
W eigel and Mr. R aubicheck are m em 
bers of the law  firm of R ogers, H oge 
& Hills, “ H ow  to Com ply W ith  the 
N ew  M edical Device L aw ” begins on 
page 312.

W ork Session on Enforcement. The
follow ing papers w ere presented  at 
the  W ork  Session on E nforcem ent 
sponsored by the Food and D rug  Law  
In stitu te  in W ash ing ton , D. C. on 
M arch 17— 19, 1976.

“T h e Philosophy of E nfo rcem ent” 
by Sam  D. Fine discusses the decision
m aking process of the F D A  in its 
determ ination  of when to prosecute 
violations (of the Federal Food, D rug  
and Cosm etic Act. W ritten  by the 
A ssociate C om m issioner for Com pli
ance in the Food and D rug  A dm inis
tra tion , the article, beginning on page 
324, details the  criteria  and the re
view p rocedure used by the Agency 
in the prosecution process.

P rosecu tion  under the Federal Food, 
D rug  and Cosm etic Act is also the 
subject of Charles R. McConachic’s 
article, which begins on page 333. Mr. 
M cConachie, A cting Chief of the C on
sum ers Affairs Section of the A nti
tru s t  Division in the  D epartm en t of 
Justice, explains the relationship of 
the Justice  D epartm en t and the FD A  
in litigation involving violations of 
the Act. M r. M cC onachie’s article is 
titled , “T h e  Role of the  D epartm en t
REPORTS TO T H E  READER

of Justice  in E nforcing the Federal 
Food, D rug  and Cosm etic A ct.”

In “ E nforcem ent T rends U nder th e  
Federal Food, D rug  and Cosm etic 
Act,” beginning on page 338, Joel E. 
H offman  analyzes the enforcem ent ac
tions of the FD A , the reasons for some 
of the different types of sanctions and 
the ways in which industry can blunt 
the ir effect. Mr. Hoffm an is a m em ber 
of th e  law firm of W ald, H a rk rad er 
& Ross.

As D eputy A ssistan t Com m issioner 
for Public Affairs of the Food and 
D rug  A dm inistration, Wayne L. Pines 
discusses the specific A gency enforce
m ent m echanism s of regu la to ry  le t
ters, publicity and recalls. In  his a r ti
cle beginning on page 352, he relates 
the F D A ’s latest views on these sanc
tions and its reasons for using— or 
not using— each one. T he article is 
titled  “R egula tory  L etters, Publicity  
and R ecalls.”

Eugene I. Lambert also covers regula
to ry  letters, publicity and recalls but 
from a different viewpoint. M r. Lambert, 
a partner in the law firm of Covington & 
B urling, identifies the sta tu to ry  deri
vation of the enforcem ent techniques 
and presen ts some of the legal issues 
which arise from the ir use. “ Recalls, 
R egu la to ry  L e tte rs  and Publicity— 
Q u asi-S ta tu to ry  R em edies” begins on 
page 360.

“Handling FD A  Injunction Actions” 
is Richard S. M orey's discussion of the 
use of in junctions by the F D A  and 
the m ethods of settlem ent available 
to a com pany. M r. M orey, w hose 
article begins on page 366, is a m em 
ber of the law firm of Kleinfeld, K ap 
lan and Becker.
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How to Comply With 
the New Medical Device Law
By WILLIAM F. W EIGEL and CHARLES J. RAUBICHECK

Mr. Weigel and Mr. Raubicheck Are Members of the Law Firm 
of Rogers, Hoge & Hills.

ON M AY 28, 1976, P residen t Ford  signed into law  th e  M edical 
D evice A m endm ents of 19761 to  the F ederal Food, D rug  and 
Cosm etic A ct.2 T hese  new  s ta tu to ry  provisions create, inter alia, a 

regu la to ry  schem e of p rem arket clearance for m edical devices sim i
lar to  th a t in the ex isting  A ct for food additives and new  drugs. 
Basically, th is  schem e will require a substan tia l num ber of m anu
facturers of m edical devices to  establish the safe ty  and effectiveness 
of their products to the satisfaction of the Food and D rug Adm inistra
tion  (F D A ) prio r to m arketing . H ow ever, the legislation contains 
certain  p rem ark et clearance requirem ents th a t are unique to devices. 
T his article  exam ines the  p rem arketing  provisions of the new  device 
law  as th ey  will affect th e  m any m anufacturers of devices th ro u g h 
ou t the  nation  who m ust now  com ply w ith  these federal regu la to ry  
standards.

Coverage
T he  th reshold  question a device m anufactu rer m ust answ er in 

determ in ing  com pliance is, “ Is m y p rod uct covered by the  new 
law ?” T he legislation defines a device as an

1 P. L. 94-295. 2 Hereafter referred to as “the A ct.”
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“instrum ent, apparatus, im plem ent, m achine, contrivance, im plant, in vitro 
reagent, or o ther sim ilar or related  article, including any com ponent, part, or 
accessary, which is—

(1) recognized in the official N ational Form ulary , or the U nited  States 
Pharm acopoeia, or any supplem ent to them ,

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

(3) intended to affect the s tructu re  or any function of the body of 
m an or o ther anim als, and

which does not achieve any of its principal intended purposes th roug h  chem i
cal action w ith in or on the body of mar. or o ther anim als and which is not 
dependent upon being m etabolized for the achievem ent of any of its principal 
in tended purposes.”3

T he las t clause is an im p ortan t addition to  the definition in the  
existing  A ct in th a t it d istingu ishes devices from  drugs. P roducts 
which m eet e ith e r of th e  first th ree  criteria  bu t which are no t de
penden t upon chem ical action and no t dependent upon being m eta
bolized are to be regula ted  under the provisions of the new  leg isla
tion and not, as w ere som e devices prio r to  the  am endm ents, under 
the  d rug  provisions of the A ct.4 E xam ples of p roducts classified as 
devices under the  definition are cardiac pacem akers, in trau te rin e  de
vices, kidney dialysis m achines, defibrillators, cardiac and renal cathe
ters, surgical im plants, artificial vessels and heart valves, in tensive 
care m onitoring  un its and con tact lenses. O bviously, th ere  is a wide 
spectrum  of p roducts governed by th e  legislation. I t  should be noted 
th a t, a lthough  th e  definition speaks of anim al devices as well as those 
in tended for hum an use, Congress has determ ined th a t the new  
prem arket clearance provisions apply  only to  devices in tended for 
hum an use, since th e  legislation w as developed prim arily  as a  re
sponse to  an incidence of in ju ries to hum ans from  unsafe o r inef
fective devices.5

3 Sec. 201 ('hi of the Act.
4 U nder the  ru lings in United States 

v. An Article of Drug * * * Bacto-Uni- 
disk, 394 U. S. 784 11969) and A M P ,
Inc. v. Gardner, 389 F. 2d 825 (CA-2 
1968), cert, denied sub nom. A M P , Inc. 
v. Cohen, 393 U. S. 825 (1968) which 
approved the procedure, the FD A  
regulated  certain products tha t fell 
within the statutory definitions of both 
“d ru g ” and “device” as drugs in order 
to  bring  them  w ith in the prem arke't 
clearance contro ls of the ex isting Act 
because of the  A gency’s concern th a t 
such contro ls w ere needed for public
T H E  N E W  MEDICAL DEVICE LAW

health reasons. A m ong these products 
w ere an antibiotic diagnostic disk, a 
nylon surgical liga ture and certain  
types of hard  contact lenses. T h e  new  
definition of “device” rem oves the con
fusion th a t resulted  from  the  F D A ’s 
exercise of prem arket jurisd iction  over 
p roducts th a t were clearly devices, but 
questionably drugs.

5 R eport by the C om m ittee on In te r
state and Foreign C om m erce to ac
com pany H . R. 11124, H . R. Rep. 
No. 94-853, 94th C ongress, 2nd Ses
sion 14 (1976).
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Classification of Devices
T he  m echanism  of the  new  law by which the F D A  will de ter

mine the nature and the scope of the prem arket clearance procedure 
applicable to  a particu la r device o r class of devices is an innovative 
classification process. Indeed, by m eans of th is  process, the  A gency 
will decide w hether a device has to  undergo p rem ark et clearance at 
all, o r w hether it m ay be m arketed  sub ject only to  the  general con
tro ls of the  A ct govern ing  all devices on the m arket.

T he classification process, set forth  in new  Section 513 of the 
A ct, estab lishes th ree  categories into which every m edical device 
in tended for hum an use m ust be classified by the  FD A , depending 
upon th e  degree of regula tion  necessary in the A gency’s ju d g m en t 
to provide reasonable assurance of the  p ro d u c t’s safety and effective
ness. T he th ree  categories a re : (1) Class I— G eneral C o n tro ls; (2) 
Class I I— P erform ance S tan d ard s; and (3) Class I I I — P rem arke t 
A pproval.

A device will be classified in Class I if th e  general controls of 
the  A ct govern ing  m edical devices—the sections on adu ltera ted  de
vices ; m isbranded d ev ices; reg istra tion  of device m an u fac tu re rs ; 
banned devices; notification and repair, replacem ent or re fu nd ; rec
ords and reports  on d ev ices; and good m anu fac tu ring  practices— are 
in th e  F D A ’s view  sufficient to provide reasonable assurance of the  
safety and effectiveness of the device.8 The significance of classification 
as a Class I device is th a t th e  product will not have to be tested  at 
all p rio r to  m arketing. A m anufac tu rer of a Class I device, however, 
will have to m ake sure th a t th e  device is in com pliance w ith the 
above regu la to ry  controls. In  essence, a Class I device will be regu
lated in m uch th e  sam e w ay as devices were regu la ted  prio r to  the  
enactm ent of the new  law .7

A device will be classified in to Class II  if:
(1) it cannot be classified in to Class I because the  F D A  

decides th a t the  above general con trols by  them selves are insuf
ficient to  provide reasonable assurance of th e  safe ty  and effective
ness of th e  device ; and

'S e c .  5 1 3 (a )O K A ).
7 M anufacturers of Class I devices 

should be aw are th a t the  F D A  may, 
uoon classifying the ir p roducts into 
Class I, exem pt them  from  require
m ents of reg istration , records and re

ports. and good m anufactu ring  p rac
tices if the A gency determ ines th a t 
the devices do not require extensive 
regulation  to assure protection  of the 
public. H . R. Rep. No. 94-853, 94th 
Congress, 2nd Session 35 (1976).
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(2) there is sufficient in form ation to  estab lish a perform ance 
stan dard  to  provide such assurance.8

Such a device will be sub ject to  a perform ance standard  prom ulgated  
as described below. A Class II device will be sub ject to  general con
tro ls as well as to a perform ance s tan dard  unless the  necessity  for 
such controls, from the standpo in t of safety and effectiveness, is 
negated  by com pliance w ith the s tan d ard .9

A  device will be classified in to Class I II  i f :
(1) the  F D A  determ ines th a t it cannot be classified in to 

C lass I o r Class II because insufficient in form ation exists to de
term ine the adequacy of general con trols or of a perform ance 
stan dard  to provide reasonable assurance of safety and effective
ness ; and

(2) either it is purported  or represen ted  to be for a use in 
supporting  or su sta in ing  hum an life or for a use which is of 
substan tia l im portance in p reven ting  im pairm ent of hum an health  
or it p resen ts a po ten tial unreasonable risk of illness or in
in ju ry .10 A device classified in Class I I I  is sub ject to  the  p re
m arket approval application requirem ents described hereafter.

Advisory Panels
H ow  will the classification process w ork? F irst, the  F D A  will 

estab lish  expert advisory panels according to various medical and 
scientific specialties. T he expert panels are to review  devices already 
on the  m arket before passage of the new  law, as well as those to be 
m arketed  in the  fu tu re, and are to  m ake recom m endations to the  
A gency on the  classification of such devices. F or each type of device,

8 Sec. 5 1 3 (a )(1 )(B ).
” H . R. Rep. No. 94-853. 94th Con

gress, 2nd Session 35 (1976).
10 Sec. 5 1 3 (a )(1 )(C ). C ongress in

tended the clause “use in supporting  or 
sustain ing hum an life or . . . use which 
is of substantial im portance in p re 
ven ting  im pairm ent of hum an health" 
to be construed broadly  w here the 
F D A  deem s necessary, s ta ting  tha t 
such uses as prevention of pregnancy, 
application to  the body of energy and 
substitu tion  of a device for a m ajor 
body function are uses of substantial

im portance th a t would justify  a de
vice’s classification into Class I I I .  
W ith  respect to the clause “presen ts  
an unreasonable risk of illness or in
ju ry ,” C ongress indicated th a t the re 
quirem ent of an unreasonable risk en
com passes a  balancing of the possibility 
of illness or in jury  against the  bene
fits from  use of the device, and th a t 
the risk  need only be a  potential risk, 
which can be dem onstrated  by foresee
ability  as  well as by reported  injuries. 
H. R. Rep. No. 94-853. 94th Congress, 
2nd Session 35, 36 (1976).
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th e  F D A  will review  th e  panel recom m endations and publish a notice 
in th e  Federal Register c lassify ing the  device in to Class I, II  or I I I  
and inv iting  public  com m ent. U pon consideration of the com m ents 
received, th e  A gency will publish a final regu la tion  of classification.

T he m anu fac tu rer and any o ther person w ho has an in te rest in 
the classification of a particular device has the opportunity to  partic ipate  
d irectly  in the  classification process by m aking a p resen ta tion  a t the  
m eetings of the  app ropria te  expert panel, as well as by filing com 
m ents on the  proposed notice of classification. A personal appearance 
before an expert panel can be of considerable significance in  the 
panel’s u ltim ate  classification decision, since these exp ert panels on 
devices, unlike any other FD A  advisory panels, are specifically authorized 
by  th e  A ct to  be an in teg ral p a rt of the  classification process. T he 
A gency is expected to  lend g rea t w eigh t to  th e ir  recommendations.

In  an ticipation  of the  new law  while it w as still before Congress, 
the  F D A  estab lished 15 expert panels for devices in the  follow ing 
c a teg o rie s :

(1) o rth o p ed ic s ;
(2) cardiovascu lar diseases ;
(3) d en tis try ;
(4) an esth esio lo g y ;
(5) obste trics and gynecology;
(6) gastro en te ro log y ;
(7) u ro logy ;
(8) rad io logy;
(9) neuro logy;
(10) ear, nose and th ro a t d isorders ;
(11) ophthalm ology;
(12) plastic  and general su rg e ry ;
(13) physical m edicine;
(14) clinical pa tho log y ; and
(15) general and personal use.

T hese panels already  have m ade recom m endations to  the F D A  on the 
classification of m any of the devices on th e  m arket today. H ow ever, 
th e  new  leg islation  requires th a t each of the panels now reconvene to 
reconsider its previous recom m endations in ligh t of the classification 
criteria  of the law  as finally enacted. E ach panel will render a new  
classification recom m endation to  th e  A gency p rio r to  the  notice and 
com m ent procedure described above.
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Panel Recommendations
H ow  long will the classification process tak e?  T he legislation 

requires th a t all exp ert panels p resen t th e ir  classification recom m en
dations to  th e  F D A  for devices already  on th e  m arket no la ter th an  
one year a fte r  funds are  first app ro pria ted  for im plem entation  of the  
classification process. Since th e  A gency anticipates an appropriation  
of such funds as a supplement to the F D A ’s 1977 budget, panel recom
m endations are expected to  be m ade by som e poin t in th e  second half 
of 1977 o r in early  1978.

M anufactu rers, how ever, cannot s it back and w ait un til th is  date. 
T he  F D A  expects to begin publish ing  notices of proposed classifica
tion of devices w ith in  th ree  to  four m onths a fte r th e  enactm ent of th e  
new  law  (beg inn ing  approxim ately  in Septem ber of 1976). T h is means 
th a t  certain  panels will subm it th e ir new  classification decisions to  
the A gency du ring  th e  sum m er of 1976. F o r these devices, a final 
regulation of classification a fte r the  notice and com m ent procedure 
will be published, m ost likely in mid-1977.

T he date w hen a final regu lation  of classification is published is 
im p ortan t to a m anufacturer of a device a lready on the m arket. U n til 
then, th e  m anu fac tu rer m ay d istribu te  th e  device com m ercially. There
after, if the device is classified into Class I, he may continue to  m arket 
the p rod uct sub jec t only to general controls. I f  the  device is classified 
into Class I I  or Class I I I , he has limited time frames, explained below, 
w ith in  which to  com ply w ith p rem ark et clearance requirem ents re la t
ing  to  perform ance standards or p rem arket approval.

Performance Standards
M edical devices classified in to Class I I  will be required  to  con

form  to a new  type of p rem ark et clearance under Section 514 of the 
A ct—perform ance standards. A perform ance standard  is a m easure
m ent designed to  provide reasonable assurance of th e  safe ty  and effec
tiveness of a device and m u st include provisions fo r:

(1) th e  construction , com ponents, ingred ien ts and properties 
of the  device and  its  com patib ility  w ith pow er system s and con
nections to  such sy s te m s;

(2) th e  te s tin g  of th e  device on a sam ple or an individual 
b a s is ;

(3) the m easurem ent of th e  perform ance characteristics of 
the dev ice ; and

T H E  N E W  M EDICAL DEVICE LAW PAGE 3 1 7



(4) w here appropriate , a requirem ent for the  use of labeling  
for the  p roper in stallation , m aintenance, operation  and use of 
th e  device, including a prescrip tion  of the  form  and con ten t of 
such labeling .11

T estin g  of a device under a perform ance stan dard  will include both 
clinical te s tin g  and te s tin g  relevant to  technical characteristics.12

Performance stan dards will be estab lished by regulation , a fter 
inv itation  by the F D A  in the  Federal Register for subm ission of ex ist
ing stan dards a lready developed by public en tities or private standard
se ttin g  organ izations or for offers by such groups or o th e r qualified 
persons to  develop standards. T he F D A  has th e  au th o rity  to accept 
o r re ject the subm ission of an ex isting  stan dard  or an offer to  develop 
a standard . O nce th e  A gency accepts a standard , it will in itia te  a 
notice and com m ent ru le-m aking proceeding, du ring  w hich it m ay 
refer proposed stan dards to  expert adv iso ry  com m ittees (w hich m ust 
have different memberships than the classification panels) for recom
m endations.13 T hereafter, th e  s tan dard  will be codified in a final 
regu lation  covering all Class II  devices for which it was developed. 
Should no s tan dard  acceptable to the  F D A  be subm itted  by p rivate 
industry , th e  A gency itself is au thorized  to develop an app ropria te  
s tan d ard  and publish it for notice and com m ent rule-m aking.

O nce a perform ance stan dard  is prom ulgated  as a final regu la
tion, all Class II  devices to  which it is applicable m ust com ply w ith 
the s tan dard  to  en ter or, in the  case of devices already m arketed , to 
continue on th e  m arket. T his form of clearance is sim ilar to  th a t in
volved in th e  F D A ’s over-the-coun ter d rug  review. Since com pliance 
w ith a standard , in m any instances, will involve te s tin g  and m ay 
therefore take som e tim e, th e  legislation provides th a t a final regu la
tion  estab lish ing  a s tandard  will no t take effect until one year after 
the  regulation  is published in the Federal Register,14 W hile th is  tim e

11 Sec. 514 (a)(2).
12 H . R. Rep. No. 94-85.1. 94th Con

gress. 2nd Session 26 (1976).
13 I t should be noted tha t a t the 

o u tse t of any such proceeding, a 
m anufactu re r can petition the F D A  
to  reclassify his product into Class I 
on the basis of new  inform ation since 
classification of the device into C lass
II. Sec. 514 (b )(1). T he F D A  m ust act 
on the petition, after consu ltation  with 
the appropriate  expert panel, w ithin 
60 days. C ongress enacted this provi-

sion in the recognition tha t a m anu
factu rer should not have to aw ait the 
outcom e of a  perform ance standard  
proceeding w hen there is inform ation 
w arran ting  Class I classification a ris
ing during the  considerable period of 
tim e th a t m ay elapse between clas
sification of a device into Class I I  and 
developm ent of a perform ance standard 
for it. H. R. Rep. No. 94-853, 94th 
C ongress. 2nd Session 27 (1976).

14 Sec. 5 1 4 (g )(3 )(B ).
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fram e for com pliance w ith  a perform ance s tan dard  appears reason
able, m anufactu rers of Class I I  devices are advised to follow closely 
and, if possible, partic ipa te  actively in th e  proceeding for th e  de
velopm ent of th e  s tan dard  applicable to  th e ir  devices from  the  m o
m ent th e  products are classified in to Class II.

Premarket Approval
To be law fully  m arketed , a  m edical device classified into Class 

I I I  is required , under new  Section 515 of the  A ct, to  have approval 
of an application for p rem arket approval sim ilar to the  procedure 
govern ing  a new  d ru g  application (N D A ) under ex isting  law. Devices 
classified in to Class I I I  will be of th ree  types :

(1) devices on the  m ark et before th e  date of enactm ent of th e  
legislation (“o ld” d e v ic e s ) ;

(2) “new ” devices, th a t is, devices w hich are not on th e  
m ark et p rio r to  enactm ent and are not sub stan tia lly  equivalent 
to  a device w hich is on th e  m ark et as of enactm ent ;15 *

(3) p roducts which have been regu lated  by  th e  F D A  as drugs 
p rio r to  enactm ent b u t w hich come w ith in  th e  new  s ta tu to ry  
definition of “device.”18

“ O ld” devices will be placed in Class I I I  via the classification process. 
“ N ew ” devices and products form erly regu la ted  as d rugs are au to 
m atically  classified in to Class I I I . In  addition , devices which are in 
tended to  be im planted  in the  hum an body for m ore th an  a period of 
30 days, such as cardiac pacem akers, in trau te rin e  devices and in
trao cu la r lenses, are au tom atically  classified in to Class I I I  unless the  
F D A  m akes a specific finding, includ ing  reasons therefor, th a t Class 
I I I  classification is no t necessary  to  provide reasonable assurance of 
th e  safe ty  and  effectiveness of the  device.17

15 Sec. 513(f)(1). C ongress intended 
the  term  “ substan tia lly  equivalent” 
no t to  be so narrow  so as  to  refer only 
to  devices th a t are identical to  devices 
already m arketed  nor so broad  so as
to  refer to  devices w hich are  intended
to  be used for the sam e purposes as  
marketed products. H. R. Rep. No. 94- 
853, 94th C ongress, 2nd Session 36
(1976). Devices deem ed “substan tia lly  
equivalent” to  m arketed  devices are 
akin to  so-called “m e-too” drugs and

are  no t au tom atically  classified into 
Class I I I .

16 See note 4, supra.
17 Sec. 5 1 3 (c )(2 )(C ). C ongress en

acted th is  au tom atic  Class I I I  s ta tus 
for im plantab le devices because of th e  
considerable testim ony it received con
cern ing death or in jury  associated 
w ith th e  use of im plants. H . R. Rep. 
No. 94-853, 94th C ongress, 2nd Ses
sion 37 (1976).
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A n application for p rem ark et approval m ust c o n ta in :
(1) full reports  of all in form ation on investigations know n 

o r which should reasonably  be know n to  th e  applicant to  de ter
m ine th e  safe ty  and effectiveness of th e  dev ice ;

(2) a s ta tem en t of th e  com ponents, ingred ien ts and p roper
ties and of the  prino ip le(s) of operation  of the  dev ice ;

(3) a descrip tion of m anu fac tu ring  m ethods, facilities and 
co n tro ls ;

(4 ) information showing compliance with a performance standard 
which w ould be applicable if the  device w ere a Class II  device;

(5) sam ples of th e  device, if p rac tic ab le ; and
(6) specim ens of proposed labeling .18

T he  F D A  m ust act on th e  application w ith in  180 days a fte r filing, 
unless the applicant and the Agency agree on a greater period of time.19

Testing of Effectiveness
T he  m ost significant feature  in the  p rem arket clearance proce

dure  for Class I I I  m edical devices, as well as th e  m ost significant 
dep artu re  from  th e  law  govern ing  p rem ark et clearance for new drugs, 
is th e  requ irem en t in Section 515 on te s tin g  of effectiveness. Efficacy 
te s ts  sub m itted  in an application for p rem arket approval of a device 
m u st show  th a t  th ere  is a “reasonable assurance th a t such device is 
effective” un der the  conditions of use prescribed, recom m ended or sug
gested  in its labeling .20 W hile th e  leg islation contains a general rule 
th a t effectiveness m ust be established by w ell-controlled investigations, 
includ ing  clinical investigations “w here app ropria te ,” C ongress ex
plicitly  spelled ou t its in ten tio n  th a t th e  F D A  accept m eaningful data 
developed un der less rigorous m ethodology th an  th e  adequate and 
well-controlled clinical investigations required for approval of an N D A.21 
Such less rigorous m ethodology for devices is au thorized  in instances 
in  which w ell-docum ented case h istories th a t establish effectiveness

18 Sec. 515 (c)(1).
19 T h is  is :a requ irem en t th a t Con

gress specifically intends be observed 
by the F D A , unlike th e  presen t p rac
tice rega rd ing  new  drugs w hereby the
A gency’s review  of an application of
ten  takes several years. H . R. Rep. 
No. 94-853, 94th C ongress, 2nd Ses
sion 32 (1976).

80 Secs. 5 1 3 (a )(1 )(C ) and 515(d )(2) 
( B ) .

21 Sec. 5 1 3 (a )(1 )(C ). H . R. Rep. No. 
94-853, 94th Congress, 2nd' Session, 17 
(1976). I t  should be noted that, as 
with the provisions of the A ct govern
ing new drugs, the legislation does 
no t require safety to be proved by 
adequate and w ell-controlled clinical 
investigations.
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assure p ro tection  of th e  public health  or in instances in w hich well- 
controlled investigations w ould p resen t undue risks to  pa tien ts .22 
Congress adopted  th is  stan dard  in recognition of the fact th a t devices 
vary  w idely in type, m ode of operation  and in the  scope of testing  
and experience th ey  have undergone.23

T he less s tr in g en t te s tin g  requ irem en t for devices will m ean th a t 
it  iis possible for th e  m anufactu rer of a Class I I I  device to estab lish  
th e  effectiveness of his p roduct in less tim e and a t less expense than  
is involved in the  te s tin g  of new drugs. A lthough  th e  F D A  is certa in  
to exam ine w ith  g rea t care case h istories and o ther re levan t efficacy 
da ta  subm itted  in an  application for p rem arket approval, it appears 
th a t  if these  da ta  and  th e  safe ty  data  are sound, the  product should 
receive re la tively  expeditious clearance for m arketing. In  addition  to  
aid ing clearance of Class I I I  devices a lready on the m arket, the 
broader efficacy te s tin g  s tan dard  should also foster the developm ent 
of new  m edical devices.

Application for Premarket Approval
A  new  device—th a t is, one no t on th e  m arket as of the  enact

m ent date  of the  leg islation— m ust receive approval of an application 
before it can be d istribu ted  com m ercially. A device on th e  m arket 
before enactm ent which is classified in to Class I I I  has a 30-month 
period from  th e  date it is so classified d u ring  which its m anufactu rer 
has the  o p po rtun ity  to  develop data  and file an application for p re
m ark e t approval.24 U n til the  F D A  acts on the application, such an 
“o ld” Class I I I  device is sub ject to  the  general controls applicable 
to  all devices. F o r each “o ld” device requ iring  an approved applica
tion  for p rem arket approval, th e  F D A  m ust publish, in addition to 
the  regula tion  classify ing the  device into Class I I I , a separate  reg 
ula tion  s ta tin g  th a t the  p rod uct requires such approval.25 A m anu
fac tu rer m ust file his application for p rem arket approval w ith in  90

22 H . R. Rep. No. 94-853, 94th 'Con
gress, 2nd Session 17 (1976).

23 Id.
24 H. R. Rep. No. 94-853, 94th Con

gress, 2nd Session 42 (1976). T his is 
the only “g ran d fa th er” provision of
the legislation and, unlike the g rand 
father clauses applicable to new drugs, 
does not afford a com plete exem ption 
from  prem arket application require
m ents.

2° As with regula tions for p e rfo r
m ance standards, such a regulation  
m ust afford an affected m anufactu rer 
the opportun ity  to  petition for reclas
sification of his product. Sec. 515(b) 
(2 )(B ) . M anufacturers of new devices 
automatically receiving Class I I I  status 
m ay petition for reclassification sun 
spnnte. Sec. 513(f)(2).
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days of the  publication  of th is  regulation  or w ith in  the  aforem entioned 
30 m onths from  th e  date of classification, w hichever is la te r.26

T he leg islation also contains a section govern ing  th e  w ithdraw al 
of approval of an application for p rem ark et approval, sim ilar to  th a t 
in ex isting  law  on w ithdraw al of approval of an N D A .27 T he p rin 
cipal g round for w ith draw in g  approval is th e  availab ility  of new 
inform ation w hich creates, in the  F D A ’s view, a  lack of reasonable 
assurance th a t the  device covered by the  application is safe o r effec
tive. Such new  inform ation m ay be based on a re-evaluation of data 
th a t enables experts to  identify  a problem  w ith  a p roduct th a t pre
viously had no t been know n to  exist.28 T he affected m anufacturer 
has th e  o p po rtun ity  to  con test the  proposed w ithdraw al.

Investigational Use Exemption
As in th e  ex isting  law  for drugs, the  new  legislation provides 

th a t Class I I I  medical devices m ay receive an exem ption from  the  
requirem ent of an approved p rem arket approval application w hich 
will allow lim ited d istribu tion  of the  device for the  purpose of de
veloping investigational data. U nder new Section 520(g) of th e  Act, 
th e  F D A  is authorized to  prom ulgate  regu la tions specifying the  
procedures and conditions under w hich devices will receive such an 
exem ption. In  m any cases, the  investigational use exem ption will be 
th e  w ay in w hich a m anufac tu rer will develop th e  data  subm itted  
in his application for p rem arket approval.

A kin to th is  procedure is a novel provision of the  new  law 
w hereby th e  investigation  of a Class I I I  device and the developm ent 
of data  necessary for its approval are m erged in to a single m echanism  
called a  “p rod uc t developm ent pro toco l” (P D P ) .29 U nder th is  m echa
nism, a m anufac tu rer will subm it a P D P  to th e  F D A  con tain ing  a 
description of the  preclinical or clinical tria ls  to  be conducted on 
the  device involved. If the F D A  approves th e  protocol, the  nex t step  
is for the m anufacturer to subm it a notice of com pletion of th e  
protocol con tain ing  the  resu lts  of the  te s ts  conducted. A pproval of 
the notice of com pletion has the sam e effect as approval of an ap
plication for p rem arket approval.

T he investigational use exem ption and the  P D P  are m ethods 
in tended by Congress to encourage the  discovery and the develop

26 H . R. Rep. No. 94-853, 94th Con- 28 H . R. Rep. No. 94-853. 94th Con- 
gress. 2nd Session 42 (1976). gress, 2nd Session 32 (1976).

27 Sec. 515(e). 20 Sec. 515(f).
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m ent of new  devices under th e  regu la to ry  controls of the leg islation.30 
T hey  undoub ted ly  will receive frequent use by bo th  m anufacturers 
and scientific investigators.

Judicial Review
T he new  leg islation contains a specific provision au tho riz ing  

review  by th e  U. S. C ourt of A ppeals for the circuit w herein a m anu
fac tu re r resides or has his principal place of business, or by the  
C ourt of A ppeals for the  D istric t of Colum bia, of any F D A  regu la
tion  concern ing classification of a device, p rom ulgation  of a per
form ance stan dard , requ irem ent of an application for p rem arket ap
proval or w ithdraw al of approval of an application for p rem arket 
approval.31 T he stan dard  for judicial review  is th a t the F D A ’s reg 
ulation  m ust be supported  by  “substan tia l evidence on the  record 
taken  as a w hole.” T he  record will include the  recom m endations of 
the  expert adv isory  panel involved as well as the com m ents of in 
te rested  persons. A m anufac tu rer m ay ob tain  a stay  of effectiveness 
of th e  regula tion  un til the  cou rt ru les on the valid ity  of the  regulation.

T his outline of th e  provisions of the  new  device law  governing 
prem arket clearance should provide m anufacturers w ith a basic view  
of th e  legal requ irem en ts ahead for th e  continued m ark etin g  of th e ir 
products. T he F D A ’s fu tu re  actions in im plem enting the  legislation 
will provide additions, in terp re ta tion s and refinem ents respecting  
these regu la to ry  controls th a t will be essential know ledge for the 
device m anufacturer. T h e  in du stry  is urged to  becom e fam iliar w ith 
these basic prov isions and to  follow closely the  practical developm ent 
of th e  new  law. [The End]

30 H . R. Rep. No. 94-853, 94th Con- 31 Sec. 517.
gress, 2nd Session 32, 42 (1976).
T H E  N E W  M EDICAL DEVICE LAW PAGE 3 2 3



The Philosophy of Enforcement
By SAM D. FINE

Mr. Fine Is Associate Commissioner for Compliance in the Food 
and Drug Administration.

W H E N  I JO IN E D  T H E  F O O D  A N D  D R U G  A D M IN IS T R A 
T IO N  (F D A ) in 1939, I realized I had becom e a  m em ber of 

a consum er p ro tection  agency. As p a r t of m y indoctrination , I w as 
directed to  read th e  follow ing b o o k s :

(1) “T h e  Ju n g le” by U p ton  S inclair;
(2) “T he A m erican Cham ber of H o rro rs” by  R u th  de F o res t 

L a m b ; and
(3) “ 100,000,000 Guinea P ig s” by  K alle t and  Schlink.

I w as im pressed by  the  facts reported  by  those early  consum er ad
vocates, and becam e convinced in m y first year of service of the  
need for a s tro n g  F D A  enforcem ent policy. T h a t year form ed the  
basis for m y philosophy of enforcem ent, which has been evolving 
ever since.

In  m y first tw o years, I took p a rt in a nationw ide recall of a 
d rug  to  the m edicine cabinet level in o rder to  p reven t fu rth er loss 
of life from  a serious m anufac tu ring  erro r by  a m ajor d rug  firm. 
I also learned by  perform ing  th a t inspection-type w ork th a t profes
sionally tra ined  individuals w ould lie to a governm ent inspector if 
it m ight serve th e ir  purpose. I have never forgo tten  th a t experience, 
for it m eant redoing an investigation  in sou thw estern  Iowa.

M y first exercise of judgm en t in recom m ending prosecution came 
in 1948, w hile I w as still a bench chem ist in the F D A ’s C incinnati 
D istrict L aboratory . F o r train ing purposes, the  D istric t Chief had 
me partic ipate  in Section 305 hearings and prepare Sum m aries and 
R ecom m endations. T he  tra in in g  w as invaluable, for w hen I becam e 
Chief Chem ist in the  D enver D istric t in 1950, I soon found m yself 
ho ld ing  about 90 percen t of the Section 305 hearings.
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T oday  I find m yself som etim es described as the  F D A ’s “Chief 
Cop.” T he title  brings to  m ind a line from  a G ilbert and Sullivan 
operetta— “A policem an’s lo t is no t a happy  one.” L et me assure 
you th a t since Dr. E dw ards asked me to  becom e the  A ssociate Com
m issioner for Com pliance in D ecem ber of 1969, I have discussed 
m any tim es w ith  three C om m issioners and three Chief Counsels the  
appropriateness of various kinds of enforcem ent actions necessary 
to  p ro tec t consum ers.

All of you are aware th a t th e  F D A , of necessity, m ust depend 
upon th e  entire  regula ted  in d u stry  for a g rea t am ount of self-reg
ulation. W ith  its limited resources, th e  A gency can never hope to 
m onito r com pletely the  m assive in du stries  sub ject to  its legislative 
m andates. Effective regula tion  is an im possibility w ithou t the  w illing
ness and the ability  of the vast m ajo rity  of the  regula ted  to  com ply 
w ith the  various law s enforced.

Enforcement by Self-Regulation
Can all of th e  F D A ’s enforcem ent be by  self-regulation? I be

lieve we can all agree th a t the  answ er is no. There is a very  real 
need for all of th e  legal sanctions set forth  in th e  F ederal Food, 
D ru g  and Cosm etic Act. Seizures w ere recognized as essential w hen 
the  D epartm ent of A g ricu ltu re  s ta rted  enforcem ent of the 1906 Food 
and D ru g  Act, T he first Chief Inspector, W a lte r  G. Cam pbell, an
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pliance, we prosecuted. Tw o of the  responsible individuals received 
30-day jail sentences, to be served. The effect on the  re st of the  T exas 
pecan shellers w as dram atic. I t  w as b rou gh t hom e to me m ost vividly 
w hen the p residen t of an E l Paso firm cam e to  see me in D allas 
and sta ted , “Tell me w hat I have to do, Mr. F ine— I don’t w an t to  
go to  ja il.” O ur senior m icrobiologist joined the conference and we 
m ade a series of suggestions to the  v isitor, w hich he prom ptly  carried 
out. H av in g  the  a tten tion  of th e  pecan-shelling in d u stry  in th e  S ou th 
w est, w e proceeded to hold a  w orkshop in M uskogee, O klahom a, in 
cooperation w ith  a local firm and S ta te  and local officials. T he firm 
in M uskogee became an early  en tran t into w hat is now called ou r 
C ooperative Q uality  A ssurance P rogram . To the best of m y know l
edge, the pecan-shelling indu stry  in the  S ou thw est today  is a far 
be tte r in du stry  as a resu lt of th e  judicious use of both crim inal 
prosecu tion  and an educational program .

H ow  are decisions m ade to prosecu te? T he process involves 
several stages of review, each of which serves as a check to assu re  
th a t existing  policy guidelines, requ iring  fair, im partial and uniform  
trea tm en t, are followed. There is a grow ing  consensus as to the  
criteria for prosecution am ong the  individuals responsible for review.

Prosecution Recommendations
V irtu a lly  all prosecu tion  recom m endations are initiated by D is

tr ic t m anagers, follow ing a hearing. T he initial step is the decision 
to issue a N otice of H earin g  under Section 305. Such a decision is 
carefully  and deliberate ly  arrived a t because we no longer use— and 
have no t used for th e  last eight to  ten  years— such notices for the 
purpose of w arning, as was done earlier. W hen  th e  decision is m ade 
to issue a N otice of H earing , we have decided th a t prosecu tion  is 
probably  in order. W e have delegated to  ou r field m anagers direct 
reference au th o rity  to issue such notices for a to ta l of 88 specific 
type violations. S ixty-one involve food adu ltera tion , such as insect 
and roden t filth in spices, decom position in fish and shellfish, pesti
cide residues in raw  agricu ltu ra l com m odities, etc. D irect reference 
au th o rity  on drugs includes potency violations, ste rility  violations, 
con ten t un iform ity  v iolations and tab le t d isintegration violations. 
W hile there is no requ irem en t th a t the  firm and individuals respond 
to  the  N otice of H earing , in m y view, failure to answ er the  charges 
is a grave erro r. T his represents the last good chance for th e  p ro 
spective defendants to  forestall prosecution.
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O nce th e  decision to prosecu te has been reached by the D istric t 
Office, and  has received th e  concurrence of the  R egional Food and 
D ru g  D irector, th e  R ecord of H earin g  is sen t forw ard as p a r t of the 
Sum m ary  and R ecom m endation package for head qu arte rs’ review. 
The proposed case also contains an explanation o f th e  kind and the  
significance of th e  v iolations encountered, th e  nam es of individuals 
a n d /o r  firm s deem ed to be responsible for the  violations, and any 
o th e r p ertin en t facts, to g e th er w ith  a detailed s ta tem en t ou tlin ing  
w hy p rosecu tion  is considered appropriate . T his package is usually  
referred  to  one of th e  bureaus (fo r exam ple, Foods, D rugs, Devices, 
etc.) for in itia l review. A fter approval at the bureau  level, it is then  
forwarded to my Regulatory Management Staff for additional review. 
Review s a t these  tw o levels are designed to ensure th a t :

(1) the agreed upon criteria  for prosecution are m et;
(2) th e re  is uniform  application of the criteria  th ro u g h o u t 

the ten  regions of the  n a t io n ;
(3) all cases are prepared  as precisely and accurate ly  as 

possible to  w ith stand  careful legal review, first ¡in th e  office of 
our Chief Counsel and la te r by the  appropriate  offices of the  
D ep artm en t of Justice.

Final Review
If prosecu tion  is still considered appropriate , the  recom m enda

tion  is forw arded to  our Chief Counsel for a final review  before 
tran sm itta l to  the  D ep artm ent of Justice. T he review  by th e  Chief 
Counsel c o v e rs :

(1) legal sufficiency;
(2) co n sis ten cy ;
(3) “w innability .”

There is only one type of case where recom m endations for 
p rosecu tion  m ay be forw arded by  the R egional Food and D ru g  
D irec to r d irectly  to  the  R eg u la to ry  M anagem ent S taff w ith ou t going 
th ro ug h  prelim inary  review  by  the  cognizant bureau. I t  involves 
san ita ry  conditions in food w arehouses. D irect referral in th is  type 
of case requires th a t  all of th e  follow ing conditions are m et:
“ 1. T he inspection or inspections on which the  prosecution is based shows sub

stantial insect, roden t or bird infestation of the w arehouse or storage area
and
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2. Sam ples of lots from  at least two different in te rsta te  shippers are found to  
contain insects, bird excreta, rodent gnawed food, rodent excreta, or rodent 
urine in the food itself. T h is  does no t m ean one insect infested lot and 
one rodent infested lot. If the area is rodent infested there must lie two rodent 
infested lo ts; if b ird  infested, tw o bird infested lo ts; or if insect infested, 
two insect infested lots. On insect infested lots, there must be insects of the 
sam e species in both lots

and
3. A t least one responsible individual is included in the prosecution

and
4. T here  is substantial evidence to  show tha t all individuals included in the 

prosecution have authority to correct the violative conditions found
and

5. T here is a background show ing w arn ing by letter, citation, or prosecution 
of the firm and all individuals included in the prosecution for similar insanitary 
conditions, which w arn ing  issued p rior to  the inspection or inspections on 
which the prosecution is based.”

Interrelating Factors
In deciding w hether to recommend prosecu tion  in particu lar cases, 

we consider several in te rre la tin g  factors, includ ing :
(1) th e  seriousness of the  v io la tion ;
(2) evidence of know ledge or in te n t;
(3) the  probability  of effecting fu tu re  com pliance by the 

firm in question as well as o thers sim ilarly  s ituated  as a resu lt 
of the p resen t a c tio n ;

(4) th e  resources available to conduct investigations neces
sary  to consum m ate the case successfully ; and (underly ing  all 
of these)

(5) the  extent to  which the action will benefit consum ers in 
te rm s of p reven ting  recurrences of the violation th ro u g h o u t the  
industry .
W e have not found it possible to  assign fixed w eigh ts to  these 

factors or to establish a form ula for decision th a t  will au tom atically  
produce a decision in each and every case. T he A gency relies on the  
collective ju dg m en t of its regional and headquarters m anagers— and 
th e ir cadre of com pliance officers— to assure th a t these  criteria, which 
are no t quantifiable or precise, are assessed accurately.

T here  are, how ever, certain  general guidelines which are ob
served by all persons involved in th e  prosecution process. These guide
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lines are no t used as a su b stitu te  for judgm en t on the  p a rt of in
dividual decision-m akers, b u t they  do channel decision-m aking to  
assure useful, uniform  and fair practices.

O ne of the first factors to be considered in deciding w hether to 
in itia te  or to forw ard  a prosecu tion  action is the  inspectional an d /o r  
analytical evidence th a t substan tia l v iolations of th e  A ct have oc
curred. The Agency makes frequent use of its authority under the Act 
to  deal w ith m inor violations w ith ou t u tiliz ing  the sanctions of 
seizure or injunction, much less prosecution. One feature of the F D A ’s 
prosecu tion  review  m echanism  is to assure th a t the A gency does not 
bring criminal actions on technical violations when such violations can 
be corrected by less s trin g en t m eans.

Documentation
A second consideration involves docum entation th a t the  indi

viduals an d /o r firms charged were, in fact, responsible for the alleged 
violation. T he general A gency postu re  is to  consider th a t individuals 
acting  for and w ith in the corporation  are responsible for violations of 
the law, rather than to consider the corporation as acting alone. There
fore, as a rule, the FD A  does not recommend criminal prosecution 
against a corporation  w ithou t including charges against responsible 
individuals as well.

T he law  allow s th e  F D A  to charge individuals who have no 
knoivledge of a violation, if they hold a responsible position and, by 
v irtue  of the  position held, should have known of the  violative condi
tion. W e believe this is a reasonable position and the Supreme Court 
has so held. W e insist, how ever, th a t our prosecu tion  recom m enda
tions include a factual record which demonstrates that every individual 
charged e ither knew  or should have know n of th e  violative condi
tions set forth, and was in a position to do something about those condi
tions b u t failed to  do so. In  m ost cases, we have evidence th a t actual 
know ledge does exist on the p a rt of the  nam ed individuals.

In  considering whether or not prosecution action should be for
w arded to the  next review ing au tho rity , and even tually  to  a U nited  
States Attorney, one o r more of the following general conditions must 
exist. In  m ost cases, m ore th an  one of the  conditions does exist.

( 1 ) The violations ordinarily are shown to be of a continuing nature ; 
th a t is, previous inspections or docum ented ¡incidents indicate m an
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agement of the firm is aware of the problem and has failed to  take 
steps to  correct th e  violations. T his s ituation  requires a show ing 
of aw areness.

An example of such a situation is an actual case in which insects 
w ere found in a firm ’s processing equipm ent du ring  tw o consecutive 
FD A  inspections. A  regulatory letter was issued following the first 
inspection, and a N otice of H earin g  under Section 305 was issued 
after the second. D uring the hearing, the responsible officials promised 
im m ediate correction and reported  th a t  th ey  th o u g h t th a t the  neces
sary improvements had been made prior to that second inspection. Be
cause the violation w as not obvious and m anagem ent appeared to 
have a positive attitude, a third inspection was made two weeks follow
ing the hearing. W hen insects w ere found once again, th e  F D A  
brought a criminal action. The firm was fined a total of $2,500 after 
pleading gu ilty  to five counts, and the responsible individuals w ere 
fined $500 each after nolo contendere pleas to  one count.

Gross Violation
(2) T he violation is so gross th a t any  reasonable person w ould 

conclude management must have known of the conditions. Examples in
clude a heavily insect- or rodent-infested warehouse or au obvious fraud.

A case which w as b rou gh t follow ing a single inspection by the 
FD A  involved a heavy mouse infestation at a food salvage operation. 
H undreds of live and dead mice were observed th ro u g h o u t both the  
retail and the storage areas. Nests containing live baby mice were found 
in food containers both in the  w holesale and the  retail areas. L ive 
mice were observed and photographed running on overhead pipes, in and 
th rough  food containers, etc. Spilled foods and filth up  to  one-half 
inch thick were noted on some floors, and the odor in one area was 
very  offensive. M ouse excreta  pellets far too num erous to  count 
were seen both on foods and in the environment. Seizures of the foods 
were m ade bo th  at the m ain sto rage facility and a t a retail sto re 
after management failed to hold and recondition them properly. The 
prosecution resu lted  in the corporation being  fined a to ta l of $1,000 
on tw o counts and the individual being fined $800 on one count and 
being  placed on probation  for tw o years.

(3) T he violations are such th a t it is obvious th a t norm al 
attention by management could have prevented th em ; for example, those 
situations w here violations develop because m anagem ent delegates
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authority and does not exercise normal care. This situation may be 
demonstrated by either or both of the examples previously given. 
An obvious violation could be one which was brought to management’s 
attention by the FDA or one which was so gross that any reason
able person would have known about the violation. Many FDA crim
inal cases have charged top level managers who, although they have 
delegated varying amounts of authority to others, should have been 
aware of the violations. The Park decision by the Supreme Court 
speaks to these circumstances.

Life-Threatening Violations
(4) The violations are such that they are life-threatening or 

injuries have occurred; for example, botulism in improperly prepared 
products or serious drug mix-ups.

One such case developed after two FDA District Offices began 
receiving complaints that a canned food was causing illnesses. In a 
one-week period, over 200 food poisonings were reported. The in
spection of the processor revealed that it had inadequate controls and 
that it had failed to remove a natural poison from the raw product. 
The offending lots were removed from commerce by a recall. The firm 
and responsible officials were subsequently charged—in a criminal 
case—with the distribution of an article which contained a poisonous 
or deleterious substance and which was unfit for food. Following 
guilty pleas, the corporation and responsible individuals were fined a 
total of $4,000 and the individuals were placed on probation.

(5) The violations are deliberate attem pts to circumvent the law; 
for instance, submission of false data, falsification of records, or 
deliberate short weight or subpotency.

An example of this condition is a prosecution for the substitu
tion of a cheaper ingredient for an expensive drug ingredient. The 
scheme inflated the dollar value of the finished product 60 times. 
Although the normal analytical method did not differentiate between 
the two ingredients, the effectiveness of the life-saving drug com
ponent was reduced or eliminated by the substitution. In the resulting 
criminal prosecution, which charged intent to defraud or mislead, the 
corporation was fined $10,000 and the responsible individual was fined 
$10,000 and placed on probation for two years.
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W hat this means is that continuation or repetition of viola
tions over a period of time, or a single gross or deliberate violation, 
generally will trigger consideration for prosecution.

Recalls, seizures and injunctions are usually the alternatives 
of choice when we are seeking immediate corrective action of serious 
violations. W e are using both recalls and injunctions far more today 
than in the past. Multiple sanctions are indicated in some instances. 
Examples that come to mind are multiple seizures, followed by 
prosecution. Some injunction actions have included provisions for recall 
of violative products. As a consumer protection agency, we believe 
that we must prevent the distribution of defective products, if at all 
possible. If such products have been distributed, we must remove 
them from consumer channels in as expeditious a manner as possible. 
To accomplish this mission, we will utilize all of the measures pro
vided by the legislation we enforce. [The End]

THE FDA SETS FORTH PROCEDURES FOR IMPLEMENTING 
NEW MEDICAL DEVICE LAW

T h e  p r o c e d u r e s  w h ic h  th e  F o o d  a n d  D r u g  A d m i n i s t r a t i o n  ( F D A )  
a n d  i t s  B u r e a u  o f  M e d ic a l  D e v ic e s  a n d  D ia g n o s t i c  P r o d u c t s  w il l  f o l 
lo w  in  i m p le m e n t in g  t h 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 ( P u b l i c  
L a w  9 4 -2 9 5 ) a r e  d is c u s s e d  in  a n  A g e n c y  n o t i c e  d a te d  M a y  28, th e  
d a te  o f  th e  l e g i s l a t i o n ’s e n a c tm e n t .  M o s t  p r o v i s io n s  o f  th e  n e w  la w  
b e c o m e  e f f e c t iv e  u p o n  e n a c tm e n t ,  a l th o u g h  m a n y  o f  th e s e  w il l  n o t  
b e c o m e  e n f o r c e a b l e  r e g u l a t o r y  r e q u i r e m e n t s  u n t i l  r e g u l a t i o n s  p r o m u l 
g a te d  b y  t h e  F D A  t a k e  e f fe c t .  T h e  F D A  s a id  n o t i c e s  a n d  p r o p o s a l s  
w il l  b e  p u b l i s h e d  c o n c e r n in g  im p le m e n ta t i o n  o f  th e  d e v ic e  a m e n d 
m e n ts .  T h e y  w il l  s e t  f o r t h  th e  r e q u i r e m e n t s  a p p l ic a b le  t o  d e v ic e  
e s t a b l i s h m e n t  a n d  p r o d u c t  r e g i s t r a t i o n ,  n e w  p r o d u c t  n o t i f i c a t io n ,  p r e 
m a r k e t  a p p r o v a l ,  d e f e c t  r e p o r t i n g  a n d  o t h e r  r e c o r d  k e e p i n g / r e p o r t i n g  
r e q u i r e m e n t s ,  c l a s s i f ic a t io n ,  p e r f o r m a n c e  s t a n d a r d s  a n d  e x e m p t io n s  f o r  
in v e s t i g a t i o n a l  u s e .

T h e  r e q u i r e m e n t s  im p o s e d  d i r e c t l y  b y  th e  a m e n d m e n ts ,  w h ic h  
w il l  b e  f u r t h e r  d e f in e d  b y  f u tu r e  n o t ic e s  a n d  p r o p o s e d  r e g u la t io n s ,  
in c lu d e  t h e  d u t y  to :  (1 )  n o t i f y  th e  F D A  90 d a y s  p r i o r  to  i n t r o d u c t i o n  
in to  i n t e r s t a t e  c o m m e r c e  o f  a  d e v ic e  f o r  h u m a n  u s e :  (2 )  s u b m i t  a n  
a p p l i c a t io n  fo r  p r e m a r k e t  a p p r o v a l  f o r  a n y  d e v ic e  ( o t h e r  th a n  th o s e  
c o v e r e d  b y  g e n e r a l  c o n t r o l s  o r  p e r f o r m a n c e  s t a n d a r d s )  m a r k e te d  
a f t e r  e n a c tm e n t  o f  t h e  a m e n d m e n t s  t h a t  is  n o t  s u b s t a n t i a l l y  e q u iv a le n t  
t o  a  d e v ic e  in  c o m m e r c i a l  d i s t r i b u t i o n  p r io r  to  e n a c tm e n t ;  (3 )  c o m p ly  
w i th  s p e c ia l  t r a n s i t i o n a l  p r o v i s io n s  a p p l ic a b le  to  p r o d u c t s  f o r m e r ly  
c o n s id e r e d  d r u g s  t h a t  a r e  n o w  c la s s i f ie d  a s  d e v ic e s ;  (4 )  c o m p ly  w ith  
t h e  n e w  d i s c lo s u r e  r e q u i r e m e n t s  f o r  a d v e r t i s i n g  r e s t r i c t e d 1 d e v ic e s ;  a n d  
(5 )  p e r m i t  F D A  r e p r e s e n t a t i v e s  to  i n s p e c t  r e c o r d s  c o n c e r n in g  r e 
s t r i c t e d  d e v ic e s .

C C H  F ood D rug Cosmetic L aw R eporter, 41.649
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The Role of
the Department of Justice 
in Enforcing the Federal 

Food, Drug and Cosmetic Act
By CHARLES R. McCONACHIE

Mr. McConachie Is Acting Chief of the Consumer Affairs Section 
of the Antitrust Division in the Department of Justice.

IT IS MY PLEA SU R E to discuss the D epartm ent of Justice’s func
tion in the government’s enforcement of the Federal Food, Drug 

and Cosmetic Act.
Congress has charged the Food and Drug Administration (FDA) 

to protect the public health and safety by keeping interstate commerce 
free from specified adulterated and misbranded articles subject to 
regulation under the Act.1 To meet these responsibilities, the Act pro
vides for several methods to effectuate compliance with its provisions. 
Because the responsibilities of the Department of Justice are limited to 
enforcement activities under the Federal Food, D rug and Cosmetic 
Act involving litigation in federal courts, my remarks will not encompass 
two very important enforcement tools, written warnings2 and publicity.3

Simply put, the function of the Departm ent of Justice in enforc
ing the Federal Food, Drug and Cosmetic Act is to review recom
mendations of the FDA and, where appropriate, institute civil sei
zures,4 bring actions for injunctive relief5 or institute criminal actions

1 U. S . V .  Sullivan. 3 32  U . S . 6 89  3 21 U . S . C . 375.
( 1 9 4 8 ) ;  U. S . v. Lexington Mills, 2 32  ‘ 21 U . S . C . 334.
U . S . 3 99  (1 9 1 4 ) .  5 21 U . S . C . 332 .

3 21 U . S . C . 336 .
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for apparent violations of the Act.6 Thus, the balance of my remarks 
will be in this area.

W hile perhaps elementary, it should be noted that the D epart
ment of Justice is a law enforcement agency with a statutory basis for 
the responsibilities it has in conducting litigation to enforce the Food, 
Drug, and Cosmetic Act.7 In this same context, the Department of 
Justice also functions as trial counsel to the FDA in what may be 
termed defensive-enforcement litigation, situations where the Agency is 
sued to preclude some enforcement activity8 or where a petition for 
judicial review is filed following final Agency action in connection with 
its enforcement efforts.9

W ithin the D epartm ent of Justice, these litigation responsibilities 
are borne in the main by the various United States Attorneys and the 
Consumer Affairs Section of the A ntitrust Division. The primary 
responsibility for litigation rests in the more than 90 United States A t
torneys’ offices located wherever United States District Courts are 
situated. The Consumer Affairs Section performs three functions in the 
enforcement process: (1) secondary litigation responsibilities: (2) 
supervision of litigation being conducted or contemplated; and (3) co
ordination and communications between the FDA and the Department 
of Justice.

Enforcement Action
In almost every instance resulting in an enforcement action in 

a federal court, the FDA has conducted an investigation in the field and 
ultimately recommended prosecution.

Typically, the appropriate United States Attorney and the Con
sumer Affairs Section review the proposed action to determine that 
prosecution is appropriate. This exercise of prosecutorial discretion 
is designed to ensure, as is usually the case, that a case can be made in 
court, that the relief sought is appropriate and timely and that, in 
criminal prosecution recommendations, the proposed defendant or de
fendants are, under the circumstances, proper.

As I believe is true with the FDA. the Department of Justice 
is of the strong view that, in criminal prosecutions, the responsible

” 21 U . S . C . 333 . F e b . 6, 1 97 6). a o D e a l  d o c k e te d ,  N o .
7 S e e  28 U . S . C . 516. 519. 7 6 -1 1 2 0  ( C A  D o f C ) .
8 F o r  e x a m p le ,  Certified Color Maim- 8 21 U . S . C . 3 4 6 a , 3 4 8 ( g ) ,  3 5 5 ( h ) ,  

facturcrs Assn, et al. v. M athews et al„ 3 5 0 b (b ) , 371.
C iv il  A c t io n  N o . 7 6 -1 5 3 , ( D C  D o f C
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individual or individuals should be charged together with the in
evitable corporation.10 Simply stated, our continuing view is that, re
garding regulatory statutes, such as the Federal Food, D rug and 
Cosmetic Act, corporations do not violate the law in a vacuum. There is 
a responsible individual who, in most instances, should be prosecuted.

In the context of civil enforcement litigation, the bulk of civil 
seizure litigation recommended by the FDA is carried on by Assistant 
United States Attorneys. Because timing in these seizure actions can 
be so important, the better practice is for the appropriate United States 
A ttorney to file the seizure complaint quickly and seek the arrest of 
the goods in section before shipment or consumption.

Expeditious Handling
As is true in all litigation arising under the Federal Food, Drug 

and Cosmetic Act, occasions often do arise when, because of a heavy 
caseload or other reason, the United States A ttorney in whose district 
an FDA case is pending requests the Consumer Affairs Section to take 
the prime responsibility for conduct of litigation. This is a typical 
function of most Justice Department offices, and it serves to ensure that 
necessary and proper enforcement litigation receives expeditious 
handling by the Department of Justice.

I should like to point out a t this point th a t attorneys from the 
Department of Justice act, as closely as possible, in partnership with 
attorneys from the FDA. Thus, in almost every instance, an attorney 
from the Department of Justice and an attorney from the Chief Counsel’s 
Office will prepare for and go to trial in partnership. In my view, it 
is a very sound procedure that results in the government’s case being 
prosecuted in the best possible way.

Another Justice Department function performed by the Consumer 
Affairs Section is the  handling, in a supervisory sense, of Form 900 
recommendations. Under Department of Justice regulations, no govern
ment attorney (United States A ttorney or Consumer Affairs Section 
attorney) is permitted to dismiss a criminal case without the prior ap
proval of the A ssistant A ttorney General of the A ntitrust Division. 
A Form 900 is nothing more than a paper vehicle by which the govern
ment attorney makes a request and, if acceptable, the Departm ent 
of Justice approves it. Part of the Form 900 process is obtaining, if 
possible, the views of the agency referring the prosecution, in this 
case, the FDA. This fact-finding procedure is performed by the Consumer

10 U. S. v. Park, 421 U . S . 6S8 (1 9 7 5 ).
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Affairs Section. W hile the final decision to dismiss remains with the 
Department of Justice, as does the decision on whether to prosecute, 
the views of the FD A  in food and drug criminal cases are always 
considered seriously and, where possible, adhered to.

As is true in any advocacy situation, there are instances, although 
decreasing in number in recent times, where the FDA disagrees with 
the decision of the Departm ent of Justice on a particular dismissal 
or prosecutorial decision. Because of the close working relationships be
tween the FDA and the Department of Justice, these situations, in 
our view, are not a threat to the fundamental process. Indeed, they are 
probably helpful to ensure a reasonable outcome to reach justice.

Plea Bargaining
Because the Department of Justice controls the dismissal of any 

criminal defendant sought by trial counsel, including attorneys in 
the Consumer Affairs Section, it quite naturally takes an active role in 
any plea bargaining which may occur in criminal cases. In such situa
tions, it is also the policy of the Department of Justice to obtain the views 
of the FDA prior to reaching any bargain with defense counsel.

Our experience has shown that the greater the communication be
tween the FD A  and the Department of Justice before and during 
the bargaining process, the less chance of error or some part of the 
government misspeaking through a lack of communication. In  this 
context, it is the view of the Department of Justice that a bargain where 
the corporate defendant agrees to plead guilty to a certain number 
of counts of the criminal information in return for the government’s 
dismissal of the individual defendants is not acceptable.

On the other side of the coin, there are any number of instances 
where private interests seek to affect FDA enforcement activities by 
suing the Agency—or, more specifically, its officials—for declaratory 
relief, review under the Administrative Procedure Act or for review 
in the courts of appeal where provided for in the Act.11 In these 
instances, the Department of Justice normally acts as trial counsel to the 
FDA defendants. In this context, the Departm ent solicits the views 
of the FDA on virtually every aspect of the case just as any one of you 
would with a corporate or individual client. Again the preparation, 
discovery and trial are handled in a sort of partnership between the 
D epartm ent of Justice attorneys and attorneys of the Chief Counsel’s 
Office. As with the other types of enforcement litigation, the coordination

11 S ee  N o te  8, supra.
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and blending of expertise has proven to be quite successful in the 
results achieved.

Appeals
The final FDA enforcement litigation I want to discuss briefly is 

appeals. As you know, one may appeal an adverse final judgment 
from a federal district court to a court of appeals, or appeal to a court 
of appeals final action taken by the FDA. For a number of years 
the Department of Justice and the FDA have worked very closely to
gether on all appellate cases arising under the Federal Food, Drug 
and Cosmetic Act. In most instances, once an appeal is docketed, an 
attorney in the Chief Counsel’s Office prepares a draft brief setting 
forth the position of the FDA in the particular case. This draft is re
viewed and edited by an attorney in the Consumer Affairs Section 
and the two attorneys spend whatever time is necessary polishing the 
brief until ultim ately the D epartm ent of Justice files the brief in 
preparation for argument.

In closing, I want to thank the Food and D rug Law Institu te 
for the opportunity to present this discussion on the Department of 
Justice’s role in enforcing the Federal Food, Drug and Cosmetic Act.

The better understanding you have of the enforcement process, the 
less chance the government will find it necessary to take action against 
you or your products for violations of the Federal Food, Drug and 
Cosmetic Act. [The End]

STANDARDS FOR DRESSINGS FOR FOOD REVISED
T h e  s t a n d a r d s  o f  i d e n t i t y  f o r  m a y o n n a i s e ,  F r e n c h  d r e s s i n g  a n d  

s a la d  d r e s s i n g  h a v e  b e e n  a m e n d e d  b y  th e  F o o d  a n d  D r u g  A d m i n i s t r a 
t i o n  ( F D A )  t o  r e q u i r e  la b e l  d e c la r a t i o n  o f  in g r e d i e n t s  a n d  to  a l lo w  
th e  u s e  o f  f u n c t i o n a l  c l a s s e s  o f  s a f e  a n d  s u i t a b le  in g r e d i e n t s  t h a t  w il l  
n e t  m o d i f y  th e  f u n d a m e n ta l  c h a r a c t e r i s t i c s  o f  t h e  fo o d s .  T h e  F D A  
r e je c te d  c o m m e n ts ,  s u b m i t t e d  in  r e s p o n s e  to  t h e  p r o p o s e d  a m e n d 
m e n t s ,  w h ic h  u r g e d  th e  A g e n c y  to  a m e n d  th e  s t a n d a r d s  t o  p e r m i t  
t h e  u s e  o f  a r t i f ic ia l  f la v o r s ,  to  p e r m i t  th e  n o n - s p e c i f ic  la b e l  d e c l a r a 
t i o n  o f  v e g e ta b le  o ils , a n d  to  p e r m i t  t h e  u s e  o f  a n y  s a fe  a n d  s u i t a b le  
t h i c k e n i n g  a g e n t .  T h e  r e v i s e d  s t a n d a r d s  a r e  e f f e c t iv e  a s  to  a l l  p ro d u c ts  
in i t i a l ly  in t r o d u c e d  in to  i n t e r s t a t e  c o m m e r c e  o n  o r  a f t e r  J a n u a r y  1, 
1978, b u t  c o m p l ia n c e  m a y  b e g in  J u l y  26, 1976.

CCH F ood Drug Cosmetic L aw Reporter, (f 41,643
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Enforcement Trends 
Under the Federal Food, Drug 

and Cosmetic Act—
A View from Outside

By JOEL E. HOFFMAN

Mr. Hoffman Is a Member of the Law Firm of W ald, Hark- 
rader & Ross.

TH E  R O LE O F A PR IV A T E  LA W Y ER in a symposium on 
enforcement trends is far from obvious. The private lawyer has ac
cess only to past trends, even though the audience would much 

rather hear about future trends.
The two are not unrelated, however. And the lessons of experi

ence have their value. Still worth heeding is the motto of a well- 
known former enforcement official: “W atch what we do and not 
what we say.’’ This, coupled with that other old motto, “The past is 
prologue,” will be the theme of the remarks which follow.

Quantitative Trends
The first job of any analyst of trends is to look at the numbers. 

Unfortunately, the available data base for enforcement activities 
of the Food and D rug Administration (FD A ) is too imprecisely 
broken down to permit findings of statistical significance.1 The num-

1 F o r  e x a m p le ,  m u l t i p l e  s e iz u r e s  o f  
a  s in g le  p r o d u c t  s h o u ld  n o t  b e  c o n 
s id e r e d  t h e  e q u iv a le n t  o f  a n  id e n t i c a l  
n u m b e r  o f  u n r e l a t e d  e n f o r c e m e n t  a c 
tio n s . M u lt i -d e fe n d a n t c r im in a l  p ro s e c u 
t i o n s  a r e  n o t  t h e  s a m e , fo r  a n a ly t i c a l  
p u r p o s e s ,  a s  s e p a r a t e  p r o s e c u t i o n s  o f

a n  e q u a l  n u m b e r  o f  d e f e n d a n t s  f o r  u n 
r e la te d  c r im e s .  M o r e o v e r ,  t h e  o n ly  
d a t a  a v a i la b l e  f r o m  th e  F D A  f o r  a l l  
h u t  t h e  m o s t  r e c e n t  y e a r s  a p p a r e n t l y  
in c lu d e  in  a c tio n s  “ in s t i tu te d ” o r  “ in i t i 
a te d ” a l l  a c t i o n s  r e c o m m e n d e d  b y  a  

(Continued on the following page.)
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bers do confirm, however, the impressions one would glean from 
the day-to-day practice of food and drug law.

Looking at the years since 1965,2 the number of enforcement ac
tions initiated each year rose steadily until 1968, when it dropped 
almost 50 percent and then fell another 40 percent in 1969.3 A new 
upward trend began in 1970 and continued until 1974, when the 
number of enforcement actions initiated fell almost 60 percent to 
approximately the present levels with only a modest increase in 1975.

One component of the 1974 cutback has been widely and candidly 
discussed—the moratorium on over-the-counter (OTC) drug enforce
ment pending completion of the OTC Review and the publication of 
monographs for broad classes of products.4 The numbers also show, 
however, that the number of food seizures in 1974 was only half 
that of the preceding three years and that the number in 1975—while 
rising—was still far below previous levels. An official explanation for 
this has yet to be forthcoming.

Perhaps the most striking statistic of all is the number of crimi
nal prosecutions in 1975 compared to previous years. In fiscal 1975, 
the year of Park,5 only 40 to 60 percent as many criminal prosecu
tions were initiated as in any of the preceding three years. The 1975 
figure is approximately the same as for each of the three years before
(Footnote 1 continued.) 
b u r e a u  w i th in  t h e  A g e n c y ,  w h e th e r  o r  
n o t  th e  a c t i o n  w a s  u l t i m a t e ly  f i le d  in  
c o u r t  o r  e v e n  a p p r o v e d  a t  t h e  h ig h e s t  
le v e ls  o f  t h e  F D A .  D e c l in a t io n s  b y  
t h e  D e p a r t m e n t  o f  J u s t i c e  to  file  a c 
t i o n s  - r e c o m m e n d e d  b y  th e  A g e n c y  a r e  
d is c u s s e d  o n  p a g e s  347— 3S0 infra.

2 S e e  T a b le  I  o n  p a g e  351.
3 T h e  s h a r p  d r o p - o f f  r e s u l t e d  in  la rg e  

p a r t  f r o m  th e  t r a n s f e r ,  d u r in g  1968, 
o f  c r im in a l  e n f o r c e m e n t  r e s p o n s ib i l i ty  
u n d e r  th e  D r u g  A b u s e  C o n t r o l  A m e n d 
m e n t s  ( s in c e  s u p e r s e d e d  b y  th e  C o n 
t r o l l e d  S u b s t a n c e s  A c t )  to  th e  B u re a u  
o f  N a r c o t i c s  a n d  D a n g e r o u s  D r u g s  in  
t h e  D e p a r t m e n t  o f  J u s t i c e .  B u t  T a b le  
I  a l s o  s h o w s  a  40 p e r c e n t  r e d u c t io n  
in  fo o d  s e iz u r e s  in  1968 c o m p a r e d  to  
p r e v io u s  c o n s i s t e n t  le v e ls ,  f o l lo w e d  b y  
a  f u r t h e r  40 p e r c e n t  r e d u c t i o n  in  1969 
w i th  n o  s u b s t a n t i a l  in c r e a s e  u n t i l  t h e

n u m b e r  a l m o s t  d o u b le d  in  1971. D r u g  
s e iz u r e s  s h o w e d  a  c o m p a r a b le  d e c l in e  
in  1968 a n d  1969, a n d  h a v e  n e v e r  s in c e  
r e a c h e d  th e  f o r m e r  le v e ls .  T h e  F D A  
A n n u a l  R e p o r t  f o r  1968 a t t r i b u t e s  
t h a t  y e a r ’s f a l l - o f f  to  “ g r e a t e r  e m p h a 
s is  o n  v o l u n t a r y  c o m p l ia n c e ,  c h a n g in g  
p r io r i t i e s ,  a n d  t h e  p o l ic y  o f  u s in g  c o u r t  
p r o c e d u r e  a s  a  l a s t  r e s o r t . ” D e p a r t 
m e n t  o f  H e a l t h ,  E d u c a t io n  a n d  W e l 
f a r e  1968 Annua! Report 318.

4 H .  R . R e p . N o . 9 4 -7 8 7 , 9 4 th  C o n 
g r e s s ,  2 n d  S e s s io n  9 (1 9 7 6 ) ; H e a r i n g s  
o n  th e  U s e  o f  A d v is o r y  C o m m i t t e e s  
b y  th e  F o o d  a n d  D r u g  A d m i n i s t r a t i o n  
B e f o r e  a  S u b c o m m . o f  t h e  H o u s e  
C o m m , o n  G o v e r n m e n t  O p e r a t i o n s ,  
P a r t  2, 9 4 th  C o n g r e s s ,  1 st S e s s io n  77 
(1 9 7 5 ) ( t e s t im o n y  o f  C h ie f  C o u n s e l  
H u t t ) .

5 United States v. Park, 421 U . S . 658 
(1 9 7 5 ) .
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that (1969—1971) .6 The number of criminal cases reported in the 
Weekly List as filed in court during calendar year 1975 was a mere 20, 
compared with 53 the previous year, the fall-off actually having be
gun in mid-1974 and accelerated in the first half of 1975. W hether 
the 1972— 1974 period was aberrationally high, or whether, in 1975, 
the FDA was simply awaiting reversal of the Court of Appeals 
decision in Park before resuming its effort, remains to be seen.
The Changing Role of the Section 305 Hearing

Another trend worth noting is the elimination of the Section 
305 citation hearing as an independent sanction.7 Until 1975, there 
were far more Section 305 hearings than criminal prosecutions.8 It 
was well known that Section 305 was used to provide a kind of 
warning that continued or repeated violations would be treated more 
severely than with mere civil sanctions, but that immediate repen
tance and improvement m ight well mean the end of the matter.

This is no longer the case. The number of Section 305 hearings 
has fallen to some 25 percent of the pre-1975 figures.9 It appears that 
anyone summoned to a Section 305 hearing should give substantially 
more consideration than previously given to its character as a pre
filing discovery device primarily benefiting the U. S. A ttorney.10

Regulatory Letters
Systematic analysis of regulatory letters has been possible only 

since January of 1975, when the FDA began its practice of placing 
all such letters on display in the Office of the H earing Clerk.11 It is 
debatable whether anything called a trend can be discerned from a
study of such short duration, but 
provoking.

0 I n  1968 a n d  e a r l i e r  y e a r s ,  p r o s e c u 
t i o n s  u n d e r  t h e  n o w  s u p e r s e d e d  D r u g  
A b u s e  C o n t r o l  A m e n d m e n ts  r e s u l t e d  
in  s u b s t a n t i a l l y  h ig h e r  t o t a l  f ig u re s .  
S e e  n o t e  3, supra.

7 21 U . S . C . S e c . 335 , g iv in g  p r o 
s p e c t iv e  d e f e n d a n t s  th e  o p p o r t u n i t y  to  
p r e s e n t  f a c t s  a n d  a r g u m e n t s  in  d e fe n se  
o r  m i t ig a t i o n .  B u t  s e e  United States 
v. Dotterweich, 320 U . S . 2 7 7  (1 9 4 3 ) , 
h o l d i n g  t h a t  f a i lu r e  to  p r o v i d e  a  S ec . 
305 h e a r in g  d o e s  n o t  v i t i a t e  a  p r o s e c u 
t io n .

here too the numbers are thought-

8 C o m p a r e  T a b l e  I  w i th  T a b l e  I I .
8 S e e  T a b l e  I I .
10 T h e  1975 a m e n d m e n t s  to  R u le  16 

o f  th e  F e d e r a l  R u le s  o f  C r i m i n a l  P r o 
c e d u r e  m a y  g iv e  th e  g o v e r n m e n t  so m e  
o f  th i s  a d v a n t a g e  in  a n y  e v e n t .

11 T h e  n u m b e r  o f  r e g u l a t o r y  l e t t e r s  
w a s  f i r s t  r e p o r t e d  b y  th e  F D A  in  i t s  
1974 A n n u a l  R e p o r t ,  w h ic h  n o t e s  le s s  
t h a n  1200 s e n t  in  f isc a l 1974. A p p r o x i 
m a t e l y  1800 a r e  o n  file  f o r  f is c a l 1975.
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The regulatory letters on file confirm Commissioner Schmidt’s 
recent statem ent to the Food and D rug Law Institu te (F D L I) that 
he is uninhibited about writing to the chief executive officers of 
regulated companies.12 More than 175 heads of companies have been 
so notified thus far in fiscal 1976. The alleged violations ranged 
from classic problems of rodent infestation of food warehouses to 
technically esoteric problems under the labeling provisions of the 
Federal Food, D rug and Cosmetic Act and the Fair Packaging and 
Labeling Act. Recipients ranged from presidents of large corpora
tions to the husband-and-wife president and vice-president of a 
family firm, and from Chairmen of the Board to the Chairman of 
an Indian Tribal Council.

I t is apparent from the letters on file, moreover, that others be
side the chief executive officer may receive regulatory letters. W hen 
the FDA appears to take the violation particularly seriously, separately 
addressed letters are sent to all individuals deemed to have some 
responsibility for the alleged violation. The chief executive officer 
is invariably included. In the case of one large company, such letters 
were sent to seven different individuals, including quality control 
personnel and the company’s government liaison.

In about 30 percent of the cases, the chief executive officer was 
not cited at all. In some of these, various other individuals were 
targeted, such as the director of quality control, the director of 
regulatory affairs, the director of grocery processing, secretary-treasurers, 
executive vice-presidents and plain vice-presidents. No reason ap
pears from the letters why these individuals alone were singled out, 
although it seems that when drug advertising is a t issue, the in
dividual in charge of medical communications can expect a letter.13

There are some classes of letters, however, which typically seem
to be sent to the company only, 
the D rug Listing Act is handled 
of follow-ups to the withdrawal 
tions and of letters alleging tha t

12 R e m a rk s  b y  A le x a n d e r  M . S c h m id t, 
M . D ., C o m m is s io n e r  o f  F o o d  a n d  
D r u g s ,  a t  th e  1 9 th  A n n u a l  F D L I /  
F D A  E d u c a t i o n a l  C o n f e r e n c e .  D e c e m 
b e r  2, 1975, p p .  5 -6 . S e e  S c h m id t ,  
A le x a n d e r  M ., “ T h e  F o o d  a n d  D r u g  
A d m i n i s t r a t i o n ’s E n f o r c e m e n t  P o l i c y ,”

For example, failure to list under 
in this manner. The same is true 
of approval of new drug applica- 
products such as the soft contact

30 F ood D rug Cosmetic L aw J ournal 
6 8 7  ( D e c .  1 9 7 5 ).

13 L a w y e r s  a s  s u c h  h a v e  y e t  to  b e  
a d d r e s s e d ,  b u t  th e  c a n n in g  c o n s u l t a n t  
f o r  o n e  f o o d  p a c k in g  e s t a b l i s h m e n t  
w a s  c o n s p ic u o u s ly  c a r b o n - c o p ie d  o n  
o n e  r e g u l a t o r y  l e t t e r .
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lens or N-2 dental paste are new drugs. These account for 80 per
cent of the letters in which the chief executive officer is not the 
addressee.

The foregoing survey disregards the figures for blood plasma 
facilities and for methadone treatm ent programs. As a class, blood 
facilities receive by far the largest number of regulatory letters. 
Likewise, many letters have been sent to drug treatm ent facilities 
using methadone. The recipients in both these classes include govern
mental bodies, such as the District of Columbia Departm ent of 
Human Resources and its D irector with two methadone regulatory 
letters,14 and well-recognized charitable institutions, such as the 
American Red Cross, recipient of enough letters to paper the walls 
of its national headquarters.

Comparative Trends
The food and drug laws are not the only business-regulatory 

statutes enforced through civil and criminal court litigation. Exami
nation of the broader context may provide both a perspective for 
viewing the present situation of companies regulated by the FDA, 
and a hint of where such companies may be headed.

For a number of years the proportion of criminal prosecutions 
to total enforcement actions initiated by the FDA has been ten per
cent or less.15 In contrast, under the securities laws, the proportion 
typically has been 20 to 30 percent.16 And almost 50 percent of anti
trust enforcement actions filed in the last two years have been crimi
nal, more than ever before in recent years.17 Moreover, the Depart
ment of Justice is currently taking pains to stress that a record 
number of price-fixing cases are now under grand jury investiga
tion.18 This suggests that criminal enforcement now plays a unique-

14 Q u e r y :  D o e s  t h e  t h i r d  g o  to  th e  
M a y o r ?

15 S e e  T a b l e  I .
16 D e r iv e d  f r o m  S e c u r i t i e s  a n d  E x 

c h a n g e  C o m m is s io n  ( S E C )  Annual R e
ports 1970— 1974. I n f o r m a t i o n  f o r  1975 
w a s  s u p p l ie d  b y  th e  C o m m is s io n .

17 D e r iv e d  f r o m  U . S . D e p a r tm e n t  
o f  J u s t i c e  Annual Reports  1970— 1974. 
I n f o r m a t io n  f o r  1975 w a s  s u p p l ie d  b y  
t h e  D e p a r tm e n t .

18 A d d r e s s  b y  J o s e p h  S im s , D e p u ty  
A s s i s t a n t  A t t o r n e y  G e n e r a l ,  A n t i t r u s t

D iv is io n ,  U . 'S . D e p a r t m e n t  o f  J u s t i c e ,  
b e f o r e  t h e  B o a r d  o f  D i r e c t o r s  C o n 
f e r e n c e ,  S c h o o l  o f  B u s in e s s  A d m in i s 
t r a t i o n ,  S o u th e r n  M e th o d i s t  U n iv e rs i ty , 
D a l la s ,  T e x a s ,  F e b .  26, 1976, p . 17 ; 
S t a t e m e n t  o f  T h o m a s  E .  K a u p e r ,  A s 
s i s t a n t  A t t o r n e y  G e n e r a l ,  A n t i t r u s t  
D iv is io n ,  U . S . D e p a r t m e n t  o f  J u s t i c e ,  
b e f o r e  S u b c o m m i t t e e  o n  M o n o p o l ie s  
a n d  C o m m e r c ia l  L a w ,  H o u s e  C o m 
m i t t e e  o n  th e  J u d ic ia r y ,  M a r c h  4, 1976, 
p . 3.
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ly limited role in food and drug enforcement, but that the wave of the 
future may be otherwise.

Quantitatively, however, the SEC initiates well under 200 civil 
cases a year compared to the FD A ’s current 550. Prior to 1970, the 
figure was usually less than 100.19 A ntitrust actions are even fewer—- 
only about 60 to 70 in almost every year since 1970 and fewer than 
that in earlier years.20 Yet the number of companies subject to the 
securities and antitrust laws is far greater than the number regulated 
by the FDA—many, if not most, of which are covered by all three 
sets of statutory prohibitions.

The proportionately greater level of enforcement activity under 
the food and drug laws may not reflect a higher frequency of viola
tion. But it would be difficult to deny the special importance evi
dently attached by the government to protecting the consumer’s 
health and safety as opposed to protecting his pocketbook.

Influences on Future Trends
In addition to the numbers, a trend analyst should consider 

qualitative factors affecting the events studied. Two such factors in 
today’s regulatory context are readily identifiable. They can be called 
“consciousness-raising” and “government in the sunshine.”

Consciousness-Raising by the Supreme Court and the W ithering  
A w ay of Enforcement

Nothing in the modern enforcement history of the food and 
drug laws has stirred so widespread, so impassioned and so incon
clusive, if not pointless, debate among lawyers and businessmen 
alike, as has the Supreme Court’s decision in United States v. Park.21 
It is not the function of this discussion to enlighten you on what 
the Court held, or on w hat it really held, or even on what it must 
have meant to hold. Suffice it to say that just as in our culture the 
medium frequently is the message, so also the debate over the Park 
decision may have its own enforcement consequences.

18 D e r iv e d  f r o m  S E C  Annual Reports 
1963— 1974. I n f o r m a t io n  f o r  1975 w as  
s u p p l ie d  b y  th e  C o m m is s io n .  M o s t  
c a s e s  in v o lv e  m u l t i p l e  d e f e n d a n t s ,  b u t  
t h e s e  a r e  u s u a l ly  in d iv id u a ls .

20 D e r iv e d  f r o m  U . S . D e p a r t m e n t  
o f  J u s t i c e  Annual Reports 1965— 1974. 
I n f o r m a t i o n  f o r  1975 w a s  s u p p l ie d  b y  
th e  D e p a r tm e n t .

21 421 U . S . 658 (1 9 7 5 ) .
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It has always been true that when a food and drug lawyer men
tions the possibility of jail to a client, perhaps in a last desperate 
attack on recalcitrance, the lawyer most likely will provoke an en
tirely new order of response. Ever since the Park decision, however, 
executives have been responding in this way without the external 
stimulus of counsel. The decision and the well-publicized ensuing 
debate have seemingly led to an expanded awareness on the part 
of senior corporate officials, both as to the requirements imposed 
by law (at least as interpreted by the FDA) and as to their own 
role in meeting those requirements.

I t  may not be overly optimistic to think that the Park decision 
may serve the public-protection function intended by the Court pri
marily in this way, rather than as a guide for future judges and 
juries. Perhaps, therefore, the result of Park will not be more en
forcement, but less.
Government in the Sunshine—The Decline of Prosecutorial Discre
tion v. the Decline of Selective Prosecution

If the law is a seamless web, as Oliver Wendell Holmes once 
wrote, then so is the web of statutes and regulatory policies governing 
the FDA. Freedom of information and its corollaries—collectively 
known in the 1970’s as “government in the sunshine”—may well have 
a subtle but profound effect on enforcement policies and practices 
as well as on informational activities. Together with this, there 
should also be considered the growing pressure for increased ac
countability of regulatory bodies to Congress.

The realities of a prosecutor’s office are such that not every 
prospective defendant who deserves to be prosecuted can be, and 
that not every prospective defendant who can be prosecuted should 
be. In addition to straightforward shortages of funds and manpower, 
our system allows for play in the joints, for intuitive prosecutorial 
judgm ents in good faith that are not easy to articulate, much less 
justify, under formally stated legal criteria.

I t is not insensitive to the need for accountability and public 
confidence to suggest that unrem itting pressure to explain and to 
justify prosecutorial judgments may lead in the end to mindless 
“playing it by the book”—when “the book” was written with the 
understanding that something else would be forthcoming. The Su
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preme Court in Dotterweich made clear that, under its extraordinary- 
permissive standard for prosecution, much was intended to be left 
to “the good sense of prosecutors.’’22 Competent prosecutors with 
integrity should be chosen and they should be allowed to exercise 
the good intuition for which they were selected, free from paranoid 
demands to express the inexpressible. Failing this, we will have 
prosecutors in the worst bureaucratic tradition, governmental or 
corporate, for whom the decisive question is, “W hat will people 
say when they read this in The Washington Post?” And we will de
serve them.

The same pressures which may make it increasingly difficult 
for prosecutors to implement their good sense also may inhibit the 
unfair treatm ent of similarly situated companies in different ways, 
whether for reasons of prejudice and retribution or for innocent 
budgetary reasons. The company tha t can show it has been singled 
out, to its competitive disadvantage, has a powerful moral, if not 
strictly legal, argument against a contemplated enforcement action. 
And “government in the sunshine,” with its freely available Estab
lishment Inspection Reports and the like, can provide the ammuni
tion for such an argument.

This is only one reason why one can respectfully disagree with 
the distinguished industry official who was reported as urging his 
colleagues, at a recent educational seminar, to refrain from seeking 
out their competitors’ regulatory records.23 “Government in the sun
shine,” in other words, can and should be a two-edged sword.

Bucking the Trends
Generalities do not decide concrete cases, and a company faced 

with the possibility of enforcement action need not merely sit back 
to await the worst. It is sometimes possible to reshape the situation 
so as to turn away or blunt the anticipated enforcement thrust.
“The Decree Goes Against the M ushrooms”

W hen a regulated company discovers or is informed by the 
FDA that violative goods are on its premises, and seizure is feared, 
there is one course of action that almost always commends itse lf:

""United States v. Dotterweich, 320  25 M -D -D -I Reports. p p . 12— 13
U . S . 277 , 285 (1 9 4 3 ) . ( M a r c h  1. 1 9 7 6 ).
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destroy the goods immediately. This serves both the purposes of the 
statute and the interests of the company.24

Since the statutory objective is to remove offending goods from 
the channels of trade, their prom pt and voluntary removal obviates 
legal action to remove them. From the FD A ’s viewpoint, one would 
hope, compliance has been achieved. The company also has demon
strated its commitment to protection of the public.

It is sometimes possible, however, that the FDA would prefer 
the dramatic impact of a seizure as a means of impressing its serious
ness of purpose on both the company involved and the trade gen
erally. Here, too, the company’s interests are well-served by prompt 
destruction of the offending goods. For the seizure action is an in 
rem proceeding, that is, it is a suit against the goods themselves. 
And if there are no goods, there can be no suit.

The classic expression of this principle is found in a case in
volving the destruction of seized goods by court order during the 
pendency of an appeal. This was held to require termination of the 
proceeding. As the Court of Appeals held in that case, “The de
cree . . . goes against the mushrooms.”25 * *

The Bird in the Hand v. the Bird in the Bush—The Executive as 
H ostage

I t  appears that enforcement action can sometimes be averted by 
frank recognition of the problem involved and the placing of at 
least one head on the block for future removal. W hen a manufac
turing plant of Travenol Laboratories was threatened last year with 
the filing of a suit for injunction to close down the plant, suit was 
avoided through a series of commitments made by Travenol and its 
Chairman of the Board. The commitment letter is noteworthy in 
that it includes a statement by the Board Chairman “recogniz [ing] 
that the Chairman of the Board of Travenol has a responsible re
lationship to the performance of the commitments and agreements 
set forth herein.”28

24 W h o lly  d if f e r e n t  c o n s id e ra t io n s  m a y
a p p ly  if  th e  c o m p a n y  h a s  r e a s o n  t o
b e l ie v e  t h a t  a  c r im in a l  p ro c e e d in g -  is
c o n te m p la te d  b y  t h e  F D A .  S u c h  a  
s i tu a t io n  m ig h t p re s e n t  q u e s t io n s  o f o b 
s tru c t io n  o f  ju s t ic e  th ro u g h  th e  d e s t r u c 
t io n  o f  e v id e n c e .  'S u c h  q u e s t io n s  a r e  
b e y o n d  th e  s c o p e  o f  th i s  p a p e r .
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23 United States v. 3 Unlabclcd 25- 
Pound Baas * * *, 157 F .  2d  722, 723 
( C A - 7  1 9 4 6 ).

26 L e t t e r  to  A le x a n d e r  M . S c h m id t. 
M . D ., C o m m is s io n e r  o f  F o o d  a n d  
D ru g s , f ro m  W il l ia m  B . G ra h a m , C h a i r 
m a n  o f  t h e  B o a r d ,  T r a v e n o l  L a b s . ,  
I n c . ,  d a te d  J u n e  30, 1975, p . 1.
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The file memorandum prepared on this incident by the FD A ’s 
Chief Counsel highlights the important role of the Board Chairman’s 
statem ent in the Agency decision not to sue. The Chief Counsel ex
plained tha t the commitment letter “is an appropriate resolution of 
the m atter and fully protects the public interest” for the following 
reason, among o th e rs : If conditions at the plant do not improve, then, 
in light of the Board Chairman’s statement, “criminal prosecution of 
all of the individuals who share responsibility for the . . . operation 
would seem not only appropriate, but comparatively straightforward.”27

Thus, the FDA was persuaded not to initiate proceedings for an 
injunction now by providing the Agency with, among other things, a 
future criminal defendant in the event proceedings were found to be 
w arranted later. The company was successful in avoiding present en
forcement action, even though action in the future was made easier 
if the promised compliance effort were to fail.

The human sacrificial offering in this case presumably went along 
with the program because he perceived an identity of interest be
tween himself and his company. However, other individuals, particularly 
those below the level of chief executive officer, may not be so ready 
to volunteer as hostage. This method of turning enforcement action 
aside, therefore, may not be of widespread utility, at least in publicly 
held companies.
Persuading the Prosecutor

Enforcement actions under the food and drug laws are filed and 
conducted in the name of the United States, almost all of whose liti
gation is controlled by the Department of Justice. The Departm ent’s 
concurrence and authorization must be obtained by the FDA. In some 
cases, where efforts to convince the FDA have failed, the Justice De
partm ent can be persuaded by the prospective defendant that action 
should not be taken or that civil, rather than criminal, proceedings 
should be initiated.

A company or individual against whom the FDA contemplates 
recommending enforcement action should therefore carefully consider

27 M e m o r a n d u m  to  th e  F i l e  f r o m  
R ic h a r d  A . M e r r i l  ( G C F - 1 ) ,  r e  T r a -  
v e n o l  L a b o r a t o r i e s  S m a l l - V o lu m e  I V  
P r o b l e m ,  d a te d  J u l y  2, 1975, p p . 1— 2. 
S e e  a l s o  t h e  r e p o r t  o f  a  s im i la r  e x -

c h a n g e  o f  p e r s o n a l  c o r r e s p o n d e n c e  b e 
tw e e n  t h e  C o m m is s io n e r  a n d  a  B o a rd  
C h a i r m a n  in  Washington Drug & D e
vice Letter, p . 6. ( M a r c h  15, 1 9 7 6 ).
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requesting a meeting with the Justice Departm ent in W ashington or 
with the U. S. A ttorney in the district in which the action would be 
filed. The purpose of such a meeting is to present facts and argu
ments about why the initiation of proceedings would be unfair, un
necessary or contrary to the public interest.

The record shows that efforts of this kind can be successful. Testi
mony before the Rogers Subcommittee in 1972 disclosed that more 
than ten percent of the seizure actions recommended by the FDA over 
a 4j4-year period either were turned down by the Justice Department 
at the outset or were dismissed after filing, usually because the product 
was no longer available.28 The record is even more striking in criminal 
cases. O ut of 253 criminal cases recommended by the FDA, 37 were 
declined, 8 were dismissed after filing, and 101 individual defendants 
in 39 cases were dropped before or after filing.29

I t is difficult to generalize on the showing which must be made 
to obtain a “declination.” A review of recently published interagency 
correspondence in a series of prescription drug advertising cases rec
ommended by the FDA for criminal prosecution and declined by the 
Departm ent of Justice reveals four recurring factors :

(1) reliance by the FDA upon a strained or at least unobvious 
interpretation of the statute or regulations ;

(2) the possibility of a difference of opinion among physicians 
as to the meaning of the advertisement in question ;

(3) the inconsistency of the FD A ’s criticisms with prior 
Agency action approving the labeling of the drug in question ; and

(4) the passage of substantial time between the offense charged
and the request for prosecution

28 H e a r in g s  o n  H .  R . 15315 ( F o o d  
a n d  D r u g  A d m i n i s t r a t i o n  A c t )  B e f o r e  
t h e  S u b c o m m . o n  P u b l i c  H e a l t h  a n d  
E n v i r o n m e n t  o f  t h e  H o u s e  C o m m , o n  
I n te r s t a t e  an d  F o r e ig n  C o m m e rc e , 92nd  
C o n g r e s s ,  2 n d  S e s s io n  38  (1 9 7 2 ) .

20 Ibid. M o r e  r e c e n t ly ,  t h e  J u s t i c e  
D e p a r tm e n t  h a s  te s t i f i e d  t h a t  “ o v e r  
t h e  y e a r s ,  a l m o s t  90  p e r c e n t  o f  th e  
a g e n c y ’s r e c o m m e n d a t i o n s  h a v e  b e e n  
f i le d .” H " a r i n c s  o n  H . R . 5361 a n d  
H .  R . 6 10 7  ( C o n s u m e r  P r o d u c t  S a f e ty  
A c t  A m e n d m e n t s )  B e f o r e  t h e  S u b -

30

c o m m , o n  C o n s u m e r  P r o t e c t i o n  a n d  
F in a n c e  o f  th e  H o u s e  C o m m , o n  I n 
t e r s t a t e  a n d  F o r e i g n  C o m m e r c e ,  9.4th 
C o n g r e s s ,  1 s t S e s s io n  161 (1 9 7 5 ) .

80 H e a r in g s  o n  P r e s e n t  S ta tu s  o f  C o m 
p e t i t io n  in  th e  P h a r m a c e u t i c a l  I n d u s 
t r y  (C o m p e ti t iv e  P ro b le m s  in  th e  D r u g  
I n d u s t r y )  B e f o r e  t h e  S u b c o m m . o n  
M o n o p o ly  o f  t h e  S e n a t e  S e le c t  C o m m , 
o n  S m a l l  B u s in e s s .  9 4 th  C o n g r e s s ,  1 s t 
S e s s io n ,  P t .  28 ( O r a l  H y p o g l y c e m ic  
D ru g s  [ c o n t i n u e d ] ) ,  p p . 13568— 13619 
(1 9 7 5 ) .

PAGE 348 FOOD DRUG COSM ETIC LAW  JO U R N A L ----J U N E , 1976



The D epartm ent of Justice recently has presented Congressional 
testimony, with reference to prosecutions under the Federal Hazardous 
Substances Act recommended by the Consumer Product Safety Com
mission, describing factors which lead to declination. These include :

(1) the age of the case, with the passage of a year between 
offense and recommendation apparently raising problems ;

(2) the de minimis nature of the violations;
(3) “prompt and willing corrective action” by the proposed 

defendants;
(4) confiscation of the contraband goods through seizure;
(5) the defendant’s abandonment of prohibited activities :
(6) lack of evidence that a proposed individual defendant 

stood in a responsible relationship to the alleged violation as re
quired by Dotterweich; and (perhaps most important)

(7) the inadequacy of the facts and circumstances “to convince 
judge and jury that the defendant’s misconduct warrants redress 
by the extreme criminal sanction, and that lesser civil remedies 
will not adequately deter future violations.”31
Meetings with the Department of Justice on pending or proposed 

criminal m atters tend to resemble not so much dialogues as oral 
argum ent before an incommunicative and inscrutable court. A few 
questions may be asked by the Justice Department lawyers but forth
right and specific statem ents of what aspects of the facts they deem 
dispositive are difficult to obtain. Nonetheless, no one but the pro
posed defendant can be counted upon to pull together the facts in a 
way which focuses the rationale for nonprosecution. Certainly none 
but the defendant will do so with the convincing ring of good advocacy.

Similar considerations apply when the government has tried an 
enforcement action and lost in a district court. All proposed appeals 
by the government to the Court of Appeals, civil or criminal, must be 
reviewed by a new set of Justice Department lawyers and approved 
by the Solicitor General. Because they have had no prior involve
ment in the case, the appellate lawyers are capable of taking a fresh

31 H e a r i n g s  o n  H . R . 5361 a n d  6107  
(C o n s u m e r  P r o d u c t  S a fe ty  A c t  A m e n d 
m e n t s ) ,  n o t e  29 , supra, p p . 161— 163.
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look at the facts and the legal theory asserted by the governm ent's 
trial counsel, in light of the record made below.

At this stage too, reasons can be presented why no further pro
ceedings should be taken. O r a settlem ent proposal can be advanced 
which may have been unacceptable to the government prior to its 
defeat in the district court.

“W atch what we do and not what we say.” The foregoing review 
of the facts of FDA enforcement suggests two things. First, industry 
does not appear to be swept by a campaign of terror, forcing board 
meetings to be held in the exercise yards of the more elegant federal 
correctional institutions. Nor is such a regime foreseeable on the basis 
of present indications.

Second, no company or individual with an enforcement problem need 
view itself as a mere statistic in a trend. Much can be done in the context 
of a particular case to mitigate the impact of the FD A ’s considerable 
enforcement powers.

Above all, however, the best way to solve enforcement problems 
is to operate at all times in good-faith compliance with the law as 
reasonably interpreted. This will minimize the prospect of enforce
ment problems arising, and maximize your chances of prevailing if 
they do.

Conclusion
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TABLE I
Seizures, Prosecutions and Injunctions 

Under the Federal Food, Drug and Cosmetic Act1
Seizures:2

1975 1974 1973 1972 1971 1970 1969 1968 1967 1966 1965

F o o d s 348 272 515 547 510 267 232 384 657 566 522
D ru g s 72 72 195 153 164 169 151 235 4 3 4 \ 3971 2981
D ev ic e s 36 66 430 23 49 116 29 56 / / 1
C o s m e tic s 60 7 8 42 8 4 4 9 14 14 1

Subtotal 516 417 1148 765 731 556 416 684 1105 977 821

Prosecutions
F o o d s 43 92 96 65 47 33 45 70 77 59 67
D ru g s 1 1 16 h 4 8 11 9 3301 2311 2221
D ev ic e s 1 0 0 0 0 1 0 1 / / /
C o sm e tic s 0 0 0 0 0 0 0 0 0 0 0

Subtotal 45 93 112 76 51 42 56 80 407 290 289

Injunctions:
F o o d s 15 7 8 10 11 23 5 3 10 4 11
D ru g s 13 5 8 8 2 1 7 4 141 21 81
D ev ic e s 3 0 0 0 0 0 0 2 / / /
C o sm e tic s 1 1 0 0 0 0 0 0 0 0 0

Subtotal 32 13 16 18 13 24 12 9 24 6 19

Grand Total 593 523 1276 859 795 622 484 773 1536 1273 1129

TABLE II
Citation Hearings Under Section 3053

Y e a r
N u m b e r  o f  

H e a r in g s

1969 315
1970 305
1971 278
1972 345
1973 307
1974 130
1975 84

[The End]

1 D eriv ed  fro m  F D A  Annual Reports 
1965— 1974 a n d  te n ta t iv e  in fo rm a tio n  fo r 
1975 su p p lied  b y  th e  Office o f th e  A sso c ia te  
C o m m iss io n er fo r  C o m p lian ce  in  th e  FD A .

2 P a r t ic u la r  f ig u res  m a y  re fle c t la rg e -  
sc a le  m u lt ip le  se izu re s  o f th e  sam e  p ro d u c t.

3 In fo rm a t io n  su p p lied  b y  th e  Office of 
th e  A sso c ia te  C o m m iss io n er fo r C o m p li
an ce  in  th e  FD A .
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Regulatory Letters, Publicity 
and Recalls
By W AYNE L. PINES

Mr. Pines Is Deputy Assistant Commissioner for Public Affairs of 
the Food and Drug Administration.

I ALW AYS W ELC O M E AN O PPO R T U N IT Y  to attend and par
ticipate in Food and D rug Law Institu te sessions like this one. 

I have been involved with communications in the food and drug field 
in one capacity or another for more than seven years, and it never 
fails to surprise me how many things are going on, and how difficult 
it is for people to keep up with everything. Conferences like this help 
bring us all up to date.

The subjects of this session are regulatory letters, publicity and 
recalls. These are broad topics. Each would be worthy of a sepa
rate seminar. W hat I am going to do is to relate the latest thinking 
at the Food and D rug Administration (FD A ) on these three subjects.

Let me start with regulatory letters—the subject I know least 
about. W hen I think of a regulatory letter, my mind goes back to a 
Congressional hearing I attended a few years ago when I was report
ing for “The Pink Sheet.’’ The subject was drug advertising and one 
of the witnesses was John Jennings, then Director of the Bureau of 
Medicine. It seems tha t the files uncovered by the committee showed 
tha t a minor advertising violation had come to the attention of the 
Bureau of Medicine, and someone had sent a memo to Dr. Jennings 
asking what to do. One would have expected to get from Dr. Jennings 
a lengthy memo setting forth a regulatory course of action. Instead, 
Dr. Jennings wrote six words in the margin of that incoming memo, 
words that summed up the very heart and soul of the regulatory letter 
concept. Those words were , “Tell them to knock it off.”
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“Tell them to knock it off.” This rough and ready phrase con
tains the essence of what the regulatory letter is all about—a commu
nication issued to a company by the FDA pointing out a violation 
which the Agency expects will be corrected without any need for legal 
action. The purpose is to bring that violation to the attention of the 
company’s management in the expectation that they will “knock it off.”

No Immediate Risk
W hen the FD A  decides to send a regulatory letter, it means the 

Agency has reason to believe the company will move quickly to correct 
the violation, and that no immediate risk to consumer safety exists. 
It also means, and is intended to convey, a specific message—if the 
violation is not corrected within a reasonable amount of time, the 
FDA is prepared to take legal action.

Regulatory letters usually are signed by a regional or district 
director, after approval by headquarters. The letter does not come in 
a disguise borrowed from the Central Intelligence Agency. It identifies 
itself as a regulatory letter and asks for a response within a certain 
time period, usually ten days.

The rationale behind the use by the FDA of regulatory letters is 
quite simple. The Agency feels that many violations are not flagrant 
or intentional or do not reflect a pattern of poor compliance, and that 
its limited resources must be reserved for instances in which a vio
lation should be brought to court. Regulatory letters provide a com
pany with an opportunity to correct a violation with a minimum of 
expenditure of time and money by the government.

Regulatory letters are not classified documents. They are, and 
should be, public information as soon as they are sent out. The re
sponse from the company also is public information. This means that 
anyone who requests a copy of a letter can have one. The FDA main
tains a file of regulatory letters in its Public Records and Documents 
Center in Rockville, Maryland.

Public Information
This is how members of the public and the press find out about 

them. However, we do not ring a fire bell when one is dispatched. 
That, I believe, would be an unfair flexing of our public information 
muscle. Indeed, I know of no instance in which the FDA has en-
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couraged publicity  abou t a  regu la to ry  le tter. So w hen you read about 
one in the  trad e  press, it m eans the  repo rte r has sough t ou t the  le tte r 
th ro ug h  th e  Public R ecords and D ocum ents C enter.

T his th o u g h t provides a bridge to the second topic of th is  ses
sion, nam ely  publicity. T his is th e  sub jec t I know  m ost about.

The FD A  is one of the few agencies in government which is specifical
ly required  and au thorized  by law  to use publicity. I am referring , of 
course, to Section 705 of the Federal Food, D rug and Cosmetic Act.

M any o f you, especially those  who live in W ash ing ton  and read 
The Washington Post and The Evening Star, read about the FD A  often, 
som etim es several tim es a week. Y ou m ay get the  im pression th a t our 
public affairs m echanism  is really  chu rn in g  out the  publicity. Actually, 
w hile we all w ork hard, the  vast m ajo rity  of sto ries you read abou t the  
F D A  in th e  trade  press o r in the daily press are not generated  by 
the  Agency.

Publicity Mechanism
T his po in t seem s ra th e r elem entary, bu t it is central to an un

derstan d in g  of how  the  F D A ’s publicity  m echanism  works. T he FD A  
actually  seeks publicity—th a t is, seeks to  have a s to ry  in the  new s
papers— few er th an  50 tim es a  year, w hen we issue a p ress release. 
T he rem ainder of the  sto ries— and there  have been m any, especially 
la te ly— are in itia ted  th ro ug h  o ther sources, perhaps by a Congressional 
hearing, or inform ation sough t by som eone under the Freedom  of 
Info rm ation  procedures or in response to a question from a m em ber 
of the new s media. T he reason th a t there  are so m any stories about 
th e  FD A  or th e  products it regu la tes is no t because we seek it bu t 
because th ere  is an enorm ous public in te rest in w hat we do.

T here are several reasons w hy we try  to  re stric t the  num ber of 
tim es we seek publicity  about som ething. T he m ost basic one is th a t 
we w an t to reserve our efforts for those situations in which we really 
believe som eth ing should be b rou gh t to  the public’s a tten tion . W e 
know  w h at happened to the boy w ho cried “ad u lte ra ted ” too often. 
H e got him self and his m essage “ad u lte ra ted .” So, the issuance of 
too m any public w arn ings w ould sim ply lessen the  im pact of a pub
lic w arn ing  about a serious health  hazard.

T he  po in t I w an t to  leave w ith you is th a t we use judiciously our 
au th o rity  to issue in form ation for the purpose of seeking publicity ,
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and  rela tively  few  of th e  sto ries you read about the  F D A  or about 
the  products we regulate  are generated  by  us.

T his d istinction  becom es especially im p ortan t w hen it comes to 
the th ird  sub jec t of th is session— recalls. T hose who follow th e  FDA 
closely know  th a t each week a sto ry  appears about som e item  or an 
o ther th a t  w as recalled or is being  recalled. T hese sto ries are based 
on ou r recall list, which is issued by the  Office of Public A ffairs every 
W ednesday. T he list contains all the  recalls which have come to the 
F D A ’s a tten tion , as well as o ther actions such as seizures, in junctions 
and prosecutions.

Cheddar Cheese Recall
Just a few weeks ago we received a complaint from a  supermarket 

chain w hich had recalled som e cheddar cheese. T he recall appeared 
on our list nearly  a m onth a fte r it took place. T he sto ries in the press 
did no t reflect th is  fact and im plied th a t the recall w as still being 
conducted. T he chain was very  concerned about the  publicity  th a t 
resulted. W e have had o ther sim ilar com plaints about the  issuance 
of the  recall list and the  publicity  it generates.

W e do no t issue the list for the purpose of hav ing  sto ries appear 
in the  new s m edia. W e issue the  list because the  public has expressed 
an in te rest in recalls and w an ts to know  w hat p roducts have been or 
are being recalled. R eporters w ho ask for the  list receive copies of it, 
as do thousands of other people who have asked to be put on our mail
ing  list. T his is w hy the  new s sto ries appear. I w an t you all to  un 
derstand, though , th a t we do no t in tend  to  seek publicity  about any 
of these  recalls. If  we w an ted  to w arn the public about a recalled 
item , for exam ple, w hen th ere  is public danger, w e  wmuld issue a press 
release. In the past year we have issued only one press release about 
an item  being recalled. In  th a t case, an ear p roduct had caused in
ju ries to  seven people on the  W est Coast and we w anted consum ers 
to  re tu rn  the  drops to the  store.

E ven though  we do no t seek publicity  for the  wrnekly list of re
calls, we know' th a t it can and usually  does a ttra c t publicity. T he 
m edia’s coverage reflects th e  g rea t public in te rest in the products 
regula ted  by th e  F D A  and in th e  safe ty  of our environm ent in gen
eral. Q uite  frankly , I and o ther m em bers of the  Public A ffairs staff 
are very  concerned about the indiscrim inate publicity  given to recalls. 
T he w eekly sto ries th a t are now  appearing  tend  to lessen the  im pact
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of a real public w arning. W e also recognize th a t by the  tim e the  
recalls appear on our list, very often the recall has been com pleted 
by the  m anufacturer. P ub lic ity  at th a t ju nctu re  therefore tends to  
confuse the  public by  im plicating  good products th a t now are on the  
shelves. C onsum ers also get m ad a t us because, by the  tim e the list is 
issued, m ost of th e  products already have been consum ed.

W e all recognize th a t the public is in te rested  in recall inform ation 
and we have to  learn to  live w ith  th is publicity. T he fact is th a t re
calls are going to  g e t publicity  w hether we seek it o r not. T he recall 
of any product is a m a tte r  of public concern.

Time Lag
W e are w ork ing very hard  to  im prove our recall list by  reducing  

th e  lag  betw een the  tim e we learn about a recall and the  tim e it gets 
on ou r list. T he aim is to  m ake the list as cu rren t as possible. T he 
tim e lag  now averages close to six weeks. I w ould agree th a t th is is 
too long.

B ut I th ink  we m ust also recognize th a t p a rt of the  problem — 
and m uch of the solu tion—rests  w ith industry . O ften, we learn about 
a recall only after it is well under way or completed. This increases 
th e  chance th a t it will appear on th e  recall list long after it is com 
pleted. I would urge all of you who w ork for indu stry  to report to the  
FD A  as soon as your com pany becom es aw are of a po ten tial recall or 
ac tua lly  s ta rts  one. T his will speed its eventual appearance on the 
recall list.

P a r t of th e  problem  for the  tim e lag  rests  w ith the F D A  itself, 
and we have a responsib ility  to  do som eth ing  about it. O u r in ternal 
procedures need to  be stream lined so th a t we can list a recall earlier. 
Before a s ituation  is classified as a recall and processed to ou r office 
for inclusion on th e  w eekly list, the  field investigator and the  bureau 
have to evaluate th e  health  hazard, assign a classification num ber, 
develop a s tra teg y  for hand ling  the recall, and m ake m any o ther 
decisions. In  the  case of the cheddar cheese recall, for exam ple, the 
com pany quickly com pleted the  recovery of stock from  its sto re bu t 
the  F D A  still needed to  investigate  the  cause of the problem , decide 
w hether any  health  hazard  w as posed to consum ers who had the 
cheese in th e ir  hom es, and evaluate w hether the  com pany had acted 
properly. O nly  a fte r all these considerations are studied  is a notice 
sent to  our office for inclusion on the  recall list.
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No Simple Solution
So, w hile I can assure  you th a t we are  try in g  to  stream line the  

procedure to make the recall list more current, I am sure that none of 
you w ould w an t th e  F D A  to react to  a recall s ituation  precip itously  
without a full evaluation of all the facts. There are no simple solutions. 
T he lag  tim e in the  p resen t recall list is a serious problem  th a t we 
need to  look at and th a t we are looking at.

I can tell you th a t the solution will no t be to cut back the  recall 
list. In fo rm ation  about recalls cannot and will no t be w ithheld  from  
the public. None of us likes to learn about recalls. They are bad news. 
T hey  reflect a failure by som eone to  m anufacture  or to  label a p rod uct 
correctly . B u t they do occur. A nd ju s t as th e  FD A  cannot shirk from  
its obligation to  m ake in form ation about recalls public, you in indus
try  also cannot shirk your own responsibilities. You canno t w ith 
draw  into your corporate shell w hen you are recalling a p roduct and 
then  com plain abou t the sto ries which come w hen the F D A  m akes the 
in form ation public th ro ug h  th e  recall list.

I t  is en tire ly  appropriate , and indeed wise, from  a public relations 
s tandpo in t for a com pany to  give public notice of a recall s ituation  
in certain  circum stances. T he com panies th a t explain to  th e  public 
w h at th e  problem  is and w hat th ey  are doing about it p resen t a posi
tive im age com pared to  a com pany th a t conducts a recall which the  
public learns about th ro ug h  a  lis t issued several weeks later by the 
governm ent.

W e certa in ly  are no t opposed to th e  idea of a com pany issu ing  its 
ow n recall publicity. W e w an t to  be consulted, however. Recall s itua 
tions are m ade m uch m ore difficult w hen a com pany issues in form a
tion  th a t  fails to  address the  regu la to ry  problem  or th a t is b la tan tly  
self-serving.

Life-Saving Products
T here  has been som e confusion about one aspect of our policy on 

recall publicity , and th a t is about recalls of life-saving products such 
as im planted  pacem akers or im plants. P ub lic ity  about these  products 
could cause unnecessary  anx iety  in som e patien ts. O u r policy is th a t 
if identifiable patien ts  should be and can be inform ed by a health  
professional of a hazard, then  th e  F D A  will delay publication  of a re
call on the recall lis t un til th is  can be accom plished. T h is presum es
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that all patients at risk can be identified and notified. Once the  patien ts 
have been inform ed, th e  recall will be placed on the  recall list. If we 
are queried abou t such a recall prem aturely , we have to respond fully 
and factually  b u t we will no t in itia te  any publicity.

Some people have m isin terp reted  th is  policy. T hey  th ink  th a t we 
often delay publication of a recall. T h is is not true. The curren t lag 
tim e in processing recalls has made it unnecessary  for us to  delay the 
publication  of any  recall. Q uite  to  the  con trary , we usually  try  to  
speed up the publication  of recall in form ation so th a t the recall list 
can be current. I m ention the  delaying policy because it has go tten  
som e visibility, p rim arily  because people have e ither m isunderstood 
or m isin terp reted  it. To repeat, we would delay publication of a re
call only if necessary but, as a practical m atter, we do not have to. 
In  fact, we are try in g  to speed recalls into publication.

T he A gency’s policies in all th ree  of these areas— nam ely, regu la
to ry  le tters, publicity  and recalls— will be spelled ou t in form al lan 
guage th ro ug h  th ree  separate  regula tions which are being w ritten .

Regulations
T he regulation  covering regu la to ry  le tters, for exam ple, will set 

forth  the criteria  th e  F D A  uses in issu ing  one, and explain w hat a 
regu la to ry  le tte r m eans for a com pany receiving it. T he regulation  
on publicity  will discuss w hy the  A gency issues in form ation for the 
purpose of seeking publicity , w h a t special precautions apply when the 
F D A  is issu ing  in form ation th a t could resu lt in adverse publicity  
about a com pany, an individual or a product, and how  the  A gency 
handles public ity  about court proceedings. T he th ird  regulation , on 
recalls, will describe in detail FD A  policy and procedures for recalls. 
I t  will set forth, for exam ple, in d u s try ’s responsibilities in th is  area. 
O f course, all th ree regula tions will be published in the Federal R eg
ister w ith an op po rtun ity  for public com m ent.

An inkling of w h at will be contained in the  recall regu lation  w as 
provided in a docum ent m ade public earlier th is  year. T his docum ent 
is a revision of the  F D A ’s in ternal procedures for handling  recalls. 
Several im p ortan t changes w ere made. P robab ly  the m ost significant 
is th a t the  F D A  no longer will be bound to  require th a t a recall be 
conducted in a particu la r w ay sim ply because of the class to which it 
is assigned. T he F D A  will handle each recall on an individual basis,
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depending on th e  circum stances, by developing a specific strategy . 
T he s tra teg y  will address th e  ex ten t of the checks needed to  determine 
the  recall’s effectiveness, th e  depth to w hich th e  recall is to  extend, 
and w hether a p ress release will be issued. A nother part of the  re
vised internal procedures document contains new definitions for Class 
I, Class II  and Class I I I  recalls. T hese are the categories in w hich all 
recalls are placed, depending on the  level of hazard. A copy of th is 
document can be obtained from the Public Records and Documents Center.

T he key po in t to  rem em ber about all these  procedures and regu
lations is th a t, w hile they  set fo rth  how the  F D A  operates and w hat 
its policies are, th ey  will preserve the A gency’s flexibility in  dealing 
w ith  each individual case. T he  concept of flexibility is im p ortan t to  
in du stry  and to  consum ers because the FD A  m ust be able to  deal 
w ith circum stances individually  if it is to  carry  out its basic m ission 
of consumer protection. So the regula tions will set forth  general policy 
w hile still p reserv ing  the  flexibility needed by the  A gency to  deal 
w ith  cases individually, in the  in terest of the  public health  and safety.

[The End]
THE PDA PROPOSES DISCLOSURE OF  
EXEMPT MATERIAL TO CONTRACTORS

T h e  public inform ation regula tions of the Food  and D ru g  A dm inis
tra tion  (F D A ) would be am ended to  provide for th e  disclosure of 
exem pt m aterial to contractors, under a p roposal issued by the  Agency. 
T h e  proposed am endm ents reflect changes m ade in the Federal Food, 
D ru g  and Cosm etic A ct by  the M edical Device A m endm ents of 1976. 
T he A m endm ents added a new section 708, which authorizes the  F D A  
to provide co ntrad tors with inform ation re la tin g  to  trad e  secrets, com 
m ercial and financial data, and o ther inform ation th a t is privileged or 
confidential. ¡Section 301 (j) w as am ended to provide th a t co n tracto rs  
m ay noit use such data and inform ation to  the ir own advantage or 
reveal it outside the D epartm en t of H ealth , E ducation  and W elfare. 
Section 520(i) was added to  provide th a t tran scrip ts  be m ade and! 
m aintained of th e  proceedings of advisory panels dealing w ith  m ed
ical devices.

T he proposed am endm ents to  the public inform ation regulations 
provide for such disclosures, specify th a t con tracto rs  and the ir em 
ployees are subject to  th e  same restric tio n s  and penalties against un 
au thorized disclosure as F D A  em ployees, set forth  eight basic security 
precautions, and exem pt such disclosures from  the general disclosure 
obligation, which provides th a t  any F D A  reco rd  disclosed in an autho
rized m anner to  any m em ber of th e  public m ust thereafter be m ade 
available to all m em bers of the public.

T he A gency found th a t the  proposed regula tions do not require an 
environm ental im pact s ta tem ent and th a t they  would have no m ajor 
inflationary im pact. Interested! persons have until Ju ly  7, 1976 to  com 
m ent on the proposal.

CCH F ood D rug Cosmetic L aw R eporter, jf 45,374
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Recalls, Regulatory Letters 
and Publicity— 

Quasi-Statutory Remedies
By EUGENE I. LAMBERT

Mr. Lambert Is a Partner in the Law Firm of Covington & Burling.

TH E  T O P IC S  C O V E R E D  IN  MY P R E S E N T A T IO N  fall in to a 
g ray  area of s ta tu to ry  au tho rity . W hile they  are not explicitly 
dealt w ith in the s ta tu te , in m any instances th e ir existence can either 

be im plied o r has been derived from  the sta tu te . T he purpose of m y 
discussion will be to  identify  the s ta tu to ry  heritage of each of these 
enforcem ent techniques and to  suggest som e of the  legal issues pre
sented in th e ir  use.
I. Recalls

Recalls perhaps can be characterized as do-it-yourself seizure actions. 
In  m any w ays, they  are much m ore efficient and com prehensive than  
even m ultip le seizures because they  utilize resources far g rea ter th an  
th e  governm ent can ord inarily  com m and in a sho rt period of tim e to 
rem ove violative products from the m arket. It is for th is reason th a t 
the  Food and D ru g  A dm inistra tion  (F D A ) itself sta tes th a t a “recall 
is the action of choice . . . w here there is a definite th rea t or po ten tial 
th re a t to  life o r w here a significant num ber of in juries are know n, or 
w here gross consum er fraud requires extensive rem oval of a faulty  
p rod uct from  the m ark et.”

Based upon m y review  of the  Freedom  of Info rm ation  log for the  
last week, I am confident th a t v irtually  everyone at th is session has 
requested and perhaps by now has received from the FD A  its revised 
Com pliance Policy Guide on recalls, m arket w ithdraw als and stock 
recoveries, to ge ther w ith the recall procedures chapter of the R egu la
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to ry  P rocedures M anual. T hese docum ents set ou t th e  F D A ’s cur
ren t, even if interim , definitions of recalls and procedures for super
v ising  these  actions being  carried out.

F rom  a legal standpoin t, the  im p ortan t consideration is th a t it 
is th e  F D A ’s position th a t a “recall” exists only w here a  violation of 
th e  F ederal Food, D ru g  and Cosm etic A ct has been found by the  
A gency. W here  th ere  is no violation of the A ct, the  action by the 
m anu fac tu re r is no t a “recall,” it is a “m arket w ithdraw al.” A decision 
by a m anufac tu rer to  re trieve a p roduct from  the  m arket, therefore, 
alw ays m ust include a ju dg m en t by th a t m anufactu rer as to w hether 
he is engaged in a recall or in a market withdrawal. Engaging in a re
call is an adm ission th a t a violation of the  A ct has taken  place b u t a 
m arket w ithdraw al is a retrieval of a product for com m ercial reasons 
un rela ted  to s ta tu to ry  proscrip tions.

A determ ination  by  a m anufacturer, or by th e  FD A , th a t a recall 
exists or should take place necessarily  carries w ith it o ther subsidiary 
legal determ inations. F irs t, the  F D A  (or the  m anufacturer) will have 
determ ined th a t there  is sufficient evidence for the  A gency to  dem on
s tra te  in court th a t a violation of the A ct has taken  place.

Admission Against Interest
Second, th e  m anufacturer, in conducting  a recall or in denom inat

ing  his action a “recall” o r  in acquiescing in the  F D A  denom inating  
his action a “recall,” m ay be m aking w hat am ounts to  an adm ission 
ag a in st in te rest th a t  th e  A ct has been violated. T his can have con
sequences in p rod uc t liability  actions if th e  legal s ta tu s  of the product, 
th a t is, its conform ity w ith the A ct, w ere to  be an asserted  basis for 
liability . T h ird , bo th  the  F D A  and the m anufac tu rer will be under a 
public ob ligation to  pursue th e  recall and be sub ject to  subsequent 
sc ru tiny  w ith respect to  its adequacy because it involves a “v io lative” 
product.

T hus, it can be seen th a t the  decision to  undertake the retrieval 
of goods and to  denom inate such a retrieval as a “recall” is no t one 
th a t should be undertaken  ligh tly  e ither by the  F D A  or by a m anu
facturer. F a th e r, it is one th a t m ust be undertaken a fte r a careful 
exam ination  of th e  facts, and the  consequences to  bo th  past and future 
production  by the  firm m ust be borne in mind.

If there is any substan tia l legal problem  w ith recall procedures 
a t the p resen t tim e, it is the  lack of any  reasonable m eans of challeng
ing e ither th e  F D A  denom ination of a retrieval as a “recall” or an
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F D A  suggestion  th a t a recall is necessary. T he u ltim ate w ay to  chal
lenge an F D A  position is to refuse to recall and th us set up a s itua 
tion where the Agency must prove its case in court. Taking an adam an t 
position, how ever, can lead to  the  F D A ’s use of m ultip le sanctions, 
including m uch m ore strik ing  public ity  th an  w ould o therw ise occur.

I t  is, how ever, th is u ltim ate  availab ility  of a forum  for m aking 
factual and legal determ inations on an im partial basis th a t has led me 
to  object to  proposals to  establish s ta tu to ry  recall au tho rity . In  m y 
view, it w ould not be desirable to vest in an adm in istra to r the  author
ity  to  com m and, w ith ou t a forum  for im partial factual determ ina
tions, the retrieval of a product from the market, with its attendant sub
stan tia l econom ic dislocation.
II. Regulatory Letters

If recalls represen t do-it-yourself seizures and are carried o u t 
under the im plicit th rea t of form al enforcem ent action for failure to  
com ply, regu la to ry  le tte rs  appear to have a t least a tenuous connec
tion w ith Section 306 of the  Federal Food, D ru g  and Cosm etic Act. 
F or those who have generally  stopped read ing  a t Section 305 and have 
quivered a t the th re a t im plicit in precrim inal hearings, Section 3061 
appears to b rin g  som e relief because it provides th a t there  is no re
qu irem ent th a t the  S ecretary  report for prosecution or o ther judicial 
proceedings “m inor violations of th is A ct w henever he believes th a t  
the  public in te res t will be adequately  served by  a suitable w ritten  
notice or w arn ing .”

R egu la to ry  le tte rs  w ere in s titu ted  as a m eans of im plem enting 
th a t s ta tu to ry  provision and they  call to  the a tten tion  of a firm a 
specific, clearly defined violation of the  A ct th a t th e  F D A  believes 
m ust be corrected. T he form at of the  le tte r is very  specific. I t  is 
headed a “regu la to ry  le tte r” and it  identifies the  article, th e  s ta tu to ry  
provision involved and the  specific m anner in w hich the s ta tu te  has 
been violated, in th e  A gency’s view. I t  also often sta tes the correc
tive action th a t is indicated in o rder to  achieve com pliance.

I t  norm ally  requests (or, perhaps, m ore correctly , requires) a 
response w ith in ten  days to the  F D A  Office (usually  a d is tric t of
fice) th a t has issued the regu la to ry  letter. I t inevitably  closes w ith 
the solem n w arn ing  th a t one ignores the  regu la to ry  le tte r at his peril 
since the FD A  is fully prepared to  invoke all the  form al judicial sanc
tions of the  A ct in o rder to  achieve com pliance.

1 21 U. S. C. Sec. 336.
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As in the  case of F D A -in itia ted  recalls, th e  issuance of a  regula
to ry  le tte r indicates a  decision by the A gency th a t it has adequate 
legal grounds to in itia te  form al cou rt proceedings. I t th u s  norm ally 
represen ts a firm decision by  th e  A gency. T he principal issue posed 
for the  person receiving the  le tte r is th e  m anner of com pliance rather 
th an  th e  fact of violation. W hile  it is certa in ly  perm issible to  go to  
the FDA, either at the district level or in an informal appeal to the W ash
ing ton  headquarters, to  argue th e  fact of violation, m y experience has 
been th a t the  A gency feels itself in a s tro n g  legal position in any 
regu la to ry  le tte r and is perfectly  w illing  to  have its position tested  
th ro u g h  a court proceeding should the  respondent be in transig en t in 
its  position.

Lack of Public Hazard
O n the o th e r hand, the  use of the  regu la to ry  le tte r procedure 

often is indicative of flexibility w ith respect to  com pliance program s 
on the  part of the  respondent. T here is a notable lack of public hazard 
involved, and th ere  is often an F D A  recognition th a t com pliance m ay 
tak e  e ither significant funds or tim e or both. T hus, there is an ability 
to  w ork w ith  the  A gency in a com pliance program  and, unlike the 
situa tion  in a seizure o r a recall, one norm ally is no t faced w ith  an 
im m ediate and significant econom ic dislocation th rough  the use of 
th is  com pliance m echanism .

An inform ation le tte r  is a subspecies of regu la to ry  letter. In  many 
w ays, it m ay be view ed as akin to  a cou rt order to show cause. I t 
no rm ally  will describe an article  and question the  legality  of som e 
aspect of th e  p ro d u c t’s m ark etin g  w ithou t com ing to  a firm conclu
sion th a t  th e  A ct has been violated. I t  com m only provides for a 
period of 30 days w ith in  which to  respond to  the F D A  and either 
explain o r su b stan tia te  th e  firm ’s activities, or indicate w h a t step's 
are being taken to avoid the legal problem that the Agency has outlined.

Even more than in the case of regu la to ry  le tters, there  is a g rea t 
deal of flexibility in th e  F D A ’s response w hen a firm w hich received 
an  in form ation le tte r  comes to th e  A gency. T he F D A , in  th is  case, 
has not m ade a firm  decision th a t the A ct has been violated, and is 
am enable to su b stan tia tin g  inform ation. I t  often will be w illing to  
w ork w ith  a firm on w hat w ould con stitu te  su b stan tia tin g  data  and 
to review  revisions in labeling  or packaging th a t m ight be required  
under th e  F D A ’s view  of the law.
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III. Publicity
T he  uses and abuses of public ity  are, as everyone know s, a w ide

spread topic of discussion. T here are num erous w ays in  w hich th e  
A gency m ay use publicity . T he  F D A ’s ou tp u t includes form al new s 
conferences, briefings, releases, ta lk  papers, F D A  Consumer, and leaks. 
T he legal te s t for each of them  is how the use can be squared w ith  
the  s ta tu to ry  provisions on publicity .2

T he first p arag raph  of th is  s ta tu to ry  provision is quite s tra ig h t
forw ard, d irecting  the  S ecretary  to publish reports  sum m arizing  ju d g 
m ents, decrees and orders. T hese are the fam iliar .Notices of Ju d g 
m ent, w hich used to  be published as separate  pam phlets and which 
are now  incorporated  in to the  final pages of each issue of F D A  Con
sumer. Controversy necessarily  arises under paragraph  (b) of Section 
705 th a t p e rm its :

. . the S ecre tary  . . . to . . . d issem inate inform ation regard ing  food, drugs, 
devices, or cosm etics in situations involving, in the opinion of the Secretary , 
im m inent danger to  health, or gross deception of the consum er. N o th ing  in th is  
section shall be construed to prohibit the S ecre tary  from  collecting, reporting , 
and illustrating  the results of the investigations of the D epartm en t.”

One m ust reasonably  w onder w hether the  first sentence is nec
essary in light of the second, or whether the second grants any authority 
in im p ortan t cases th a t is w ithheld  by  the first. In  any  event, taken  
together, the  tw o sentences suggest au th o rity  to  deal w ith  the  follow
ing s itu a tio n s :

(1) a press release concerning a situation  believed by th e  
F D A  to pose an im m inent danger to health , even w here no reg u 
latory  action has been ta k e n ;

(2) the  publication  of the  w eekly recall lis t;
(3) the  issuance of press releases in connection with regular 

enforcem ent actions, including adm inistra tive  actions re la ting  to  
the approval, denial of approval or withdrawal of approval of food 
additives, color additives and human and veterinary drugs; and

(4) th e  issuance of periodic reports  concern ing factory  in
spection findings for selected segm ents of industry .
A firm ’s principal legal concern is norm ally  the use of publicity  

by the F D A  in conjunction w ith  som e o ther regu la to ry  activity. T h is 
m ay be the press release issued announcing  th e  A gency’s m on ito ring

2 Sec. 70S, 21 U. S. C. Sec. 375. '
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of a recall undertaken  by a firm. I t  m ay be th e  press release issued 
in connection w ith  a proposed adm inistra tive  action to w ithdraw  
approval of an ex isting  m arketed  product. In all of these cases, the 
firm involved often  will be try in g  to  catch up w ith  th e  original FD A  
release if it is no t prepared  w ith  its ow n resources to go to  th e  press 
sim ultaneously  o r in advance of th e  F D A  action. O ften in th e  case 
of the recall, where the firm does have the first knowledge and often 
th e  only firsthand know ledge of the  facts, it is in a unique position to 
make its position known independently of any FDA-generated publicity.

There are relatively few instances where publicity can be limited by 
industry . P erhaps only in cases involving FD A  publicity  d u ring  the 
pendency of court proceedings is it likely th a t a court will in tervene to 
p ro tec t e ith e r its own procedures o r to  chastise the F D A ’s ex tra 
judicial a ttem p t to  achieve w hat it has not obtained in cou rt p ro
ceedings. A recen t article  by R ichard  M orey3 gives th e  details in one 
of the  rare  instances w here th is  occurred and I com m end th is d is
cussion in depth to  you.

T o sum m arize, each of these “ in fo rm al” enforcem ent techniques 
is grounded e ither in th e  existence of a s ta tu to ry  provision or on the  
th re a t of using  a s ta tu to ry  provision. Because they  are “ informal,” 
th e y  do no t provide the  depth of procedural safeguards th a t one can 
achieve w hen th e  F D A  is forced into form al judicial enforcem ent p ro
ceedings. C onversely, in m any instances, one can devise com pliance 
p rogram s w ith  the  A gency based or. th e  facts th a t w ould not be appli
cable in court re la tin g  to resources, ex isting  inventories of noncom 
plying m aterials, and overall risk  to  the public health . Before a com 
pany en ters in to active resistance of any of th e  inform al enforcem ent 
proceedings and  th u s  forces the  F D A ’s hand w ith  respect to  form al 
proceedings, it must evaluate not only its likelihood of success in court 
but the consequences of an adverse court ruling with respeot to future 
com pliance w ith th e  Act. [The End]

3 M orey, R ichard S., “ Publicity  as a metic L aw J ournal 469, 474— 476 (Aug. 
Regulatory Tool,” 30 F ood D rug Cos- 1975).
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Handling FDA 
Injunction Actions

By RICHARD S. MOREY

Mr. Morey Is a Member of the Law Firm of Kleinfeld, Kaplan 
and Becker.

I H A V E  L IM IT E D  M Y D IS C U S S IO N  to the sub ject of h an d lin g  
Food and D ru g  A dm inistra tion  (F D A ) in junction  actions, th a t 

is, actions in which the FD A  seeks to enjoin alleged violations of 
the  F ederal Food, D rug  and Cosm etic Act. I th ink  th is  is app ropria te  
because th is pa rticu la r type of legal action is unique in several re
spects, which I will discuss in a m om ent, and its handling  deserves 
separate  consideration from  o ther F D A  litigation.

I will deal first w ith  the  applicable legal ru les concerning in
junction  actions b rou gh t by the FD A . T his is re latively  settled  law  
and is indeed the least com plex elem ent involved in handling  these 
actions. In ju nction  proceedings are based on Section 302(a) of th e  
Federal Food, D ru g  and Cosm etic Act. T his provision, w ith certain  
m inor exceptions, gives to  the federal courts ju risd ic tion  “for cause 
shown, . . .  to  restra in  violations . . .” of the  Act. T hus, theoretically, 
the FD A  m ight seek to enjoin any of the m yriad of m inor tra n s 
gressions w hich could be said to constitu te  adu ltera tion , m isbrand ing  
or o therw ise violate the Act. In fact, how ever, the A gency only 
rare ly  uses th is  rem edy and then  norm ally only in cases in which 
it contends th a t there are po ten tia lly  serious violations of a con
tin u in g  nature.

As to  the  circum stances under which a court can and should 
g ran t an in junction , it is established, both generally  and in FD A  
cases, th a t an in junction  m ay be g ran ted  even if the violations of 
law  which the  A gency is com plain ing about already have been cor
rected. On the o ther hand, it is equally well settled  th a t the  court 
need not g ran t an in junction  even though all such violations have 
no t been corrected. Basically, the  rule is th a t it is left to  the  sound 
discretion of the court w hen an in junction  should be issued.
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Mandatory Injunction
T he one legal question w hich appears to be a m atte r of con

trov ersy  a t th is  tim e is w hether a court m ay issue an in junction  which 
is m andatory  ra th e r than  p roh ib ito ry  in nature. T his issue has arisen 
m ainly in term s of w hether a court has the au tho rity  to  o rder de
fendan ts to recall violative products w hich already have been dis
tr ib u ted  in in te rs ta te  com m erce. T he D istric t C ourt for the Northern 
D is tr ic t of Illinois in th e  C. E. B. Products case held th a t  it did no t 
have such au tho rity . T he C o urt’s scholarly  and w ell-reasoned opinion 
in  th is  case, a fte r a careful exam ination of the  legislative h isto ry  of 
Section 302(a), concludes th a t :  “T he section [referring  to  Section 
30 2(a)] appears to  contem plate only negative in junctions proh ib iting  
s ta tu to ry  violations ra th e r th an  any  so rt of m andatory  or affirm ative 
relief.’’ T his is th e  on ly  decided case on th is  precise issue and the 
governm ent did n o t pursue it on appeal. H ow ever, the  prayers for 
relief in recen tly  filed in junction  cases still include provisions seek
ing affirm ative relief. T he F D A  clearly has no t acquiesced in  th is  
ru ling  in C. E. B. Products.

I w ould like to go th rough  a typical pa tte rn  of an F D A  in junc
tion action in chronological order. M ost of these cases— at least re
cently— have involved w hat the F D A  considered to  be undesirable 
p ractices du ring  the  m anufac tu ring  process of products sub ject to 
th e  Act. T he A gency has alleged th a t these practices were violations 
of cu rren t good m anu fac tu ring  practice (G M P ) or. w here there  was 
no s ta tu to ry  requirem ent as to G M Ps, th a t th ey  violated explicit or 
im plicit label claim s th a t the products w ere carefully m anufactured.

T he p rim ary  sign th a t an in junction  action of th is type m ay 
be forthcom ing is a p a tte rn  of F D A  inspections increasing in fre
quency and in the num ber and the  severity  of the observations m ade 
as to  m anu fac tu ring  practices. T his is particu larly  a problem  when 
observations are repeated on successive inspections and there  is little  
indication th a t the firm is responding  to  the A gency’s concerns. 
F requen tly , th is pa tte rn  is coupled w ith severe com m unication prob
lem s betw een firm personnel and the  A gency. Indeed, from exam ining 
inspection reports  from  firms which have been the  sub ject of in junc
tion  actions and those which have not, it w ould appear th a t th is  is a 
critical factor since the na tu re  and the severity  of the  observations 
often seem to be very  much equ ivalen t betw een firm s which are 
sued and those which are not. F irm s w hich are in serious danger 
of being  th e  sub ject of in junction  action usually  also receive a
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regu la to ry  le tte r  from  th e  A gency and are often the  sub ject of one 
o r m ore p rod uct recalls, usually  in itia ted  by  the FD A .

P a rt of m y assignm ent in discussing in junction  actions concerns 
how  to  se ttle  them . A ctually , th is  is som eth ing of a m ystery  to  me. 
T he p rim ary  po in t to  be m ade is th a t, once the A gency m akes a 
determ ination  to  seek an in junction, it v irtua lly  seem s to  be im pos
sible to  se ttle  on any  basis sho rt of com plete capitu lation. Before 
th e  A gency reaches th is  decision, how ever, while the p a tte rn  of bad 
inspection reports, bad com m unications, a regu la to ry  le tte r and re 
calls is ju s t com ing in to focus, it is possible no t to se ttle  bu t to 
avoid an in junction  action by tak in g  im m ediate and drastic  steps to 
im prove the situation , to correct the  defects discovered by the  Agency 
and to im prove com m unication and indicate the responsiveness of 
the firm to the A gency’s concerns.

Settlement
In term s of settlem ent, the  only specific m atte r about which 

I w ould like to com m ent is the  so-called B axter-T raveno l situation . 
T his w as a case in which the F D A  apparen tly  w as on the  verge of 
filing a su it for in junction . I t agreed to forgo th is action in exchange 
for responsible com pany officials com m itting  them selves in essence 
to abide by the  te rm s which would have been in the in junction  if 
the  F D A  had obtained one from  the  court. T he only real advantage 
of th is approach over agreeing  to a consent decree of in junction, or 
of litig a tin g  and losing, is th a t the firm also obtained from  the 
A gency a com m itm ent th a t there  w ould be no crim inal prosecution 
based on the conduct at issue, assum ing  th a t th e  firm honors the 
com m itm ent to  close down its p lan t until its operations m eet F D A  
approval.

In  try in g  an F D A  in junction  action, several basic differences 
betw een th is type of action and o ther actions under the  F ederal 
Food, D ru g  and Cosm etic A ct m ust be kep t in mind. Tn a sense, 
in junction  action is the m ost severe rem edy available to  the  Agency. 
I t  is true , of course, th a t  a crim inal action can have a m ore severe 
personal im pact on individuals responsible for alleged violations of 
the Act. B u t only an in junction  action has an im m ediate and ca ta
strophic effect on an enterprise which m ay em ploy hundreds or 
th ousands of people and which litera lly  could be wiped ou t over
nigh t by the  issuance of the prayed-for injunction.

B ecause th e  basic question is the survival of an ongoing en te r
prise, the real issue in an in junction  action is. in m y opinion, what
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is happening right now  and w h at is likely to  happen in the future. 
A lleged past vio lations are of m uch lesser consequence. T his is a 
critical distinction. I t  is en tirely  different from  a seizure action, 
which basically deals w ith  the  s ta tu s  of a specific lo t of goods no 
longer under the control of the m anufacturer. I t  is also different 
from  a crim inal action which inevitably  m ust focus on specific past 
conduct. I t  is also different from  a typical declaratory  ju dg m en t ac
tion  w hich m ay deal w ith the p resen t or the  fu tu re  bu t largely  in a 
hypothetical sense.

Because the  basic issue in an in junction  action is w hat is hap
pen ing now  and in the  fu tu re, a con tested case is basically fought in 
tw o separate  arenas. F irs t, there  is obviously a contest in court. 
Second, and equally im portan t, th ere  m ust be con tinu ing  w ork 
being done by th e  defendants a t th e ir  facilities th ro ug hou t the 
course of litigation  to  correct and to change any  conditions which 
m ust be modified to  susta in  the  firm ’s position in court.

In  dealing w ith specific observations m ade by the  F D A  in
vestigators, th ere  are several different approaches depending on the  
na tu re  of the observations. O bviously, any observations of condi
tions which are in fact w rong  m ust be corrected as soon as pos
sible, g iv ing p rio rity  to those item s m ost likely to  affect the product 
adversely. On the o ther hand, there  are usually  some observations 
as to  w hich the  F D A  investigato r w as in error, e ither in un der
stan d in g  th e  firm ’s presen t p ractice  or in understan d in g  the  con
sequences of the  procedure which the  observation  suggests. If changes 
in response to an observation  w ould lead to conditions detrim en tal 
to the  p rod uct or to conditions which w ould have little  or no favor
able effect on th e  product and are very  expensive or im practical, 
the  procedure suggested  by the  F D A  can reasonably  be opposed. 
M any F D A  observations, how ever, seem to fall into a m iddle ground 
in which the procedure suggested  by th e  F D A  offers little  discernible 
benefit bu t can be in stitu ted  w ith  on ly  m inor inconvenience to the 
firm. In  these  instances, we recom m end th a t the  procedure suggested  
by  the  F D A  be adopted w ith o u t fu rth er argum ent. I t  sim ply is not 
w orthw hile  to  oppose such suggestions, particu larly  du ring  the course 
of litigation , w hen th ey  can be in s titu ted  readily. W hile  som e obser
vations m ay reasonably  be opposed, con testing  too m any of them , 
particu la rly  w hen th ey  involve only m inor inconvenience, gives an 
un fo rtuna te  im pression of noncooperation and nonresponsiveness to 
the F D A ’s concerns.
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Desirable Changes
A question  alw ays arises as to w hether m aking  changes casts 

doub t on th e  s ta tu s of p roducts produced prio r to the in stitu tion  of 
the  changes. T his is a m atte r of serious concern but, generally  
speaking, th is  is no t a sufficient reason to  stop the in stitu tion  of 
desirable changes. I t  is often the  case, and can be dem onstra ted  to 
th e  court, th a t although  the new practices are superior to  the  ex ist
ing  ones, the  prio r practices nonetheless w ere adequate to assure the  
safe ty  and the  reliab ility  of the product.

T he basic overall effort of the defendants in an in junction  suit 
is to show  the  court th a t:  (1) the ex isting  en terp rise and its p roducts 
are essen tially  sound and in good o rd e r ; and (2) the desirable 
changes in the p resen t situation  which will satisfy  the  concerns ex
pressed by  the F D A  are being and will be made.

I m igh t point o u t th a t, due to  the  basic position I have ju s t 
indicated, it is often the case th a t, in in junction  a'ctions, unlike o ther 
litigation  w ith the FD A , ev iden tiary  and legal issues which m ight 
be raised properly  by the  defendants are not relied upon. P a rticu la rly  
because th e  basic issue concerns the p resen t and fu ture s ta tu s of an 
en terp rise  ra th e r th an  p ast conduct, it is im p ortan t to show  to 
the  cou rt th a t conditions, in fact, are satisfactory . I t  is no t an ade
quate su b stitu te  un der these circum stances to show th a t the  F D A  
has no legal au th o rity  to  require a procedure or to  inspect records 
re levan t to its  concerns. T he effort m ust be m ade to  show  th a t the 
firm is producing  a good product and th us should be allow ed to 
continue to do so.

Temporary Restraining Order
P rocedurally , the tria l of a contested F D A  in junction  action in 

w hich th ere  is no court order h a ltin g  p lant operations is usually  
broken down in to  a series of separate  hearings, often w ith in terven ing  
F D A  inspections of th e  firm ’s facilities. T he A gency m ay or m ay 
n o t com m ence the  proceedings by seeking a tem porary  restra in in g  
o rder (T R O j. In  general, it w ould appear th a t a m otion for a T R O  
is likely to be successful only if the  A gency can show  th a t im m ediate 
and irreparab le in ju ry  is likely to  occur. T his is the  s tan dard  set 
forth  in Rule 65 of F ederal R ules of Civil P rocedures for the is
suance of a T R O  w ithou t notice to the adverse party . E xcep t in 
these circum stances, th e  courts are understandab ly  re luc tan t to  is
sue such an order to  close down, even tem porarily , an ongo ing 
en terp rise  w ith ou t allow ing an op po rtun ity  for hearing. T he  m ost 
likely resu lt, except w here th e re  is a th rea t of im m ediate or irreparable
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in jury , is th a t the T R O  will be denied w ith  a hearing  on the  govern
m ent's m otion for p relim inary  in junction  scheduled on an expedited 
basis.

Since it is often  the position of defendants a t such a hearing  
th a t th ey  have m ade the  necessary changes in th e ir  operations since 
the  F D A ’s last inspection, a possible resu lt of such a hearing  is a 
failure to  g ran t a p relim inary  in junction  w ith an order o r suggestion  
to the  F D A  th a t the estab lishm ent be reinspected.

A ssum ing  th a t no o rder is issued which w ould in te rru p t the  
defendan t’s operations, the course of proceedings from  here on seems 
to  be a series of inspections by th e  F D A  w ith in terven ing  hearings 
before the court. D u ring  these inspections, the A gency seeks bo th  
to  show  th a t its p rio r observations were not corrected and to  find 
any new deficiencies w hich it can. T he defendant’s efforts in the  
p lant m ust continue w ith new  F D A  observations being responded 
to as soon as the firm becom es aw are of them .

Expert Witnesses
G enerally, the F D A  presen ts its evidence at these hearings by 

p resen ting  its investigato rs as w itnesses testify in g  as to  the  obser
vations which th ey  m ade at the  defendan t’s establishm ent. The 
A gency usually  has one or m ore expert w itnesses who testify  
th a t th e  observations m ade by the  in specto r in th e ir  opinion consti
tu te  vio lations of cu rren t G M Ps or w hatever the  prevailing  standard 
m ay be. As th e  F D A  prom ulgates m ore specific G M P regulations, 
th e  need for such expert w itnesses m ay decrease bu t, a t present, th ey  
are an in teg ral pa rt of the  go vernm en t’s m ode of p resen tation .

T ypically , the defendant p resen ts its case th ro ug h  bo th  com 
pany w itnesses and experts. Com pany personnel obviously tes tify  
as to th e  specific observations m ade by the F D A  investigators, a t
tem p t to  pu t them  in contex t, and indicate the response which the 
firm has m ade or is m aking to  each observation. I t  is also often ap
p rop ria te  for com pany w itnesses to  tes tify  on a b roader scope indi
cating  th e  positive features of the firm ’s operations. T his is often 
necessary  because the  F D A  observations are very specific and focused 
on adverse conditions in the  plant. T hese adverse conditions often 
can be p u t into perspective by p resen ting  an in tegral p icture of the  
en tire  n a tu re  and scope of th e  m anu fac tu ring  operations involved. 
The defendants also usually  p resen t expert w itnesses. T hese include 
experts on G M Ps who will counter the F D A  experts. T he defense ex
perts  usually  will com m ent on the  significance of the  F D A  obser
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vations based on actual observation of the conditions in the plant. 
T his is in con trast to the F D A  experts who typically  testify  on the 
observations of th e  F D A  investigators w ith ou t hav ing personally  
observed the particu la r conditions a t issue. D efendants also m ay 
wish to  offer expert testim ony describ ing the  n a tu re  and the  value 
of the product involved. T h is is particu larly  useful in the  case of a 
new or innovative type product which m ay offer advantages to  the  
user com pared w ith o th e r available products used for the sam e gen
eral purpose.

Avoiding Court Order
I w ould like to  close by  d iscussing w hat seem s to  me to  be a 

m ajor problem  w ith  contested  F D A  in junction  actions. T his con
cerns actions w hich are litigated  over a substan tia l oeriod of tim e 
w ith ou t the issuance of any  court o rder w hich sub stan tia lly  in te r
feres w ith defendan t’s operations. In  these circum stances, the  firm 
typically  has been successful in avoid ing such a court o rder because 
it has made, and is m aking, substan tia l progress in m eeting  F D A  
concerns. T hus, in the larger sense, the  FD A  has clearly succeeded 
in carry ing  ou t its m ission a lthough it m ay have failed to  obtain 
favorable court rulings.

T he difficulty seem s to be th a t once ba ttle  is joined in one of 
these actions, it is hard  to  end. D ue to  the  im provem ents being 
m ade by the defendant, the A gency finds it increasingly difficult to 
come up w ith evidence of conditions which w ould sup po rt the  is
suance of an in junction . I t  m ust go to  court w ith observations of 
a na tu re  on which it is hard  to  believe th a t it would ever have 
sough t an in junction  initially . I t  ju s t appears to  be very  difficult 
for the  A gency to  abandon a contested  legal action. T his is in  spite 
of the fact th a t the  A gency has accom plished its purpose and also 
is in no w ay precluded from  m aking fu rth er inspections and going 
back to cou rt if fu rth e r problem s should arise.

U n fo rtunate ly , as in the International Medication System s  case 
which I w as involved in several years ago, a hostile adversary  
a tm osphere can prevail w hich prevents any  reso lu tion  even when 
u ltim ate  denial of the in junction , as occurred in the IM S  case, seem s 
inevitable.

I will close by u rg ing  th a t the A gency review  its  policy as to 
th is  situation  and consider agreeing  to  the dism issal of these cases 
w hen the A gency’s m ain purpose of p ro tec tin g  the public has been 
achieved o r is obviously on the w ay to  fulfillm ent. [The End]
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