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Balanced Government Regulation 
of Consumer Products

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

H IS  P A P E R  will deal broad ly  w ith the  question of how govern
ment regulation of consumer products can be controlled to prevent 

e ither indifference to genuine problem s or unnecessary  overregulation. 
I t will briefly exam ine the rationale for and m echanism s of govern
m ent regulation  and review  possible w ays of achieving control of 
agencies in order to  assure balanced regu la to ry  activities.

T he rationale  custom arily  given for governm ent regulation  of 
consum er products (and now alm ost un iversally  accepted) is th a t, in 
a  com plex society, individual consum ers are no longer able to  pro tect 
th e ir  ow n interests—government, therefore, m ust do it for them . Im 
plic it in th is w ell-recognized principle is the assum ption th a t there 
is som eth ing from  which the public does, in fact, need protection. It 
m eans th a t, w ithou t th is protection, consum er products w ould be 
m arketed  w ith ou t adequate assurance of safe ty  and. w here appro
pria te , effectiveness.

If  one exam ines historical developm ents in the field of govern
m ent regulation , it is readily  apparen t th a t th is im plicit assum ption 
has, in fact, been the  activa ting  force behind all federal legislation 
enacted to  regu la te  the safe ty  and effectiveness of consum er products. 
T he  h isto ry  of governm ent regulation  in th is  field is the h is to ry  of 
the perceived failure of business to  regula te  itself. T im e and again,
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C ongress has acted in response to  w h at it believed to be a dem on
stra ted  danger.

In  som a instances, th is danger has indeed existed, and w as well 
docum ented. R egu lato ry  legislation has not alw ays been, as som e 
w ould like to  believe, the irra tional product of m ischievous gadflies 
w ho have exploited public ignorance and em otion. In o ther instances, 
however, the danger has been largely speculative or has involved 
only econom ic issues w here governm ental in terven tion  m ight reason
ably be view ed as hav ing w orse effects than  the problem s it is de
signed to  solve. I t  is not the  purpose of th is  paper to debate the re la
tive m erits of these argum en ts w ith  respect to any particu lar legis
lation, m uch less th e  field of consum er product legislation as a whole. 
Suffice it to say th a t an enorm ous am ount of legislation has been en
acted and is unlikely to be repealed.

T he m anufacturers of consum er products have generally  opposed 
legislation which increased governm ent regulation  of th e ir products, 
while consum er groups generally  favored such legislation. T his does 
not m ean, as others argue, that the manufacturers of consumer products 
are evil people. T he people who work in business are no m ore evil 
th an  those  w ho w ork in governm ent, or Congress, or consum er o r
gan izations T heir level of com petence, in teg rity  and concern for the  
public is about equal. I t  is a far m ore subtle m atter. A ny advocate 
(w hether a businessm an, a consum er advocate or a governm ent em 
ployee) will inevitably  becom e convinced of the soundness of his posi
tion. and be less likely than an independent observer to perceive the  
full ram ifications and po ten tia l dangers of th a t position from  a broad 
societal perspective. T he purpose of all governm ent regulation , which 
adm itted ly  is not alw ays achieved in practice, is to m ake certain  th a t 
broad public objectives are no t only kep t in m ind, b u t indeed are used 
to shape daily business decisions.

Mechanisms of Government Regulation
T he specific form of governm ent regula tion  chosen to  deal w ith 

a particu la r situation  will depend, of course, upon the  na tu re  of the  
sub ject being  regulated  and societal priorities. In  spite of all the  
talk  about new form s of regulation  and innovative regu la to ry  con
trols, th ere  really  is no such th in g  as a new  regu la to ry  concept. Rather, 
there is ju s t an infinite num ber or variations of th ree  basic concepts 
th a t were invented  centuries ago. T hese th ree  basic concepts involve 
governm ental action taken to police requirem ents im posed by sta tu te
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o r regu la tions on products after they  are m arketed , a requirem ent 
of governm ental review  or approval p rio r to  m arketing , and private  
legal action undertaken pu rsu an t to  com m on law  or sta tu te .

T here is, of course, no un iform ity  w hatever am ong the num erous 
s ta tu te s  which im pose governm ent regulation  on particu lar consum er 
products. T he details of each piece of legislation have been fought 
ou t in thousands of m inor skirm ishes and m ajor b a ttles— often, as it 
la ter tu rn s o u t w hen the s ta tu te  is in fact im plem ented, over the 
w rong  issues.

M ajor issues are often left unresolved in th is  legislation— som e
tim es because th ey  are not recognized, b u t quite often because Con
gress is unw illing  or unable to  resolve them . W here  specific issues 
are addressed d irectly  to  legislation, the  language used is often su f
ficiently im precise to perm it wide la titude in in terp reta tion . T hus, the  
im plem entation  of these regu la to ry  enac tm ents is largely  left to the  
adm inistra tive  agency to which the  s ta tu te  is delegated.

In  spite of all the cu rren t political rhetoric  about regu la to ry  re
form , it is unrealistic  to  believe th a t health  and safety legislation will 
be repealed, diluted, or m ade m ore specific in the  future. T hus, the 
real issue facing the  coun try  today, and on which som e regulato ry  
reform  is feasible, re lates to the various m echanism s th a t m ight be 
used for keeping governm ent regulation  w ith in reasonable bounds, 
th a t is, neither too loose nor too stric t, b u t sufficient enough to ac
com plish its in tended and w ell-accepted objectives.

Control of Regulatory Agencies by the Executive Branch
In  theory , the P residen t controls the E xecutive Branch. H e is

sues orders to the C abinet which in tu rn  executes them  th ro ug hou t 
the  governm ent. T he Office of M anagem ent and B udget (O M B ) acts 
as a second check by assu rin g  th a t the  budget of each regu la to ry  
agency reflects the P res id en t’s views. T hus, it is set up ju s t like the  
A rm y, and should run w ith the sam e precision and control.

In  practice, how ever, we all know  th a t th is is nonsense. M ost of 
the  federal governm ent runs w holly independent of th e  P residen t or 
his Cabinet. Indeed, the  views of the incum bent P residen t are largely 
irre levan t to the day-to-day operations of regu la to ry  agencies. T here 
is sim ply no substance to  the  m yth th a t the  P residen t and his Cabinet 
exert significant control over any regu la to ry  agency, a lthough th ey  
m ay w ish to  do so.
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T he reason for th is situation  can be understood by analyzing 
w hy the analogy to the A rm y is so grossly  m isplaced. T he A rm y is 
run under a single m ilitary  code th a t requires com plete and unques
tioned obedience to  any com m and. In  con trast, each governm ental 
agency has its ow n independent, and frequently  different, governing 
ob jectives and requirem ents as set ou t in the laws enacted by Con
gress. In  effect, each regu la to ry  agency— and frequently , different 
g roups w ith in a single regu la to ry  agency— is its own separate arm y. 
T he sam e situation  w ould exist if each division or batta lion  or com 
pany in the m ilitary  were to have its own separate govern ing  laws, 
regulations and objectives.

A useful exam ple of the lim itations th a t resu lt m ay be seen in 
the  P res id en t’s recent a ttem p t to require the entire  Executive Branch 
to consider the inflationary im pact of all m ajor federal action. T he 
regu la to ry  agencies have e ither given lim ited lip service to  th is E xecu
tive O rder, or have ignored it com pletely, on the ground th a t the  
P residen t has no au tho rity  to am end or overrule the law s and regu la
tions govern ing  specific agency action. T he Food and D rug  A dm inis
tra tion  (F D A ) has declined to subm it d raft regulations to  OM B for 
review , on the  sam e ground.

M ore im portan t, however, is the  readily  apparen t fact th a t the 
W h ite  House and OMB could not conceivably undertake a m eaning
ful job of control over the vast num ber of policies adopted and actions 
taken  by regu la to ry  agencies even if it had the au th o rity  and will 
to do so. T he issues are too m any and too complex. N either the  W hite 
H ouse or OM B has the  expertise to understand  or resolve them . A nd 
in any event, all b u t a very few have insufficient national p rio rity  and 
im portance to  ju s tify  such high level consideration. One shudders 
at the  th o u g h t of w hat would happen to  the W h ite  H ouse or OM B, 
and th us to  m ore im p ortan t issues of national policy, if e ither a t
tem p ted  to read, m uch less evaluate, all or even a represen ta tive  
sam ple of the  notices appearing  in the  Federal Register every  day.

A nother layer of review  of th is type, m oreover, w ould fu rther 
delay and confuse ra tional developm ent of public policy, ra th er th an  
encourag ing  it. Issues w ould be considered not because of their broad 
public im pact, b u t because of th e ir political im portance. C ertainly, a 
high-level review  of th is type could add little  value to  the  difficult 
scientific ju dgm en ts th a t usually  are involved in controversial deci
sions re la tin g  to  the public health  and safety.
BALANCED GOVERNMENT REGULATION PAGE 5 95



Control of Regulatory Agencies by Congress
In  theory , of course, C ongress sets policies in legislation and 

then  conducts broad oversight to  m ake certain  th a t those policies 
are adequately  pursued. T hus, C ongress itself should be exercising 
effective control over the regu la to ry  agencies. B u t w hat happens in 
actual practice is no better, and po ten tia lly  far m ore dangerous, than  
w hat happens in th e  E xecutive Branch.

T he concept of C ongressional oversight is very im p ortan t to our 
form  of governm ent. C ongress should act a t the very  cu ttin g  edge of 
national policies, prov id ing a forum  for all view points and seeking 
a consensus on national priorities. I t should lead the w ay in candid 
analysis of the  very  difficult public issues and choices the  country  
increasingly faces.

W e all know  th a t th is is not happening. It would be com forting 
to  conclude th a t th is is because the  cu rren t Congressional leadership 
is sim ply inadequate for the task , and th a t new  and b e tte r leaders 
could replace them . But there are also deeper problem s th a t are 
underm in ing  the system .

Congressm en and S enators are, of course, m ajor public figures. 
T heir tim e is in dem and for m any causes. Even m ore so than  in the 
E xecutive Branch, they  have very  lim ited tim e and resources avail
able to research and understand  the  com plex and subtle issues in
volved in even the m ost im portan t regu la to ry  policies.

M oreover, the basic job of any politician is to  satisfy  enough of 
his constituen ts so th a t he will be reelected. In  th is day of in stan t 
com m unications, a m em ber of Congress m ust constan tly  keep his 
nam e before the public to  assure them  th a t lie is, in fact, doing his 
job on th e ir  behalf. The kind of ted ious and dull policy analysis which 
is so bad ly  needed in Congress is obviously ill-suited to the m ore im 
p o rtan t task  of assu ring  reelection.

In  m y four years a t the FD A . du ring  which I testified before 
Congress about 80 tim es, I can recall no oversight hearing  th a t even 
purported  to be a balanced and objective analysis of an issue, and 
w as constructively  in tended to help the  A gency do a b e tte r job in 
the  fu ture. T hey  were, instead, uniform ly prosecu torial in nature, and 
designed to em barrass, harass and in tim idate A gency personnel. Their 
basic purpose w as publicity. M ost m ade no a ttem p t to  conceal the 
preconceived conclusions, which w ere backed up by w itnesses and 
docum ents carefully culled to p resen t a single view point. N o t in
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frequently , a t the end of a hearing, the  C hairm an read a typed  sum 
m ation which w as prepared well in advance and prio r to listen ing  to 
any  of the  testim ony. T hey  w ere no th ing  short of staged plays. If 
any regu la to ry  agency acted th a t w ay, it w ould be reversed sum 
m arily  and reprim anded severely by the courts. B ut there is no ap
peal from  a Congressional hearing.

M oreover, no t one dealt w ith broad issues of policy. Each was 
concerned w ith a specific regu la to ry  m atter, usually  dealing w ith the 
safety of a particu lar p roduct th a t w ould be certain  to  produce the 
desired publicity , even though  it usually represen ted  a triv ial m atte r 
w hen com pared w ith o ther problem s facing the  agency. If broader 
policy questions w ere involved, it was m erely fortuitous.

Even m ore discouraging, none dealt w ith the m ost im p ortan t 
question now facing the FD A  and all o ther regu la to ry  agencies, the 
difficult p rio rity  choices am ong com peting needs. No regu la to ry  agency 
today  can do all th a t it is called upon and expected to  do. B u t Con
gress cannot adm it th a t, or explore prio rities in balanced and con
struc tive  oversigh t hearings, w ithout tu rn in g  off the fountain of 
publicity  th a t it has discovered. T he new s m edia would soon tire of 
hearings th a t explored only the resource needs of the agencies and 
the  w ork th a t can and cannot be done under various a lternative 
budgets.

Because m em bers of C ongress have such little  tim e or know ledge 
of regu la to ry  m atters, they  rely heavily on their staffs. I t  is these un 
elected Congressional staff m em bers who shape the hearings and the 
resu lting  publicity. T hus, both in their daily interaction w ith agency 
personnel and in the hearings them selves, they  have an increasingly  
and d isproportionate ly  large po ten tial for influence over the activities 
of regu la to ry  agencies. T hese people are no b e tte r or w orse th an  the 
staff of the  regu la to ry  agencies them selves, bu t certain ly  far less 
fam iliar w ith all of the  facts and issues involved and sub ject to  none 
of the sam e restra in ts.

Indeed, there  is no longer any question bu t th a t the m em bers of 
Congress and th e ir  staffs have much g rea te r po ten tial for influence 
and pow er over the  activities of regu la to ry  agencies than  the  E xecu
tive Branch. T h a t po ten tia l does not stem  from  th e ir  au tho rity  to 
enact legislation or an agency’s budget. R ather, it stem s from  the 
enorm ous im pact of the  publicity  th a t they  can generate. R epeated 
accusations by prom inent C ongressional figures, w hether justified or 
unjustified, can u ltim ately  dam age an agency and an individual far 
m ore than  any th rea t of legislative action.
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The po ten tia l pow er wielded by these people, down to the low est 
staff member on a Congressional committee, represen ts a very  serious 
th rea t to the fair adm inistra tion  of ju stice by regu la to ry  agencies in 
th is country . I t  is a far g rea te r danger than  any th re a t of im proper 
in terference by the Executive Branch. Insu la tion  of regu la to ry  agen
cies from im proper Congressional influence represen ts perhaps the 
single m ost im portan t issue for regu la to ry  reform , b u t obviously one 
th a t Congress is no t likely to acknow ledge, m uch less pursue.

F o rtu n a te ly , th is  po ten tial for im proper influence has seldom re
sulted in serious problem s. Congressional inquiries and hearings have 
for the  m ost pa rt accelerated or slowed down regu la to ry  action th a t 
w ould o therw ise have occurred anyw ay, bu t have not changed the  
u ltim ate  course of events. N onetheless, th is danger persists  and m ust 
be w atched carefully.

T here are, of course, exceptional m em bers of Congress and Con
gressional staff m em bers w ho both understand  the difficulty of the 
issues and try  th e ir best to con tribu te  ra th e r th an  ju s t criticize. I t  is 
no t the purpose of th is paper to deal in specific personalities. Suffice 
it to say th a t, a t th is tim e, Congress as a whole does not p resen t a 
useful and constructive m eans of con tro lling  the agencies to  assure 
balanced regu la to ry  activities.

M any doubt th a t C ongress will be able to change its curren t 
atm osphere in the near future. To do so, it m ust be w illing to  forego 
the  a ttrac tion  of sensational hearings on triv ial exam ples of close 
judgm ents, televised accusations about the m otives and in teg rity  of 
our public officials, and sim ilar ego-building and vo te-ge ttin g  public 
displays. I t  m ust be w illing to discuss in cold and sober detail the  
various a lternatives faced by the agencies, th e ir  public cost and bene
fit, the difficulty in m aking the  sub tle  ju dgm en ts th a t m ust be m ade 
every day, and the  problem  of educating  the  public to the fact th a t 
all of our m odern life presents inescapable risks and trade-offs th a t 
cannot be avoided no m a tte r  how hard  we try . I t  also involves closing 
the  gap betw een public expectations, which have been led to  un 
realistic heights, and the agencies' resources and ability  to  m eet those 
expectations. I t  will take a very courageous leadership.

Control of Regulatory Agencies by the 
Top Management of the Agencies

R egard less of the inappropriateness of control over regu la to ry  
agencies by the  E xecutive Branch or Congress, one should a t least
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assum e th a t the top  m anagem ent of an agency w ould have both the 
incentive and the pow er to  establish and m ain tain effective control. 
In practice, how ever, th is  can also fall sho rt of the theoretical model, 
and is usually  less effective than  in private  organizations.

F o r the  sam e reason th a t the Executive Branch often cannot 
control the regu la to ry  activ ities of a regu la to ry  agency, the agency’s 
top officials them selves often cannot effectively exert such control. 
N ot only is it difficult to know  all th a t is going on in any particu lar 
agency but, ju s t as in business or any o ther large organization , the 
low er level staff em ployees who control the  basic s tru c tu rin g  and 
rationalization  of any m atter, and who know  m ost about the  facts, 
very  frequently  can m arshall sufficient in form ation and a rgum en ta
tion to  prevail. T op  m anagem ent usually  has neither the tim e nor 
the  detailed know ledge to review  m ost agency decisions. E x isting  
laws, regulations, m anuals and o ther precedents lim it the governm ent 
ad m in is tra to r’s op tions to a far g rea te r ex ten t than  his cou n terp art 
in the  p rivate sector. A nd by  the tim e th a t a proposed regulato ry  
decision reaches the top level of a regu la to ry  agency, w ith full and 
en thusiastic  staff support behind it— and often w ith the press or 
in terested  persons outside the  agency already inform ed— it can be 
very  difficult indeed, although  certain ly  not im possible, to tu rn  it 
around. M oreover, any direct overru ling  of low er level em ployees 
carries w ith it a substan tia l possibility  of Congressional investiga
tion, adverse publicity  or court challenge. T hus, the  “ tech no cra ts” 
(as John  K enneth  G albraith  term ed them ) exert the sam e dom inant 
influence in the governm ent th a t they  do in any private organization .

Top m anagem ent of a regu la to ry  agency m ay, m oreover, have 
independent reasons for concluding not to  a ttem p t to exert m ajor con
tro l over the  daily regu la to ry  activ ities of an agency. T he m otives of 
a governm ent adm in istra to r, a fter all, are no m ore pure, or less p rag 
m atic, th an  the  leaders in o ther segm ents of our society. H e will un 
doub tedly  wish to escape m ajor criticism , to  take action th a t will be 
viewed favorably in the  media, to  increase the size and im portance 
of his agency, and to avoid obviously unpopu lar positions and action 
w herever hum anly  possible, while also p ro tec tin g  the  public and 
otherw ise perform ing  his s ta tu to ry  duties. H e is. in short, sub ject to 
the  sam e hum an s tren g th s  and w eaknesses as leaders in business, 
Congress and consum er organizations.

T here are, m oreover, m ore severe lim itations applicable to  a high 
governm ent official. T he governm ent adm in istra to r m ust carry  out
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his responsibilities in a far m ore open and public m anner than  any 
m em ber of Congress or any person in the private sector. T he F ree
dom of Info rm ation  Act, daily leaks by agency staff m em bers, judicial 
requ irem ents for explaining decisions, detailed investigations by the  
General A ccoun ting  Office and C ongressional staff m em bers, and pu b 
lic hearings on Congressional com m ittees provide assurance th a t very- 
little, if any th ing , th a t is a t all controversial will long escape public 
scrutiny'. T hese safeguards provide m ajor assurance th a t im proper 
activity' will not take place, and for th a t reason alone the  need for 
openness in governm ent should receive w idespread public support. 
B u t the  price th a t unquestionably' is paid for these safeguards is a 
substan tia l lim itation upon the  flexibility and au tho rity  of a govern
m ent adm in istra to r to exert even leg itim ate control over his agency'’s 
regulatory- activities.

The Civil Service Commission laws and regulations also drastically 
lim it the ability  of governm ent officials to discipline, transfer or dis
charge staff em ployees. T here  are sound policy reasons behind these 
rules. Tt w ould be tragic if governm ent em ployees could be penalized 
for political reasons, or because they' failed to  carry  out im proper 
orders. A t the sam e tim e, a price is paid in term s of in su la ting  govern
m ent em ployees against proper a ttem p ts  by h igher officials to im ple
m ent policy choices which the law  au thorizes them  to make.

Control of Regulatory Agencies by Private Parties
At first blush, it seem s unlikely th a t private action affords any 

real possibility  for m eaningful control over governm ental agencies 
to  assure balanced regu la to ry  action. Y et today' it is the only signifi
cant control exerted o ther than  by agency personnel, and its prom ise 
for the  fu ture is very b righ t indeed.

T he w eakness of and hindrance to E xecutive Branch and Con
gressional control over regu la to ry  agencies are far less likely to  exist 
w ith respect to in terested  private  parties. T hose persons in the  p ri
vate  sector w ho are directly  involved in a particu lar m a tte r—consumer 
organ izations, professional groups, trade associations and o ther in ter
ested persons— usually  know  m ost about it. T hey  have the in terest 
and tenacity  to pursue both th e  specific details and the broader policy 
im plications. They' have bo th  a constitu tional and a s ta tu to ry  righ t to 
in itia te  and partic ipate  in the developm ent of the  m atte r and to  chal
lenge the resu lt in the  courts. T hose who believe th a t agency action 
should be in s titu ted  or intensified, and those w ho believe it should
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be abandoned or modified, have equal access and opportunity  to  press 
their respective positions. I t  is th is fundam ental righ t of initiation, 
participation  and challenge th a t provides, today and in the future, 
the most meaningful substantive control over regulatory agency activities.

F or the  m ost part, the partic ipation  of private parties in regu la
to ry  decisions has been in telligent and helpful. To be sure, th ere  has 
been an unnecessary  am ount of rhetoric , hyperbole, and frivolous ques
tions, bu t real issues have usually  been debated in real term s.

Some fine tu n ing  of the procedural rules governing the righ t of 
in itiation, participation  and challenge is undoub tedly  still necessary. 
T h a t has, indeed, been a m ajor objective of the FD A  for the past five 
years, cu lm inating  in publication of its procedural regu la tions in 1975. 
T hose regulations are designed to assure th a t all citizens have the 
righ t to subm it petitions to  the A gency which m ust be considered 
and acted upon responsibly, th a t public policy will be developed 
th rough publication  of proposed regulations, th a t all in terested  seg
m ents of the  public will be perm itted  to  offer th e ir com m ents on 
them , th a t each of those com m ents m ust be specifically answ ered 
on the  m erits, and th a t any person can challenge the end resu lt in 
court. All sides are given a fair oppo rtun ity  to  participate, and none 
have any unfair advantage.

T here  rem ains the popular belief, of course, th a t one p rivate  group 
or ano ther unfairly  “dom inates” regu la to ry  agencies. Consum er groups 
have argued  th a t the  FD A  is dom inated by the food industry , and 
the food indu stry  has responded w ith equal vehem ence th a t consum er 
advocates have undue influence over the  Agency. A ny objective anal
ysis w ould rapid ly  show  th a t both argum en ts are equally false. 
X either group is as effective as the o ther believes, or even as the  
group itself believes. I t  w ould be refreshing, even though  unexpected, 
if both agreed to  a truce on th is rela tively  triv ia l issue, and instead 
dealt w ith the  im portan t and difficult m atters  pending before the 
A gency on th e ir m erits. Flopefully, the openness th a t has been ex
hibited by the FD A  in the past few years, as codified in the  procedural 
regulations, will lay to rest some of these shibboleths. N onetheless, 
one m ust expect th a t they will continue to be used in the  fu tu re  by 
some who. disappointed th a t th e ir  position d id  not prevail, are simply 
unw illing  to accept the  fact th a t the decision m ade w as nonetheless 
reasonable.

P rocedural fairness will w ork in con tro lling  agency action to as
sure th a t it is balanced, and th u s  neither too s trin g en t nor too lenient,
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only to  the  ex ten t th a t court review  rigorously  enforces it. I have 
s ta ted  both du ring  m y governm ent service and m y private practice 
of law  th a t all F D A  action (including the  failure to  act w hen re
quested ) should be sub ject to close court review  on the  m erits, w hen 
challenged, and should be upheld only w here there  is substan tia l 
evidence to support it. I t  should no longer be sufficient th a t agency 
action m erely be determ ined not to be a rb itra ry  and capricious. If a 
governm ent decision cannot w ith stand  th is m ore rigorous review, it 
should no t be allow ed to  stand. And if the courts are no t w illing to 
review  each m a tte r  closely, and to dem and high standards from  the 
agencies, th e  agencies will inevitably  relax those standards. T hus, 
detailed and conscientious judicial review  is the  keystone to any ef
fective control over regu la to ry  agencies.

Recruitment and Retention of High Quality Personnel
U ltim ately , the  only gu aran tee  for fair and reasonable balance in 

any regu la to ry  agency lies in the  recru itm en t and re ten tion  of high 
quality  personnel. I t  is far be tte r to have a bad law  adm inistered  by 
good people th an  to have a good law  adm inistered  by bad people.

T he old aphorism  th a t we have “ a governm ent of laws, not of 
m en” has often been m isin terpreted  and m isunderstood. Surely, no 
person is or should be above the  law. B u t all law  is adm inistered  by 
m ere m ortals, and th u s  w e will alw ays have a governm ent of men. 
T he sam e law  in terp re ted  and applied by tw o different people m ay 
resu lt in tw o enorm ously different consequences.

U nfo rtunate ly , far too little  a tten tion  has been focused on the  
basic question of how  to recru it and re ta in  able personnel in regula
to ry  agencies. W ith o u t a ttem p tin g  to be definitive, th e  follow ing pos
sib ilities m ust surely  be explored. F irs t, it is im portan t th a t C ongress 
re trea t from  its cu rren t penchan t for vitriolic criticism , and instead 
recognize the  difficulties inheren t in m any regu la to ry  judgm ents. R e
peated  Congressional a ttacks sub stan tia lly  underm ine th e  possibility  
th a t able people will be w illing to undertake responsible governm ent 
positions. Second, the public m ust sim ilarly  be educated to under
stand  the  lim itations in any regu la to ry  judgm ent, and particu larly  
those th a t involve the  public health  and safety. No one can satisfy  
the  dem ands of those who advocate absolute safe ty  from consum er 
products. T hird , h igher pay, com m ensurate w ith  th a t available o u t
side the governm ent, is essential for any recru itm en t and re ten tion  
program . F ou rth , b e tte r w ork ing  conditions, including office facilities
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and adm inistra tive  support, m ust be provided. I t  is un realistic  to ex
pect th a t people will continue to m ake m ajor personal sacrifices for 
their entire  careers in order to pursue governm ent service.

A final change, which is badly needed bu t difficult to achieve, is 
to instill in governm ent service the  best aspects of the spirit of com 
petition  th a t prevails in the  private  sector. I t is un realistic  to believe 
th a t the profit m otive, which is the  driv ing  force in a free econom y, 
can be transla ted  directly  to governm ent service. M ore m eaningful 
rew ards and o ther “profits” m ust, how ever, be found for governm ent 
service if it is to a ttrac t the m ost able personnel. A nd surely, it is 
far m ore im portan t th a t the governm ent a ttra c t personnel of the 
h ighest caliber than  it is for any o ther segm ent of our society, since 
we are all dependent upon governm ent for our fu tu re  well-being.

It is, m oreover, apparen t th a t even these considerations will be 
insufficient to gu aran tee  th a t all of the expertise and experience rele
vant to resolving the difficult and com plex issues faced by the  regu la
to ry  agencies every day will in fact receive the benefit of the best 
ju dg m en t available in the country . T he use of ou tside independent 
advisory com m ittees is th us essential to the  regu la to ry  process. In 
deed, in the short term , th is is the only real hope for ob ta in in g  the 
kind of expertise  appropria te  for the difficult scientific issues th a t cur
ren tly  characterize m ost regu la to ry  agency issues. The question is not 
w hether a regu la to ry  agency can come to some conclusion w ith ou t 
the  use of adv isory  com m ittees ; ra ther, the question is w hether the 
use of advisory committees will substantially enhance those decisions 
in term s of substance, credibility  and public acceptance. T here  is no 
doubt w hatever b u t that, in all regu la to ry  agencies today, advisory 
com m ittees are essential for sound scientific decisions.

C on trary  to the  allegations of some, the  use of advisory com m it
tees in no w ay den ig rates or underm ines an agency 's full-tim e scientific 
staff. In the FD A , the A gency’s best sc ien tists have w arm ly welcom ed 
the use of adv isory  com m ittees, since it provides an o p p o rtu n ity  for 
con tinuous in terchange on scientific developm ents w ith som e of the 
o u ts tan d in g  experts in the coun try  and the sam e type of peer review  
th a t is accepted th ro u g h o u t the  scientific com m unity. Indeed, the  use 
of expert advisory com m ittees allow s an agency to a ttra c t h igher 
quality  scientific personnel on a full-tim e basis th an  w ould o therw ise 
be true.
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Conclusion
F or all of its p itfalls and problem s, the  rew ards of governm ent 

service are enorm ous. A ny person who has the op po rtun ity  for govern
m ent service ow es it to  him self, as well as his country , to  pursue it. 
If all of us are not w illing to en ter into th a t service, and to do our 
best to im prove our governm ent, then  we certa in ly  can have no com 
plain t about w h at happens as a result. T here is a g rea t po ten tia l for 
good in the governm ent, as well as a g rea t po ten tia l for evil, and it 
is our individual and collective du ty  to  do every th ing  we can to  m ake 
certain that the former prevails. [The End]

FDA SEEKS NOMINEES FOR UPCOMING ADVISORY 
COMMITTEE VACANCIES

Nominations for persons to serve as voting members on a number 
of Bureau of Drugs’ public advisory committees have been requested 
by the Food and Drug Administration (FD A ). The nominations are 
for vacancies which will occur at various times during the year. Those 
selected for membership must have adequately diversified specialized 
training and experience related to the work of the committee, such as 
experience in medical practice, teaching and/or research. Terms of 
office are four years. Committees having openings as of December 31, 
1976 are those dealing with dermatology and ophthalmic drugs. There 
will be openings on the following committees as of June 30, 1977: 
anesthesiology; anti-infective agents; cardiovascular and renal; dental 
drug products; endocrinology and metabolism; obstetrics and gyne
cology; oncologic; psychopharmacological agents; pulmonary-allergy 
and clinical immunology; radiopharmaceutical; surgical drugs; bio
metric and epidemiological methodology; and FD A /N ID A  drug re
search. Vacancies on advisory committees for controlled substances 
and arthritis will occur on January 31, 1977 and September 30, 1977, 
respectively.

CCH Foou D rug Cosmetic Law Reporter, 41,744
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FDA—Social Trend 
and Regulatory Reform

By ALEXANDER M. SCHMIDT, M.D.

Dr. Schmidt Is the Commissioner of Food and Drugs 
of the Food and Drug Administration.

I W O U L D  L IK E  T O  E X P R E S S  m y appreciation for the  invitation 
to join you here today, and for th is  oppo rtun ity  to  explore m atte rs  

of m utual in terest and concern.
Jim  M ack thou gh tfu lly  sent me a copy of the Association Bulletin 

indicating  your in terest in the rationale behind Food and D ru g  A dm in
istra tion  (F D A ) actions generally , and he also told me of your in te rest 
in certain  specific F D A  policies th a t d irectly  affect your industry.

In  considering how to respond to  your dual in terest, I th o u g h t 
perhaps the best w ay would be to  consider some basic social trends 
affecting the evolution of the FD A , in the  general context of our 
n a tio n ’s in tense and leg itim ate concern for regulatory reform.

Less Intrusive Government
Behind all the  tu m u lt regard in g  regu la to ry  reform  is an elem ental 

desire of the A m erican p eo p le : the desire for less in trusive govern
m ent. I m igh t add th a t th is B icentennial year m arks the  ann iversary  
of a som ew hat m ore in sis ten t assertion  by the  A m erican people for 
less in trusive  governm ent. I t is w orth  rem em bering in th is  regard  
th a t the  ten th  general item on the bill of particu lars draw n up by 
T hom as Jefferson and subm itted  to a restive w orld was th a t a rem ote 
governm ent had “erected a m ultitude of new offices, and sent h ith er 
sw arm s of officers to  harass our people, and eat out their substance.”

Of course, in the early 1/70's, the governm ent in question w as not 
so rem ote, being located only in London, not in W ash ing ton . B ut the 
irrita tion  caused by sw arm s of officers, reg u la tin g  activities th a t people 
felt they  could handle b e tte r them selves, w as rem arkab ly  sim ilar to
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the  irrita tion  felt now, except th a t filling ou t governm ent form s m ay 
well be m ore fru s tra tin g  than  heavily taxed  tea. A fter all, if you dress 
up like Ind ians and th row  governm ent form s in Boston H arbo r, you 
will ju s t be sen t m ore form s, and then  probably  be cited for no t filing 
an environm ental im pact s ta te m e n t!

So, I believe th a t today P residen t Ford is a rticu la tin g  a trad itional 
A m erican desire to declare our independence from overregu lation  of 
our activities.

Roie of the Food and Drug Administration
W here does the FD A  fit into th is picture of people w eary  of over

regulation , suspicious of pervasive, intrusive government? Should the 
FD A  tu rn  its back to  the  A m erican consum er, adopt caveat eniptor as 
its m otto, and leave the consum er to m ake his or her own determination 
of safety and efficacy? No, of course not. Given the  realities of modern 
d ru g  and food technology and distribu tion , the individual consum er 
sim ply cannot, unaided, m ake those kinds of determ inations. W hen 
tox icity  is m easured, as it often m ust be today, in com plex biological 
test system s employing detection methods sensitive to parts per billion, 
the consum er needs the  protection of a regu la to ry  agency capable of 
assu rin g  that sensitive and accurate test systems are in fact being applied.

If I am not suggesting  a gradual w ithering  aw ay of the FD A  in 
response to  the  public ag ita tion  against regu la to rv  agencies, w hat 
then  am I suggesting?

1 am sug gesting  th a t there  is a legitim ate, as well as an illegiti
mate, basis for the role, function and level of support accorded the FDA.

P erhaps the best w ay to illu stra te  w hat I m ean by an “illegitim ate 
basis” is by quo ting  from an essay w ritten  by D r. H arvey  W iley  in 
1890. Dr. W iley , as m any of you know, was the “F a th e r"  of food and 
d rug  regulation  in th is country. T he title  of W iley ’s essay is. “W h a t 
T eat and w hy.”

In it, he says.
"I have no use for fads and fancies in diet, but I grant to all persons who have, 
full privilege to enjoy them. Tf a man wants to live on nuts, I make no objec
tion; if he prefers ¡to eat raw foods alone, he has my permission; if he eschews 
meat I never object; if he uses some alcoholic beverage with his food I do not 
abuse him; if he eats five times a day, I consider him fortunate; if he eats late 
at night my prayer is that he sleeps well."

In  short, we can see in W iley  a m an who m anaged to  com bine a 
passionate com m itm ent to  safety, w ith a rare  aversion to im posing his 
personal view  on others.
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So, an illegitim ate basis for regulation  is th e  a rb itra ry  im position 
o f preconceived and unsupported  views. T h a t is b a d ! U nnecessary 
regulation  is bad ; and excessive regulation  is bad— as is inefficient, 
slow, unfair or dishonest regulation . I th ink  everyone could agree to  
this. The problem s s ta r t w hen one begins to  define those adjectives— 
“unnecessary ,” “excessive,” “inefficient.”

Color Additives
L et me illu stra te  th is by responding to  a direct question asked by 

Jim  Mack. W h a t are we going to do about colors now on th e  prov i
sional lis t ?

W hile som e of you m ay th ink  th a t every tim e I m ake a s ta tem en t 
abou t the provisional list. I m ake an off-color rem ark, I w an t to  assure 
you I am really  no t prejudiced against color, per se (and, obviously, 
ne ith er is the consum ing public). T here is still a tendency to w'ant 
margarine to say “butter" to the eye as well as to the ear. Such habits 
are hard  to  break.

B ut herein lies an im portan t point. T he  F D A  is not in the busi
ness of deciding whose hab its, or w hat hab its, should be changed. W e 
have no t declared w ar on colors, nor do we believe th e  addition of 
colors to focd is necessarily  im m oral or ou t of step w ith proper think
ing. I t  is no t the  F D A ’s business to be m aking th is kind of a de ter
m ination.

In  regard  to  colors, th is m eans th a t our policy and ou r decisions 
are to be based on the  clear m andates of law  and science, and no th ing  
■ else. T here  are presen tly  82 color add itives on the provisional list, 
of which only five are food colors: FD & C Green No. 3, Y ellow  No. 6, 
Red No. 4, Blue No. 2 and carbon black. W e are com m itted to ru ling  
up o r down on the  safety of these colors by Septem ber 30 of th is  year, 
using  the scientific data  we have on hand. U nless justification  for con
tinu ing , provisionally, to list a color, in the form of ongoing, relevant 
scientific studies, exists, no fu rth er extension of provisional s ta tu s  
can be provided.

I cannot now tell you the curren t s ta tu s of each of these colors, 
because the evaluation of the accum ulated safe ty  data  is still under 
way. I can tell you, though , th a t  our decisions will be m ade on the  
basis of science, and no t ou t of a need to assure tidy  m anagem ent o r  
to  gain public applause.

If an a rb itra ry  and th ou gh tless  exercise of regu la to ry  pow er is 
an illegitim ate form  of food and d rug  regulation , w hat then  do I re
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gard  as our leg itim ate role? I wish I could give you a quick and easy  
answ er to  th a t question. U n fo rtunate ly , we do not enjoy the  luxury  
of marching to an unequivocal beat, and this is responsible for a g reat 
m any of ou r difficulties w ith industry , w ith consum ers, w ith  Congress, 
and even w ith our own professionals inside the A gency. This confu
sion about our proper role is, to  me, a m ajor challenge to  regu la to ry  
reform  and to  reform ers.

W h at I w ould suggest is th a t th is nation needs to  engage in an 
open debate about the proper role, function and level of support for 
the  FD A .

The message I am getting from my mail, from Congress, from the 
new s m edia, and from consum ers all across the  country , is th a t the  
p rim ary  concern w ith  overregu lation  has to do w ith regulation  of com 
m erce, no t p ro tection  of health  and safety. If you fly a lot, you might 
favor doing aw ay w ith  the Civil A eronautics Board, bu t no t the  F ed
eral A viation A dm inistra tion .

Public Concern
The public is becoming increasingly concerned, not less concerned, 

about the safety of food and drugs. People want to know if a chemical is 
safe, th a t is, w hether they  can use it safely, and if not, w h at is the  
risk. T hey  also w an t to  be able to choose w hether or not to accept 
any  risk, and th is explains, in part, the cu rren t em phasis on full dis
closure labeling of food, a sub ject to which I will retu rn .

One of the first steps in regu la to ry  reform  as it perta ins to  the 
FD A , then, ou gh t to be a system atic  and scholarly  exam ination  of our 
law s as they  express public policy, the purpose being to  clarify our 
role—w hat it is th a t we are and are no t to do.

I t  is now already our job to evaluate food colors (to re tu rn  to 
th a t exam ple) to be certain  they  can be used safely. W h e th e r or no t 
any food colors ough t to  be used at all is a public policy question and 
no t ours to answ er arb itrarily .

To tu rn  to ano ther exam ple, it is now  public policy, expressed in 
law, th a t drugs, p rio r to  m arketing  in th is country , m ust be shown 
to be safe and effective for the  purposes claimed, by substan tia l evi
dence derived from sound scientific studies perform ed by experts. Is 
th a t good public policy, and sound law ? I th ink so, bu t o thers do not. 
T he first step in regu la to ry  reform , though , is not to  criticize th e  FD A  
for carry ing  ou t the law. bu t ra th e r to debate openly the  wisdom  of 
the  law.
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A nd when I say “open debate." I m ean debate w herein everyone's 
cards are face up on the table. If people w ant the FD A  to do less, in 
the sense of w ash ing  its hands of certain  questions relevant to  the 
public health , then let them  come ou t and propose this, ra th e r than 
try  to cloak their antiregulatory stance in some vague and tired rhetoric 
about separation  of pow ers, bu dg etary  niceties or pointy-headed regu
lators of oppressive regulations.

L et us debate, bu t let us debate issues ra th er th an  shadow s 
or su rro gates of issues.

Drug Lag
F or exam ple, we often hear about a so-called "d ru g  lag ,” in 

which th e  s trin gen t requirem ents im posed by law on d rug  com panies 
seeking approval for a new d rug  pu rp orted ly  m ake the em ergence of 
im portan t new drugs in th is coun try  lag behind their em ergence over
seas. If th a t is indeed curren tly  an im portan t issue, then  let us debate 
the public policy and the a lternatives. Is anyone seriously proposing 
th a t we elim inate or sub stan tia lly  reduce ou r d rug  safe ty  or efficacy 
requirem ents, or th a t we seek less scientific evidence or evidence of 
a quality  lower than  that which we now dem and? Is som eone su g g est
ing th a t we close one eye to  risk and concentrate  singly on benefit? 
If th a t is w hat is being proposed, then  let us exam ine it. But if 
th a t is not w hat is being proposed, then w hat is?

If w hat is being proposed is an exam ination of the F D A  to see 
w hether it is inefficient, slow, w asteful or dishonest, then let us ex
am ine those questions.

If w h at is being proposed is some w ay to m ain tain , indeed, to  
s treng then  safety assurance, while g e ttin g  drugs m ore quickly to those 
who need them , then the FD A , Senator K ennedy and others have all 
m ade proposals to do exactly th a t, and the m erit of these proposals 
w ould seem to qualify as a sub ject w orthy  of leg itim ate and dispas- 
s ;onate debate.

Delaney Clause
In th is regard , let us tu rn  aw ay from drugs to som eth ing more 

germ ane to yó u r own industry , and a sub ject obviously appropriate  
for debate, the Delaney Clause. The definition— “No substance can be added 
to food if it has been found to  cause cancer when fed to  an im als”— is 
an am endm ent to  the  Federal Food, D rug  and Cosm etic Act. Jim  
Mack has asked me, “W h ere  do you stand on the D elaney C lause?”
SOCIAL TREND AND REGULATORY REFORM PAGE 6 0 9



W ell, the D elaney Clause is the law  of the land, and we exist to  
enforce the law. F u rth er, the  D elaney Clause still seem s to  be the  
m ost practical and w orkable sub stitu te  we now have for the  needed 
definitive scientific know ledge in the  area it addresses. By definitive 
scientific know ledge, I m ean the data th a t can provide answ ers about 
w hether or not there  is a “safe” level of hum an exposure to  any anim al 
carcinogen.

Som eday, the  FD A  will be able to  respond to questions of car
cinogenicity in precise qu an tita tive  term s. W e will know  th a t below 
a certain quantity of “x ,” the chemical is safely metabolized or e x c re te d ; 
above th is q u an tity  of “x ,” there is an increasing, bu t know n, p roba
b ility  of cancer. B u t we do not yet often have data  th a t perm it such 
quantification.

But some people, including some scientists, feel that we now know  
enough to allow Congress to elim inate the  absolute na tu re  of the  
Delaney Clause, and substitute some method of assessment of risk— so let 
this, too, he a m atter of open debate, and examination of public policy.

F u rth er, let the debate take place in the  arena th a t fashions public 
policy, the  Congress. F or w hen it comes to th is kind of basic policy 
question, I believe th a t you and all who deal w ith  the FD A  should 
perceive the FD A  for w hat it i s : an in strum en t of public policy, not 
its creator.

Proper Role of a Regulatory Agency
If all I had to  say to you today is th a t we are anxious to  secure 

a unified ju dg m en t about the proper role of the F D A  and the proper 
policies we should follow in regard  to  your concerns, I am afraid 
these rem arks m ight seem som ew hat negative.

B u t I th ink there  is a m ore positive w ay to look a t th is question 
of the  proper role of a regu la to ry  agency such as the  FD A . T h a t w ay 
involves the question of how’ we can do our job, w ith ou t becom ing 
increasingly m ore in trusive.

I feel personally  th a t in trusive regula tion  is not necessary, and 
th a t, to be even m ore positive, the recent evolution of the  F D A  is 
leading in the direction of less intrusiveness.

In  fact, I th ink  a good case can be m ade of the fact th a t the best 
w ay to  regula te  also happens to be the least in trusive—by seeking 
to have informed individuals and institutions making their own rational 
choices. T his, of course, is the essence of education—to provide an in 
dividual with know ledge and a ttitu d es  sufficient to allow th a t person
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to  m ake ra tional choices, so he or she does not need an external 
regulator.

In  th is  connection, one w ay to  look a t the question raised in your 
Bulletin— the rationale behind the FD A  actions in general—is to trace 
the evolution of the  F D A  as we have developed in the  direction of 
regulation  th a t is both less in trusive and m ore effective. T here have 
been at least tw o m ajor phases to the  evolution of our cu rren t regu la
to ry  philosophy.

T he first phase persisted  for the longest period, and was charac
terized  by a “case-by-case" approach to regulation. W hile th is  ap
proach continues to be im portan t, it is no longer the alm ost exclusive 
focus of FD A  activity , as it was for the first 60 years of our existence. 
T he “case-by-case" approach educated by m eans of bad exam ple. A 
violation occurred, and we prosecuted, the obvious purpose being not 
only to  punish the gu ilty  but. by m eans of the exam ple, to deter the 
not-so-innocent. as well. T his was in trusive regulation, and was som e
tim es unfairly  selective. I t was very effective in certain  areas, to ta lly  
ineffective in o thers, bu t it was essentially  all th a t w as available.

The second phase involved a gentler, generally fairer, but yet effective 
process of education th rough  the cooperative developm ent of regu la
tions. I say “cooperative developm ent," because our regulations are 
increasingly  being w ritten  by a process th a t takes in to  account the  
leg itim ate consum er, industry , and professional points of view.

Implementation of Medical Devices Legislation
One curren t and highly illum inating  exam ple of th is is our effort 

to  im plem ent the new m edical devices legislation in the  m ost effective 
and least in trusive m anner. To achieve th is we are, for exam ple, 
sending our m edical device staff to  ten  cities across the  country , where 
they will m eet w ith m anufacturers and users of m edical devices. O ur 
aim is not only to  explain w hat we are seeking to accom plish, bu t we 
also w ant to learn w ays to do it w ithout unnecessarily  bu rden ing  those 
who m ake medical devices, w ithou t h indering  those who develop them, 
and w ithout in terfering  unnecessarily  w ith those w ho use them .

O ur curren t process of securing com m ent and advice on proposed 
regulations is only one elem ent of th e ir educational potential. E qually  
im portan t is th a t the final regu la tions seek to tell those affected by 
them . “ Look w orld, here 's w hat we require, here’s w hy we require it, 
and here’s how  you can avoid the unpleasan tness of falling out of step 
w ith your colleagues." As befits an educational docum ent, we have
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sough t to  squeeze ou t as m uch of the gcbbledygook and bureaucratese  
as possible. E ach significant new proposed regulation  comes complete 
w ith  a pream ble which provides readable inform ation about the back
ground and purposes of the proposal. In addition , the  final regulation  
is accom panied by a pream ble th a t also reflects im p ortan t com m ents 
and the reasons w hy they w ere or w ere not adopted. T he im portan t 
po in t about the education and value of regula tions is th a t th ey  are 
prospective to the  sam e degree th a t crim inal and civil penalities are 
retrospective. T h ey  inform , they  educate, about the future.

Good Manufacturing Practices
Since 1963, we have extended our use of regula tions to  define good 

m anufactu ring  practices (G M P s), as well as safe products. T hrough  
curren t GM Ps, we are sh ifting  our a tten tion  from diagnosing disease, 
to  preventive m edicine. T he in ten t of G M P regulations is to de ter
m ine those processes w hich, if followed, will assure th a t a faulty  
product is unlikely, or indeed im possible, to  resu lt from the m anu
fac tu ring  practices.

Now. I realize th a t G M Ps are no t un iversally  viewed as a good 
example of less intrusive government. T his certa in ly  cam e out strongly  
in the  first “road show ” set up to get the  reaction of device manufac
tu re rs  to  our d raft m edical devices GM Ps. As one ou traged  and highly 
articu la te  device m anufactu rer p u t it :  Y our G M Ps are “a b la tan t ob
scene effort by the FD A  to not only run our everyday business, but even 
to s truc tu re  its day-to-day activities and prescribe its  very planning. 
I t is an unbelievable docum ent. I cannot believe th a t you people are 
sane, let alone serious.”

P erhaps som e of your m em bership shared th is view  w hen you 
took um brage at the  G M P R egulations for Cacao P roducts and Con
fectionary. You took m ore than  um brage, come to  th ink  about it, you 
took us to c o u r t ! T he process of seeking redress th ro ug h  the courts 
is, of course, vital to  our system  of due process, and it also serves as 
an im portan t m echanism  by which public policy gets clarified. In th is  
instance, the court confirm ed th a t the FD A  does indeed have the 
au th o rity  to  issue substan tive  regulations, including G M P regulations.

Once again, though, we w ere not acting  as free agents, but as an 
in strum ent of public policy. B ut the m ajo r point here is not the court 
decision, bu t ra th er to look at the G M Ps as a way of w ork ing to gether 
to devise manufacturing guidelines that effectively prevent unsafe products 
from being made. T hese G M Ps are no t created in a back room  by 
persons unfam iliar w ith your industry , in ten t on driv ing you ou t of
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business. T hey  are in tended to  express th a t s ta te  of the m anufactur
ing art that will do a job in your interest as well as in the interest of the 
consumer. They are educational docum ents, based on indu stry  and other 
sources educating  us about w hat is possible, and w hat is necessary to  
achieve excellence, and educating  those m aking a particu lar product 
about w hat the cu rren t s ta te  of the  a rt dictates.

O nce these practice s tan dards are revised as experience dictates, 
I would not think G M Ps w ere as in trusive or oppressive as our suddenly 
bringing a legal action stemming from a violation, or asking for a recall 
or seizure of a product th a t we determ ine is violative. A t the very 
least, G M Ps set out the ground rules in advance.

Current Regulatory Philosophy
Finally , I w ould like to  m ention a lost po in t about our cu rren t 

regu la to ry  philosophy. W e are s ta r tin g  to educate not only those who 
make products, but also those who use or consume them. Let me pause a 
m om ent to pu t th is into context. I said earlier th a t one of the  theses 
of the form of governm ent whose B icentennial we celebrate, is th a t an 
educated  citizenry has the capacity  and the  will to m ake its own 
decisions about how it will be governed. I t  is actually  th is principle, 
and not a musket fired in Massachusetts, that was the “shot heard round 
the w orld .’'

Today, th e  A m erican public is far b e tte r educated and far m ore 
sophisticated  about its universe th an  w as all bu t a sm all stra tum  
of society 200 years ago. And it takes only a quick glance at your daily 
paper to see th a t A m ericans are today  assertin g  as never before a right 
to be heard and a righ t to be inform ed about decisions affecting th e ir 
lives. T he consum er m ovem ent is b u t one instance of th is desire to 
know. T elevision specials, talk  shows, books and m agazines all reflect 
th is  trend.

Though the FD A  is subject to sustained, and often unfair, criticism 
from consumer groups, we welcome this insistence on knowing.—whether it 
involves a particu lar p roduct or the  w ay in which we reach our deci
sions about products.

To repeat som eth ing I said earlier, the  m em bers of the consum ing 
public w an t to  have several kinds of inform ation.

T hey  w ant to know if a product is safe to use, and if any risk 
is involved, they  w an t to know  how m uch ; they  w an t to  have sufficient 
inform ation to  be able to choose w isely w hether to use a p roduct or 
which product, am ong m any, to use.
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Drug Information
F or exam ple, in the d rug  field, increasing num bers of wom en now 

want to know what drug is being prescribed for them , why, and w hat it 
will do to th e ir  bodies, m inds and fu tu re  children. W om en are learn 
ing th a t estrogens relieve m enopausal sym ptom s, bu t at the cost of 
an increased risk of u terine cancer.

I believe wom en should be provided w ith sufficient inform ation 
about drugs to allow them  to partic ipate  in the decisions made in their 
behalf. T hey  should be able to  decide w hether or no t they wish to  
take a drug, or which drug, am ong m any, they m ight prefer. W e are 
now experim enting  w ith patien t package inserts, leaflets con tain ing 
in form ation about drugs, and have been giving them  to wom en taking 
oral con traceptives for the past several years, w ith good acceptance 
of the practice.

T he idea of p rov id ing specific d rug  in form ation to  pa tien ts  offends 
some physicians, w ho fear th a t patien ts will m ake bad decisions. O ur 
lim ited experience w ith the oral con traceptive patien t inform ation 
leaflets would not bear th is out.

O ther physicians, recognizing th a t they have too little  tim e to 
in struc t their patien ts carefully abou t d rug  hazards, favor the idea of 
patien t package inserts. Some even believe th a t an educated and un
derstan d in g  p a tien t will be less apt to sue for m a lp rac tice !

An increasing number of the public and of Congress feels that our 
cu rren t food labeling, also, is no t inform ative enough to allow con
sum ers to m ake wise choices am ong products, or to choose w hether 
to use a product at all.

In particu lar, the  exem ption from label declaration of m andatory  
ingredients in standardized foods, the general absence of declaration 
of nam es of colors and fragrances and the  lack of quan tita tive  in
gred ien t labeling are all curren tly  being debated. I fully expect legis
lation will be passed— affecting each of these areas— som etim e in the 
next few years.

The FD A  has received form al petitions asking th a t we m andate 
percentage ingredient labeling for a t least baby food. I have directed 
the B ureau of Foods to recom m end to me the best type of fully in 
form ative labeling for baby, infant or jun io r foods, and any o ther foods 
prepared from m ore than  one ingred ien t and pu t up in pureed, blended, 
strained, bite-size or cereal form. W e will exam ine the advisab ility  of 
declaring  the percentage of characteriz ing  ingredients in those foods, 
as part of the label.
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Uniform Format for Voluntary Disclosure
W e will also prepare a regulation which will provide a uniform format 

for the vo lun tary  disclosure by m anufacturers of the percentage of any 
or all ingredients listed on the label. T he need to prepare th is guide 
is m ade clear by the  several food com panies and chains which wish to  
s ta r t vo lun tarily  a quan tita tive  labeling  program .

A ny th in g  we m ight w ish to  do, we will do by m eans of discus
sions, public debate, proposed regulations, analysis of com m ents on 
the  proposals and a final o rdering  if the proposal is finalized.

You m ust do a t least these several th in g s : (a) decide honestly  and 
openly w hat you th ink ough t to  be done, and w h y ; (b) talk  to us—in 
spite of w hat you m ay hear, we are accessible, and we try  to listen  ;
(c) w ork th rough  th is association— the group action is efficien t; and
(d) w ork th rough  your Congressm en, particu larly  those on the policy 
m aking com m ittees. All too often, w hat happens in C ongressional 
com m ittees depends on a very few active and a rticu la te  people who 
want something done. Be certain your Congressmen know your thoughts. 
If  the  sub ject at hand is w hether or no t to pass a law, it is b e tte r to  
ta lk  to  Congress before the law is passed than  to criticize the  FD A  
afterw ards, as we im plem ent the  law.

Basically, we all w ant the  sam e th ings, and we should w ork to 
g e th er to g e t them . T he F D A ’s p rim ary  job is to p ro tect the public, 
but in doing so, we obviously pro tect you. I welcom e your support, 
your help and your constructive criticism . L ast bu t no t least, I ap
preciate your kind a tten tion  to these rem arks. [The E nd]
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A Violation of 
the Federal Food, Drug 

and Cosmetic Act—
A Crime in Search 

of a Criminal
By ROGER M. RODWIN

Mr. Rodwin Is Vice-President of Legal Affairs of Winthrop Labora
tories, Inc., a Division of Sterling Drug, Inc.

I. Criminal Law— Generally
H istorically , crim inal law w as founded upon the  proposition 

th a t the public in terests  of the  com m unity required protection rgainst 
in juries caused by an individual who w rongfully  com m itted a proh i
bited act, which w as punishable by the state. G enerally, unless o th e r
wise provided by sta tu te , an overt act constitu tes a crim e only if it 
is accom panied by a crim inal in ten t or by such negligence as is re
garded by law as equivalent to crim inal in ten t. “Actus non facit reum, 
nisi mens sit rca.”1 An act does not m ake guilt, unless the m ind is 
guilty . A nd sim ilarly, scienter, the know ledge of the actor, is an in
dispensable elem ent of a crime, unless o therw ise provided by statute. 
L astly , ignorance of w hat the law  requires or proh ib its has been said 
to be "N o excuse.” T og ether these principles lay one foundation for 
the crim inal law of the U nited  S tates, which provides at the ou tset. 
“ W hoever com m its an offense against the  U nited  S ta tes or aids, 
abets, counsels, com m ands, induces or procures its com m ission, is 
punishable as a p rincipal.” Indeed, derivative or vicarious crim inal 
liability is im posed as well. “W hoever w illfully causes an act to  be 
done which if d irectly  perform ed by him or ano ther would be an of

1 See Corpus Juris Secundum, Secs.
1—29.
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fense against the  U nited  S tates, is punishable as a principal.”2 T hus, 
the  crim e of arson requires the  willful and m alicious se ttin g  fire to 
o r bu rn in g .3 All crim es involving fraud or deception require as a 
fundam ental elem ent no t only know ledge of the  act bu t also the 
intention to deceive.
II. The Federal Food, Drug and Cosmetic Act

Section 303 of the  F ederal Food, D ru g  and Cosm etic Act, on 
the  o ther hand, provides t h a t : “A ny person who violates a provision 
of Section 301 (the  proh ib ited  acts such as m isbranding, adu lteration , 
etc.) shall be im prisoned for no t m ore than  one year or fined not 
m ore than  $1,000 or bo th .” In  addition , “ if any person com m its such 
a violation after a conviction of him under th is  section has becom e 
final, or com m its such a violation w ith the in ten t to  defraud or m is
lead, such person shall be im prisoned for no t m ore than  th ree  years 
or fined no t m ore than  $10,000 or bo th .” T hus, the  initial violation 
of a provision of the  Food, D rug  and Cosm etic A ct can lead to  a 
crim inal penalty  in the  absence of the accused’s in ten tion  to com m it 
a violation of the A ct and even w ithou t know ledge or the ability  
to know of the commission of an act, for which he is held “responsible.”

III. The Case Law Under Section 303
Dotterweicli
T he initial case in te rp re tin g  and defining the scope of the 

crim inal provisions of the A ct was the landm ark decision in 1943, 
United States v. Dotterweich.4 T he case involved a prosecution against 
the  Buffalo Pharm acal Com pany and its president, Joseph H, D o tte r
weich, for violations of Section 301(a) of the Act. T he com pany had 
purchased drugs from a m anufacturer, repackaged them  under its 
ow n label and shipped the products in in te rsta te  com m erce. T here 
was no question w ith respect to the  facts th a t the product w as m is
branded, adu ltera ted  and shipped in in te rsta te  com m erce. The ju ry  
found Mr. D otterw eich gu ilty  on all th ree  counts bu t disagreed as 
to  the  corporation . T hus, the question presented  for review  in the  
U nited  S ta tes Suprem e C ourt was w hether the m anager of a cor
poration . as well as the  corporation  itself, m ay be crim inally prosecuted 
under the  A ct of 1938 for the in troduction  of m isbranded and adu lte r
a ted  articles into in te rs ta te  com m erce. In deciding against Mr. D o tte r
weich, and re in s ta tin g  his conviction, the  Suprem e C ourt analyzed 
the purposes of the Act which

2 18 U. S. C. Sec. 2, 62 Stat. 684. * United States v. Dottcrzveich, 320
3 18 U. S. C. Sec. 81. U. S. 277, 64 S. Ct. 134 (1943).
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. . touch phases of the lives and health of people which, in the circumstances 
of modern industrialism, are largely beyond self-protection . . . the prosecution 
to which Dotterweich was subjected is based on a now familiar type of legis
lation whereby penalties serve as effective means of regulation. Such legisla
tion dispenses with the conventional requirement for criminal conduct—aware
ness of some wrongdoing. In the interest of the larger good it puts the burden 
of acting at hazard upon a person otherwise innocent but standing in respon
sible relation to a public danger.”5 *

The Suprem e C ourt decided th a t the term  “person" as used in 
the  s ta tu te  included an individual in addition to a corporation , which 
term  was specifically included in the  s ta tu to ry  definition. T he Supreme 
C ourt re insta ted  the  conviction against Mr. D otterw eich ho ld ing th a t 
he aided and abetted  the commission of an offense in th a t he “ . . . 
shared a responsibility in the  business process resulting in the  unlaw ful 
d istribu tion  of m isbranded and adu ltera ted  drugs . . . T he offense is 
com m itted . . .  by all who have a responsible share in the furtherance 
of the transaction w hich th e  s ta tu te  outlaw s, nam ely, to put into the 
stream  of in te rs ta te  com m erce adu ltera ted  or m isbranded d ru g s .’'0 
(E m phasis supplied.) T he C ourt did not, how ever, decide w hether 
th is rule w ould apply to a corporate officer w ho had not supervised 
the violative act. had no reason to believe th a t a violation had oc
curred, w as assured th a t a pending violation had been corrected, or 
w ho dem onstra ted  th a t it was im possible to  prevent the violation. 
Some of these questions have now been answ ered.

Wiesenfcld
In 1964, a prosecution of a public sto rage w arehousem an under 

Section 301 (k) came before the  Suprem e C ourt in United States v. 
Wiesenfcld Warehouse Company,7 T he principal issue before the  Su
prem e C ourt in the Wiesenfcld case involved the question of w hether 
or no t a crim inal violation had occurred under Section 301 (k ), w here 
the  food in question  is sim ply held, a fter in te rs ta te  sh ipm ent before 
u ltim ate  sale, under in san ita ry  conditions w hereby it m ight have be
come con tam inated  w ith  filth. T he C ourt concluded th a t a crim inal 
offense had occurred under such circum stances, and re ite ra ted  the 
established policy in food and d rug  regulation  :
“. . . guilty intent is not a prerequisite to the imposition of criminal sanctions. 
Food and drug legislation, concerned as it is with protecting the lives and 
the health of human beings, under circumstances in which they might be un

5 320 U. S. at 280—281. For a thorough Cosmetic Law Journal 5—78 (Jan., 
analysis of the “Dotterweich Doctrine,” 1975).
see O ’Keefe and Shapiro, “Personal “ 320 U. S. at 284.
Criminal Liability Under the Federal 7 United States v. Wiesenfcld Ware-
Food, Drug and Cosmetic Act—The house Company, 376 U. S. 88, 84 S. Ct.,Dotterweich Doctrine,” 30 Food D rug 559 (1964).
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able to protect themselves, often dispenses with the conventional requirement 
for criminal conduct—awareness of some wrongdoing.”8
I t observed, how ever, th a t the governm ent in th is case m ay be

. . seeking to impose criminal sanctions upon one who is by the very nature 
of his business powerless to protect against this kind of contamination how
ever high the standard of care exercised.”9
Such a defense is app ropria te  under the  A ct and requires factual 
proof to  be raised defensively at a trial on the  m erits. T he sta tu te  
w as held to apply  to  such a situation  bu t a defense could be based 
upon the accused 's lack of pow er to  avoid the  violation in question.

Park
L ast year, the Suprem e C ourt decided the  case of United States 

v. John R. Park10 in a decision well know n th rough  the industry . 
John  R. P ark  w as the president of a large, national foodstore chain, 
Acme M arkets Inc., and was charged w ith v io lating  Section 301 (k) 
of the Act. T he charge alleged th a t the corporation and its president 
had caused in te rs ta te  food shipm ents being held in A cm e’s B alti
more warehouse to be exposed to rodent contamination. The company 
pleaded guilty but the president defended and was convicted after a trial.

T he facts are not in dispute. In A pril of 1970. the Food and 
D ru g  A dm inistra tion  (F D A ) advised Mr. P ark  by le tte r of insan i
ta ry  conditions a t one of the com pany 's 12 w arehouses located in 
Philadelphia. In  1971, the  FD A  found th a t sim ilar conditions existed 
in the  com pany’s B altim ore w arehouse. Several m onths la ter there  
w as a second inspection in the  B altim ore w arehouse revealing  some 
im provem ent b u t con tinuing evidence of rodent activ ity  in the  bu ild 
ing. T he FD A  had w ritten  to Mr. P ark  w ith  respect to th e  condi
tions at the  B altim ore w arehouse after the  first inspection. The 
B altim ore Division V ice-P residen t had responded to the  le tte r and 
described the  steps taken to rem edy th e  condition. Mr. P ark  te s ti
fied, in his own behalf, th a t he had delegated various responsibilities 
to ‘‘dependable sub o rd in a tes .” H e identified those individuals respon
sible for san ita tion  and argued th a t he was assured th a t the B alti
m ore D ivision V ice-P residen t was in vestiga ting  th e  situation  im 
m ediately and w as tak in g  corrective action. H e sta ted  th a t he did 
not believe th a t th ere  was any th ing  m ore he could have done and 
m ain tained th a t he should not be personally  liable for the  failures 
of his subordinates. H e did. however, adm it th a t he was “responsible 
for the entire  operation of the com pany" and ultim ately  adm itted

8 376 U S at 91 111 United States v. John R. Park, 421
» ibid. U. S. 658, 95 S. Ct. 1903 (1975).
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th a t he w as aw are of the  orig inal Philadelph ia w arehouse incident 
and th u s  the fact th a t his san ita tion  . . system  . . . ‘w asn 't w ork ing 
perfectly ’ and th a t as A cm e’s chief executive officer he was respon
sible for ‘any resu lt which occurs in our com pany.’ ” n  T he Suprem e 
C ourt concluded th a t Dotterwcich should be followed and held th a t 
these sanctions of the Federal Food, Drug and Cosmetic Act impose
"not only a positive duty to seek out and ren:edy violations when they occur 
but also, and primarily, a duty to implement measures that will insure that 
violations will not occur. The requirements of foresight and vigilance imposed 
on responsible corporate agents are beyond question demanding, and perhaps 
onerous, but they are no more stringent than the public has a right to expect 
of those who voluntarily assume positions of authority in business enterprises 
whose services and products affect the health and well-being of the public that 
supports them.’’11 12

T he C ourt added,
"The theory upon which responsible corporate agents are held criminally ac
countable for causing violations of the Act permits a claim that a defendant 
was powerless to prevent or correct the violations to be 'raised defensively at 
a trial on the merits.’ United States r. lUiesenfeld Warehouse, 376 U. S. 86, 91, 
84 S. Ct. 559, 563 (1964).”

T he C ourt concluded t h a t : "T h e  concept of a ‘responsible re la
tionsh ip ’ to, or a 'responsib le share ’ in. a violation of the Act indeed 
im ports som e m easure of b lam ew o rth in e ss ; bu t it is equally clear 
th a t the G overnm ent estab lishes a prill,a jacie case when it . . . 
(dem onstra tes) th a t the defendant had by reason of his position in 
the  corporation , responsib ility  and au tho rity  either to  p revent in the 
first instance or p rom ptly  to correct, the violation com plained of, 
and th a t he failed to  do so.”13

Y. Hata
D u ring  the  pendency of the  appeal from  the  Suprem e C ourt in 

Park, ano ther case w as on appeal from a U. S. D istric t C ourt in 
H aw aii to  the  N inth  C ircuit C ourt of Appeals, United States v. Y. 
Hata and Company, Ltd.1* In  the Hata appeal from convictions of a 
corporation  and its president under Section 301 et seq. of th e  Act, 
the issue of th e  ind iv idual’s “objective im possib ility” in p reven ting  
the  violation w as squarely raised. T he indictm ent w as orig inally  
based upon inspections in the  sp ring  of 1972 of a m ulti-food sto rage 
w arehouse ow ned by the corporation in H aw aii. T he FD A  discovered 
d u ring  those inspections th a t birds w ere flying in and ou t of the

11 95 S. Ct. at 1908. 14 United States v. Y. Hata and Com-
12 95 S. Ct. at 1911. patty, L*d., CCH Food Drug Cosmetic
13 95 S. Ct. at 1912. Law Reporter (¡38,065, 535 F. 2d 508

(CA-9, 1976).
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warehouse, perching on overhead sprinkler pipes and on bags of rice, and 
eating from rice bags. They also found bird excreta on some rice bags.

T he N inth  C ircuit concluded th a t Park controlled the  appeal. 
In the Hcta case, unlike Park, defendants specifically requested  an 
in struction  on “objective im possib ility” or lack of “pow er or capacity” 
to avoid the  violation. T he Court decided th a t in Hata the  defendants 
w ere no t entitled  to  receive th a t in struc tion  from the Court, since 
th ere  w as no proof or offer to prove th a t the defendants w ere pow er
less to  rem edy or prevent the violations. T he elem ents of the defense 
of “objective im possib ility” had no t been offered in evidence and 
th us the  trial judge w'as not bound to subm it the issue to  th e  ju ry . 
T he appellate court em phasized th a t the defendants w ere aw are of 
th e  bird in festation  for several years and, though  they  tried  numerous 
devices to  p reven t birds from  en tering  the w arehouse, none were 
successful. T hey  w ere p lann ing  to  enclose the food sto rage area of 
the w arehouse in a huge wire cage w hen the FD A  inspectors a r 
rived. I t  was clear, how ever, th a t the defendants had no t seriously 
considered the  w ire-cage schem e until the  sp ring  of 1972 at the tim e 
of the inspection. T he C ourt observed th a t a w ire cage was scarcely 
a novel, preventive device. Such a “system  would substan tia lly , if not 
com pletely, prevent access by th iev ing  and un tidy  b irds.” The “objec
tive impossibility” argument asserted by the individual defendant in Hata 
was apparently created after trial to fit the rule just enunciated in Park.

I t should be noted th a t du ring  the  Hata proceedings, the defen
dan ts contended th a t the  governm ent abused the inform al hearing 
process by in troducing, du ring  trial, “self-incrim inating  evidence ob
ta ined  unfairly  from  the (pre lim inary) hearing .” U n fo rtunate ly , th is 
con ten tion  was no t m ade in a m otion to suppress prio r to  tria l and 
w’as, therefore, waived. A last ditch a ttem p t w?as m ade to  dism iss 
th e  indic tm ent on the ground of pre-trial publicity. T he C ourt dis
m issed th is con ten tion by s ta tin g  th a t p re-tria l publicity  perta ins to 
th e  u ltim ate  fairness of the  trial, no t to th e  conduct of the governm ent 
in p rom oting  the prosecution. C iting  United States v. Abbott Labora
tories, Inc.,15 the  defendants conceded the  ju ry  w’as im partial and, 
th us, any p re tria l publicity  did not negate the fairness of the  tria l.

.V tarr
L astly , th e  case of United States v. Dean Starr16 wras decided by 

the N inth  C ircuit C ourt of A ppeals on the  sam e day as the Hata * 11
15 United States v. Abbott Laboratories, 10 United States v. Dean Starr, CCH 

Inc., 505 F. 2d 565 (CA-4, 1974). Food Drug Cosmetic Law Reporter
11 38,066, 535 F. 2d 512 (CA-9, 1976).
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decision. In  th is  case, the Cheney B rothers Food C orporation and 
its S ecre tary -T reasurer. D ean S tarr, w ere charged w ith violating" 
the  Act by allow ing contam ination  of food sto red  in a com pany w are
house. T he individual, S tarr, appealed. T he charge was based upon 
an in festation of mice w hich occurred in 1972 after an adjo in ing  field 
was plow ed for farm ing. The corporation and Mr. S tarr, who w as 
charged w ith  handling  san itation  problem s, knew  of th e  problem  
and took som e corrective action. In the presence of the F D A  inspec
to r, the  w arehouse jan ito r  w as ordered to  m ake corrections b u t did 
not do so for a m onth. W hen  the  inspector re turned , the jan ito r to ld 
him th a t mice were still in the w arehouse and th a t he had not taken 
the  corrective steps as ordered. The jan ito r also falsely suggested  to 
the  FD A  the existence of additional violations.

T he C ourt found th a t Mr. S ta rr had the responsib ility  of the 
actual operation of the w arehouse and, thus, had the  responsibility  
“out of w hich the  violation grew .” S ta r-  argued th a t it w as “objec
tively im possible” to avoid the  violation, since the contam ination  
was caused by a “na tu ra l phenom enon ’—the plow ing of a nearby 
field, w hich in tu rn  resu lted  in mice fleeing th a t sanctuary  and in fest
ing the  w arehouse. T he C ourt dism issed th is position and declared 
th a t the du ty  of “foresigh t and v ig ilance” requires a defendant to 
an ticipate and prepare for such an occurrence w hether it be deem ed 
“ n a tu ra l” or “artificial.” Secondly, it was argued th a t th e  jan ito r 
sabotaged th e  com pany, refused to com ply w ith th e  officer’s clean-up 
instructions and allegedly brough t new violations to the  a tten tion  of 
the  F D A  inspector. T he C ourt determ ined th a t the defendant still 
had the  responsibility  and cannot delegate it. The ja n ito r’s f ru s tra 
tion  of the  com pany’s effort to  correct the  v iolations w ould m itigate 
the penalty , bu t the passage of a m onth indicated th a t the Secretary- 
T reasu re r failed to “devise w hatever m easures are necessary to  in
sure com pliance w ith the A ct.” 17 T he S ecretary -T reasurer, S tarr, 
clearly could have taken additional steps to cure the  violative con
ditions by the  tim e of the second inspection. “O bjective im possib ility” 
as a defense to the  charge w as not supported  in th is case. N ote, th a t 
in each of these leading cases follow ing and expanding upon Dotter- 
•weich, the violation w as obvious, related  to food contam ination  and 
involved lack of sanitation . * 672

17 United States v. Park, 421 U. S.
672.
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IV. Current Regulatory and Legislative Crosscurrents
A. The N ew  Current Good Manufacturing Practices
On F riday , th e  13th of F eb ruary , the  F D A  published proposed 

regu lations w ith respect to C u rren t Good M anufactu ring  P ractices 
in the M anufacture, P rocessing , P ack ing  or H old ing  of D rugs. Sec
tion  211.180 of th e  regula tions requires in Subdivision (e) th a t:
“Procedures shall be established to assure that the responsible corporate of
ficials of the firm are notified in writing of any investigations conducted under 
. . . these regulations, of any recalls, reports of inspectional observations issued 
by the Food and Drug Administration, or any regulatory actions relating to 
Good Manufacturing Practices brought by the Food and Drug Administration. 
These procedures shall specify among other things, that a routine written re
port shall be issued at least quarterly summarizing all such matters and the 
status of corporate actions being taken to resolve outstanding problems.”

In th is m anner, th e  F D A  hopes to dispose of one elem ent in fix
ing  personal responsib ility  by requ iring  notice to  be given to specific 
corporate officials of the  firm. T his regu la to ry  requirem ent lays the  
foundation  for a crim inal proceeding in accordance w ith Park, inso
far as the governm ent thereby  estab lishes “a responsible re la tion
sh ip” to a violation of the law.

B. Proposed Amendments to the Act
S hortly  a fte r the publication of the C urrent Good M anufactu ring  

P rac tice  regulations, there  w as a proposal to  am end the  Act, in order 
to  b lun t the  im pact of the Park decision on top corporate executives. 
T he am endm ent w ould lim it the  governm ent’s basis for crim inal 
prosecu tions against top corporate executives by requiring  proof th a t 
th e  violation was com m itted knowingly, ivillfully or negligently. Con
gressional leaders have indicated  th a t they  are no t prepared to  ac
cept such a restric tion  of crim inal liability  at th is  time.

On Ju ly  30th, the Senate passed the E agleton  Cosm etic Bill, 
bu t at the  last m om ent the  language in the bill, w hich w ould have 
required a negligence standard  or at least know ledge of the viola
tion, w as replaced by the  so-called H a th aw ay  am endm ent, which 
im posed a “p rud en t m an” standard  for crim inal liability. T hus, the 
E ag le ton  Cosm etic Bill, w ith the H ath aw ay  am endm ent, now  p ro 
vides crim inal penalties w ith  respect to  anyone who acts know ingly, 
w illfully or w ith ou t the  care, skill, prudence and diligence under the 
circum stances then  prevailing  th a t a prudent man ac ting  in a like 
capacity and fam iliar w ith such m atte rs  w ould use in the conduct 
of an enterprise of a like character.
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C. T he M edical Device A m endm ents
The M edical Device A m endm ents of 1976 w ere followed by 

proposed regu la to ry  procedures published in the Septem ber 3rd edi
tion of the  Federal Register. A m ong the requirem ents set forth in th e  
E stab lishm en t R eg istra tion  Section is one which requires each reg is
tered  estab lishm ent to designate an individual w ith in  the organization  
to serve as liaison betw een the organ ization  and the FD A  in m atters 
re la ting  to  reg istra tion . The term  “official corresponden t” is defined 
in Section 807.3(d) as the  person designated by the  ow ner as respon
sible for perform ing  the  duties described therein. T he FD A  is quick 
to w arn, how ever, t h a t :
“The use of an official correspondent is intended only to expedite communica
tion between the agency and persons required to register. Therefore, the desig
nation of an individual as the official correspondent for device registration and 
device listing purposes in no way exempts the owner or operator, or other 
legally responsible individuals, from compliance with all applicable provisions 
of the act.”18 ( Emphasis supplied.)
V. The Criteria for Criminal Prosecution Under Section 303

I t seem s clear, therefore, th a t individuals w ho hold any respon
sible position of au th o rity  in such a m anufac tu ring  en terp rise are 
exposed to the very real hazard  of crim inal prosecution for an un in
tended violation of the  law about which they m ay have no knowledge 
or, assum ing  aw areness of the  act or circum stance in its broadest 
sense, are w ith ou t the  scientific know ledge or technical capacity  to  
com prehend its significance as a violation of the Act. T he real ques
tion then becom es w hat criteria  are considered by those who review 
such situations and u ltim ately  au thorize crim inal prosecutions by 
represen ta tives of the F D A .19 It w ould appear th a t the follow ing 
factors would be regarded by the government as important in determining 
whether or not to institute criminal prosecution against an individual:

(1) A ny willful, in ten tional violation of the Act or deliberate 
conduct which constitu tes a violation of the Act.

(2) Gross negligence or reckless disregard  for the require
m ents of the  law  w hich resu lts  in a violation of the Act.

(3) A ny conduct which resu lts  in a violation of the  A ct and 
creates a dangerous condition or health  hazard to  the public.

(4) A ny act or failure to act in a situation  which is obvious 
and resu lts in a violation of the Act.

18 41 F. R. 37458 (Sept. 3. 1976). 1976); also see Fine, “The Philosophy
19 See Pfeifer, “Section 305 Hearings of Enforcement,” 31 Food D rug Cos

and Criminal Prosecutions,” 31 Food metic Law Journal 324 (June, 1976). 
D rug Cosmetic Law Journal 376 (July,
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(5) A ny repetitive, recu rren t or persisting  violation which 
evidences an a ttem p t to m eet only m inim um  requirem ents. T his 
may be the most typical situation where the FD A  discovers a recur
rent, uncorrected violation after notice to the responsible employees.

(6) A ny conduct, or failure to act, which is related  to  a 
quality  control system  w hich could have prevented  the viola
tion. T his is the  kind of situation  p resen t in the Park case w hen 
Mr. P ark  adm itted  th a t his m ain tenance system  was not w orking 
perfectly.

(7) W hen the  resu lt of the violation causes substan tia l eco
nom ic dam age to the  public even though  there  m ay be no 
health  hazard  or o ther personal dam age.

(8) T he last criteria  rela tes to  who would be chosen as the 
individuals to p rosecu te in such situations. G enerally speaking, 
any individual w ho knew or should have know n of the circum 
stances, conditions, or actions su rro un d in g  a violation and who 
occupied a position w ith the pow er an d /o r  au th o rity  to  prevent, 
detect or correct the  violation, whether directly or indirectly.

VI. Conclusion
A. D on’t Overlook the Obvious
I t  is im p ortan t to rem em ber th a t the  individual who actually  

failed to act properly and w hose failure (or conduct) is th e  cause 
of the  violation, is certain ly  w ith in the  am bit of prospective defen
dants. T he jan ito r in the Starr case who purposely failed to  m ain
ta in  the prem ises is crim inally  and civilly responsible as th e  initial, 
violative person. Beyond th a t individual, his superior, the supervisor, 
the m anager, the m anag er’s corporate d irector and u ltim ately  the 
executive officers of the corporation , including the  app ropria te  Vice- 
P resident, P residen t an d /o r  Chairm an, w ould be the  individuals 
caught w ith in  the net of the  crim inal provisions of th e  Act. T he 
Suprem e C ourt em phasized in Park th a t the  sanctions im posed upon 
responsible corporate officials is “ . . . by no m eans necessarily con
fined to a single corporate agen t or em ployee . . . . ’’

T he F D A  is convinced th a t prosecution of a business w ith ou t 
including an individual or individuals as defendants would rare ly  
serve to im part the  deterren t effect th a t a prosecution should have. 
P rosecution , in th is area, m ust include those individuals w ho are 
responsible for th e  conduct of the business and have the  pow er 
or au tho rity  to correct and preven t violations. C ertainly , we can
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expect the FD A  to recom m end crim inal prosecution w ith ou t w arn ing  
or notice w here there is evidence of: (1) in ten tional fraudulen t or 
deceptive conduct (including econom ic fraud, th a t is, short w eight, 
etc.) ; (2) obvious hazards to  public health  ; (3) serious san itation  de
ficiencies ; (4) a cover-up of serious violations.

B. . . .  Or The N ot So Obvious
On D ecem ber 18, 1975, the  F D A  published new regulations con

cerning P rescrip tion  D rug  C onsum er P rice L isting  under Section 
200.200. Subdivision (c) of these regula tions provides th a t :
“Any reminder advertisement or reminder labeling intended to provide con
sumers with prescription price information which is not in compliance with this 
section shall be the subject of appropriate regulatory action. Such action may 
be taken against the product and/or the responsible person.” -" (Emphasis supplied.)

Even D rug  Efficacy S tudy  Im plem entation notices are raising  
the  spectre of crim inal prosecution. In a recent publication (Sep tem ber 
8, 1976) of the  Federal Register re la ting  to  the  m ark etin g  s ta tu s of 
isoproterenol hydrochloride, the F D A  w arned t h a t :
“. . . approval of an abbreviated new drug application . . . must be obtained 
prior to marketing such product. Marketing prior to approval of a new drug 
application will subject such products, and those persons who caused the products 
to be marketed, to regulatory action.” "1 (Emphasis supplied.)

W hile a co rpo ra tion’s civil and crim inal liability  is directly  re
lated to the  conduct of its agen ts and em ployees, I w ould em phasize 
th a t the  relative responsibilities of the various individual defendants 
m ay differ substan tia lly . In  fact, the basic problem  m ay have been 
created by the  failure or refusal of one to  do w h at ano ther directed 
or requested. R em em ber the jan ito r in Starr who failed to  act in ac
cordance w ith  d irect orders. On the o ther hand, w hat about the 
corporate officer w ho fails to im plem ent a responsible recom m enda
tion by an operator, his superv isor or m anager?

T he cases and developm ents subsequent to  Dotterweich would 
appear to have gone beyond the original in ten tions of C ongress and 
rationale of the  Dotterzveich s ituation . T he Park rule m ay be tread ing  
dangerously  close to  depriv ing “responsible individuals” of their 
C onstitu tional righ ts  by crim inal convictions in the  absence of proof 
of lerongjul conduct. P resum ably , the Suprem e C ourt will review  the 
Hata and Starr cases and ultim ately  determ ine w hether they  are 
“alien to  fundam ental principles of our law .”22 [The End] * 21

““ 40 F. R. 58799 (Dec. 18, 1975). 22 Park dissent at 1917.
21 41 F. R. 37837 (Sept. 8, 1976).
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Are Food Additives 
Overregulated?
By BERNARD L. OSER, Ph.D.

Dr. Oser, of Bernard L. Oser Associates, Inc., Is Scientific Editor 
of the FOOD DRUG COSMETIC LAW JOURNAL.

I AM N O T  S U P P O R T IN G  P O L IT IC A L  C A N D ID A T E S a t present, 
b u t will quote P residen t F ord 's  recent rem arks on the  sub ject of 

overregulation. In attacking excessive government regulation, President 
Ford  said, “ The M ulligan stew  of rules and governm ent regulations 
often conflicting w ith one and another, has created a n igh tm are  of red 
tape, paper shuffling, and new heigh ts of coun terp roductiv ity .”

Government agencies, including the Food and D rug Administration 
(F D A ), responsible for adm inistra tion  of laws regu la tin g  health  and 
safety, are not exempt from this charge of P resident F o rd ’s. Nevertheless, 
it cannot be denied that Congressional mandates in the areas as complex 
and technical as foods and drugs, which include san itation , nu trition , 
safe ty  and health , dem and a high degree of regulation. B u t the 
question is, how much ? Does overregu lation  refer to too m any regula
tions, too broad regulations, or too detailed regula tions?  T he claim 
has been made that overregulation is costly to industry, and consequently 
to the consum er as w e l l ; th a t it re ta rd s innovation by reducing  the  in
centive to develop po ten tia l new products or new uses for existing  
products. Com m issioner A lexander Schm idt has recently  s ta ted  the 
reverse, that technological developments generate new regulatory problems.

T he m ultip licity  of regulations, which are often couched in vague 
legalistic jargon , m akes it v irtua lly  incum bent on all food com panies 
to  retain  legal as well as scientific counsel. T his places a burden, espe
cially on sm aller com panies which con stitu te  the vast m ajo rity  of food 
producers and processors.

T he regulations on food additives are divided into a series of sub
parts, runn in g  from  A th ro ug h  PI. T he first is general and relates to 
procedural and in te rp re ta tive  m atters. T he second covers the provi-
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sions for exem ption from food additive regulations, and includes the  
so-called GRAS (generally  recognized as safe) substances. T he legal 
definition of food includes feed for anim als, so S ub part C refers to addi
tives perm itted  in the feed and drink ing  w ate r of anim als, particu larly  
food-producing anim als. S ub part D covers the  regula tions issued for 
d irect additives perm itted  to  be used in food for hum an consum ption. 
N ext is a sho rt sub part dealing w ith prio r sanctions, substances which 
are exem pt from  the  definition of food additives. Subpart F  relates 
to  the ind irect add itives such as m ig ran ts from  containers and pack
ag ing  m aterials and equipm ent. T hen there is a sm all group of regu la
tions concerned w ith  radiation  and radiation  sources which concludes 
th e  principal sections dealing w ith perm itted  food additives.

In  S ubpart B, there  are about 250 substances. S ubpart B (e) (1) 
and (2) com prise na tu ra l spices and flavors, the  largest single category 
of exempt additives in the FD A ’s so-called white list. Altogether there 
are approxim ately  663 substances in S ub part B, about half in the  cate
gory  of na tu ra l flavors and spices, the rest being various functional 
additives, vis. a number of trace minerals used in animal feeds, a very  
sm all group of syn thetic  flavoring substances, and migrants from paper 
and cotton packaging m aterials.

Some regulations covering direct or indirect additives include large 
num bers of substances. T hey  are often called om nibus regulations. 
F or example, under Sections 121.1163 and 121.1164 are the groups of 
flavoring substances which w ere orig inally  evaluated as GRAS by the 
exp ert panel of the flavor in du stry  and w ere la ter incorporated  into 
regulations by the  FD A . T here  are, in th a t particu lar list, over 800 
flavoring substances, a lthough in ac tuality  there  are now well over 
1200 generally  recognized as safe.

Incidentally , in connection w ith  na tu ra l and so-called syn thetic  
flavoring substances, it should be m entioned th a t it does not follow 
th a t the na tu ra l substances, including spices, are necessarily  safer than 
the  synthetic. W e certa in ly  know  less about them  because there  have 
been few er toxicological studies of na tu ra l substances, and th ey  are of 
very  com plex com position. M oreover, w hat are called syn thetic  sub
stances are in many cases chemical analogues or counterparts of natur
ally-occurring substances and indeed may be derived from natural sources.

The chemical industry , which is the  principal source of research 
and developm ent leading to  the production  of food additives and pesti
cides, has becom e ra th e r d isenchanted w ith the  com plexities, no t to  
m ention the tim e and cost of g e ttin g  regu la to ry  approval of new  food 
colors, sweetening agents or antibiotics which might have widespread use.
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T his w as illustra ted  by the  difficulty of securing the regulation  on 
whole fish-protein concentrate. N ow there are sim ilar problem s w ith 
tex tu rized-vegetab le proteins and w ith recycled anim al w aste for use 
in feed. T he po ten tia l m arket for m any useful products m ay be too 
lim ited to ju stify  the cost of ob ta in ing  clearance from the  F D A  and 
o ther regu la to ry  agencies th a t m ay be involved. Dr. H arvey  W . Wiley, 
who fathered  our first Food and D ru g  A ct in 1906, disclaim ed being 
an alarm ist. H e believed th a t chem icals ough t not to  be added to  foods 
unless it could be shown th a t they  bestow ed qualities to the benefit of 
the  “health , prosperity , and honesty  of the  com m unity .” D escrib ing 
the  problem  as m ainly ethical, he said. “ In ju ry  to public health  . . . 
is the  least im p ortan t question in the  sub ject of food adu ltera tion , and 
it is the one which should be considered last of all. T he real evil of 
food adulteration is deception of the consumer.” Under the present law, no 
food additive can be approved if its use is construed to be deceptive.

Laws Regulating Food Safety
T h a t new  and unantic ipated  difficulties are often encountered  in 

th e  adm in istra tion  of C ongressional m andates is abundantly  illustrated 
in the  im plem entation  of laws regu la tin g  food safety. Experience has 
show n th a t m ore a tten tion  has had to  be devoted by  bo th  the FD A  
and the food in du stry  to substances which past experience indicated 
to be safe, and to incidental additives p resen t in h itherto  undetectable 
am ounts, th an  to  d irect or new ly in troduced additives. T h is has been 
the com bined resu lt of several factors, nam ely : (1) the  application of 
new  analytical m ethodology of exquisite refinem ent and sensitiv ity , 
capable of revealing the presence of substances in the parts per billion 
and low er ra n g e s ; (2) advances in toxicological procedures which 
m ultip ly  and in tensify  the critical param eters of adverse biological 
effects, for exam ple, longer tes t periods, m ore anim als, m ore clinical 
observations, and m utagenic, teratogenic, and m ultigeneration  repro
duction  te s ts ; and finally (3) the  lack of an official policy which for
m ally recognizes th a t m inute am ounts of acutely  or chronically  toxic 
chem icals can be inconsequential from the s tandpo in t of safety under 
conditions of norm al use. T hus much to the  concern of in du stry  and 
the  em barrassm ent of the FD A , m any “no residue” substances which 
w ere form erly  perm itted  to  be used have been proscribed because they 
can now be detected by m ore h igh ly  sensitive analytical m ethods.

D esp ite  all the  a tten tion  devoted to food additives from a regu la
to ry  standpoin t, they  play a relatively  m inor role in te rm s of public 
health  hazards. T his is reflected in the  list of p rio rities developed by
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the  F D A ’s B ureau of Foods. H eading  the list are food-borne infections 
which are generally  tran sito ry  and of low m orbidity . Food poisoning 
resu lts  not so m uch from food production  or from the ingred ien ts used 
as from im proper hand ling  or sto rage bo th  in the hom e and food-ser
vice estab lishm ents. At the bo ttom  of -he order are the functional in
gred ien ts w hose safety in use is covered by the  Food A dditives and 
Color A dditives A m endm ents. T h a t ou tb reaks of illness caused by the 
norm al presence of additives in food are v irtually  nonex isten t is in
dicated by the fact that they are not even reported by the Com m unicable 
D isease Center. As reported  by Dr. F low ard R oberts, the presen t D i
rector of the  B ureau of Foods, food-borne infections continue to  have 
top billing on the F D A ’s program  w hile food additives tra il far behind 
in term s of po ten tial hazard to health.

Sensitivity Scale
On the o ther hand. Dr. R o berts’ “sen sitiv ity ” scale based on con

sum er reaction is the  resu lt of unw arran ted  apprehension concerning 
food safety generated  in the public m edia and by m isinform ed or biased 
alarm ists. C onsum er concern influences both regu la to ry  and legislative 
activ ity  to a degree ou t of all proportion to real public health hazard.

T he food in du stry  also reacts to public concern. I t will be re
called that the universally used food color amaranth (Red No. 2 ), safrole 
(the main-flavor constituent of roo t beer) and recently  trich lorethy lene 
(a so lven t used to decaffeinate coffee) were rem oved by indu stry  be
fore th ey  v/ere banned by the governm ent. Ffypersensitivity  as related 
to food additives is m ore of a reaction of indu stry  and governm ent 
than  a hum an affliction.

On the  o ther hand, the exploitation of the alleged absence of food 
additives— “ contains no artificial color.” “contains no artificial flavor,” 
“ no cyclam ates”— has becom e a com m ercially profitable m aneuver, 
which, even if true, could be m isleading. T his type of exploitation has 
given rise to the organic food m yth, which, from a nu tritional view 
point, is an econom ic fraud on the A m erican com m unity. Furtherm ore, 
it is not w arran ted  by the  evidence th a t organ ic foods are free from 
filth or pesticide residues, or th a t they  are m ore wholesom e than  foods 
produced w ith the  help of chem ical fertilizer and pesticides.

T he standard  of safety of foods consum ed by the A m erican public 
is h igher by m any orders of m agn itude than  was the case a cen tury  
ago. A t the recently  celebrated centennial of the A m erican Chem ical 
Society, several speakers drew  atten tion  to  the  quality  of food and th e
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prevalence of tru ly  hazardous adu ltera tion  years ago, com pared w ith 
today. N evertheless, we have no hard  evidence th a t public health  has 
been enhanced since the enactment of the Food Additives A m endm ent— 
because it was protection rather than correction of a hazard that prompted 
passage of the  am endm ent. Public aw areness of the  ex ten t of use of 
chem icals in food production  and processing becam e pronounced after 
W orld  W ar II th rough  food standards hearings and the  discovery of 
antib io tics and new  organic pesticides. As con trasted  w ith foods of 
the  pre-W iley  era, it is not the  th rea t of acute poisoning th a t concerns 
the regulatory agency but the suspicion of subtle, cumulative or chronic 
toxicity which is difficult, if not impossible, to correlate epidem iologically 
w ith the etiology of disease. I t  is well know n th a t h igh ly  toxic sub
stances occur n a tu ra lly  in a g rea t varie ty  of foods, not to m ention the  
con tam inants form ed by m olds in grains, nu ts and fru its  before and 
a fte r harvest. T he toxic natu re  of oxalates, hem agglu tin ins, goitrogens, 
cyanogenetic glycosides, solanine. shellfish and m ushroom  poisons were 
discovered largely th rough  hum an experience long before toxicological 
studies were conducted in laborato ry  anim als. T he low incidence of 
food poisoning from the presence of these substances in p lan t and ani
mal foods is due to  the fact th a t the levels generally  p resen t are so low 
th a t th ey  are to lera ted  w ith ou t apparen t harm . H ow ever, w ere these 
na tu ra l tox ican ts first discovered today  it is doubtful th a t the foods 
could stand  the  tests  for safety. It will be recalled th a t several natural 
sources of food flavors, vis, the tonka bean, whose major constituen t is 
coum arin, and oil of sassafras, whose m ajor constituen t is safrole, were 
banned on toxicological grounds.

Prior Approval of Safety
In sharp  con trast w ith the w ay the law  regulates the presence of 

na tu ra lly -occurring  poisonous substances in food, added substances 
are sub ject to p rio r approval of safety unless qualified scien tists regard  
the  conditions un der which they  are used to be safe, as judged by  com 
m on experience or by “scientific p rocedures.’’ M any problem s w ere 
created by the provisions for exem ption contained in the  s ta tu to ry  
definition of food additives, especially when it becam e necessary to 
arrive a t the  G RA S s ta tu s  of na tu ra l as well as syn thetic  substances. 
Tt was no t long before it was realized th a t na tu ra l occurrence does not 
ipso factor confer safe ty  on food com ponents.

Recently, the FD A  has become preoccupied with developing guidelines, 
partly  at the u rg ing  of industry . Some food processors have w anted 
clarification concerning the A gency’s expectations in relation  to  good
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m anu factu ring  practice (G M P ) as specified in the F ederal Food, D ru g  
and Cosmetic Act particularly with regard to sanitation . I t  was th o u g h t 
to be useful and educational to  develop operational guidelines. I t  
tu rn s  ou t th a t in du stry  had not bargained for as m uch as it has go tten  
because these guidelines have actually  becom e equivalent to regu la
tions w ith the force and effect of law. In  a recent decision dealing  
w ith guidelines proposed for the  cacao and th e  confectionery products 
industry , the court said, “ In  review ing the  prom ulgation  of regu la
tions which are the product of an informal rule-making procedure, the  
C o urt’s function is lim ited to a determ ination  th a t the regula tions are 
reasonable and w ith in  the s ta tu to ry  scope of au tho rity , th a t th ey  have 
been form ulated  in the m anner prescribed, and th a t individuals oppos
ing the  prom ulgation  have had an op po rtun ity  to  m ake th e ir views 
know n.” T here  are those in in du stry  th a t w ould contend th a t they  
have not had sufficient op po rtun ity  nor have th e ir view s been given 
adequate w eight. T he responses to  objections given in the pream bles 
to these G M P regulations are not sufficient in the view of m any com 
m entators. In any case, th is illustra tes the need for those responsible 
for food production and quality  assurance to keep abreast of FD A  re
leases in the  Federal Register and take cognizance of the dates for filing 
com m ents on proposals and of the effectiveness of orders. T he F D A  
has thus far issued “um brella” G M P ’s which cover in a broad sense 
the sanitary provisions for the maintenance and operation of food p lan ts 
and are now developing m ore specific regula tions applicable to  p a r
ticu la r branches of the  food industries. Included are cacao and confec
tionery products, low-acid canned foods, smoked fish, bottled drink ing  
w ater, and in the offing are frozen foods, baked goods, fermented foods, 
and so on. T he concern of these industries is th a t G M P recom m enda
tions are likely to become so detailed that they will become technological 
s tra it jackets.

On the horizon now is a new proposal of special in terest to food 
scien tists and technologists, nam ely, th a t there be developed “guide
lines” for good laborato ry  practice (G L P ). A m ong other th ings these 
w ould apply to qualification of personnel, adequacy of facilities, m ain
tenance of records, etc. and provide for regu lar FD A  inspection. G LP 
regulations would not be objectionable if they  were couched in general 
and clearly understandable  term s b u t they  could cause unnecessary  
difficulty for industria l control and tes tin g  laboratories if they  w ere 
to  be too specific. ( In  the  ligh t of the recen t Red No. 2 debacle, one 
m ight ask w hether the FD A  itself could stand detailed sc ru tin y  of its
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ow n laborato ry  operations.) W ith  respect to  the  safety evaluation of 
food additives, it is necessary to point out th a t toxicology is neither 
an exact nor a s ta tic  science. New developm ents are constan tly  occur
ring  and new  criteria  are being in troduced. W e do blood enzym e tests 
for w hich suitable m ethods did no t exist 20 years ago. W e are exam in
ing  for m utagenic and tera togen ic  effects by new ly developed proce
dures. E lectron  m icroscopy has come into use as a h istopathologic 
tool. C om puter technology has facilitated sta tistica l evaluation of data.

Complexity of Toxicology
Toxicologists do no t object to guidelines if indeed they  are gu id e

lines. T hey  prefer to re ta in  the prerogatives of professionals in the 
conduct of th e ir  investigations, le ttin g  the chips fall w here they  may, 
ra th e r  than  hav ing  to  conform  to inflexible cookbook procedures. The 
com plexity of toxicology from  the design of protocols, to  the  selection 
and  perform ance of the  tests  and the biological and sta tistica l in te r
pretation of findings in relation to the conditions of use or exposure, all 
require the application of a high degree of scientific ju dg m en t too 
difficult to spell ou t in rigid term s. Safety evaluation is based funda
m entally  on the  dem onstration , under app ropria te  conditions, of no 
toxic or otherwise adverse effect. T here  are m any reasons w hy inform ed 
ju dg m en t ra th e r than  objective m easurem ent m ust be applied. F irs t 
of all, th ere  is an in trinsic  lack of precision in the  determ ination  of 
q u an tita tiv e  no-adverse effect dosage levels in anim als. T his is a g ray  
zone depending upon w hat is regarded  as an adverse effect and the  
m ethods used to  determ ine it. Secondly, various, yet a rb itrary , safety 
factors are used in ex trap o la tin g  from  “no-adverse effect” levels to  
perm issib le d ie tary  in takes and to lerances in food. T hird ly , pathologists 
differ in th e ir  read ing  of h istopathologic responses under the  grossly  
exaggerated  conditions em ployed in feeding studies. T he u n derstan d 
able absence of com plete unanim ity  am ong qualified scien tists on these 
issues is com pounded by the bu reaucratic  in terp re ta tions of ill-defined 
o r am biguous concepts em bodied in th e  law.

Com pliance w ith  food additive regulations is fu rth er com plicated 
by  the no t in frequent efforts to  redefine te rm s such as “substance” in 
the definition of food additives which are GRAS, “no residue” by ref
erence to analytical methods of “appropriate” sensitivity, “carcinogens” to 
em brace prom oters of benign as well as m alignan t tum ors, and “im
minent h aza rd ” in relation  to both tim e and severity.

The Senate Bill, S. 641, providing for surveillance of food processors; 
requires that every company develop safety assurance standards. • T hese
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are to  be form ulated and im plem ented so as to provide “reasonable 
assurance th a t food does not present an unreasonable risk of adultera
tion .” Can anything ' be m ore vague than  th a t?

T hese are som e of the difficulties associated w ith regula tions in 
pu rsu it of the illusory goal of achieving absolute safety. On the sub
ject of excessive regulation , it is w orth  quo ting  from an in terestin g  
le tte r th a t appeared in C & E News (O ctober 6, 1975) : “The com bined 
hysteria  of politicians, consum erists, and regu la to rs seem s to  have 
convinced m uch of the press and some reasonable part of the public 
th a t the answ er to  the  bad effect of too m uch regulation  is still m ore 
regulation, that more laws will correct the evils of law s th a t are already 
too com plex and invok ed and the w ay to free a cum bered body politic 
is to wind still more red tape around the corpse.”

Congressional Mandates
The responsibility of the FD A  as the Agency charged with enforc

ing C ongressional m andates in the  area of food and drug  safety is not 
an enviable one. In  an address a t the U n iversity  of Georgia, John T. 
W alden , A ssistan t C om m issioner for Public Affairs, recently  stated  
th a t the F D A  faces “opposition and controversy  in all we do. In nearly 
all our actions the critics on the one hand yell .hat w e’ve gone too far 
too fast, th a t we are in terfering  w ith hum an freedom and econom ic 
progress. S im ultaneously, the  critics at the  o ther extrem e are sho u t
ing th a t w hat we do is too little  and too late, th a t we have sold out 
to the industries we regu late  and failed our m ajor obligations to  p ro 
tect the public from unsafe products and unscrupulous businessmen.”

Senator Edw ard M. Kennedy, one of the harshest critics of the FDA, 
has stated th a t : “Congress has given it an extraordinarily wide range of 
responsibilities,” “staggering” enforcem ent responsibilities coupled with 
a  budget th a t is “ridiculously low .” In support of his bill (S. 2696) to 
reorganize the FD A  into tw o separate  and independent un its  (a drug 
and devices adm in istra tion  and a food and cosm etic adm in istra tion ), 
he acknow ledges the need for increasing the  scientific com petence of 
the A gency. P end ing  proposals will still fu rther w iden the  range of 
enforcem ent activities and extend the  F D A ’s burden. F or exam ple, to 
implement proposed regulations defining G LP and to monitor industrial 
and independent laboratories, the F D A  requested an appropriation  of 
$25 million. T h is is in addition  to  the authorized budget of over $200 
m illion for the  nex t fiscal year.
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I t  is in te restin g  to  exam ine how the  F D A  has grow n, in both size 
of staff and budget, in the past q u a rte r  cen tu ry  du ring  which our 
m ajo r laws reg u la tin g  food and drug  safety were enacted. The annual 
appropriations have risen over 37-fold since the early 1950’s w hile the  
num ber of personnel has m ultip lied alm ost seven tim es. In  spite of 
the re latively  g rea te r rise in appropria tions (w hich of course includes 
inflationary  factors, the  cost of facilities, e tc .), the  F D A  is still not 
able to  a ttra c t the  caliber of high level adm inistra tive , scientific and 
technical personnel essential for the  proper fulfillm ent of its ob liga
tions. A t present, recru itm en t for top level positions is lim ited by the 
m axim um  salaries perm itted  under civil service regulations. Scientists 
of ou tstan d ing  com petence w ho w ould be w illing  to  assum e such re
sponsibilities at salaries incom m ensurate w ith the  task , and to w ith 
stand  the criticism  and at tim es the abuse th a t goes w ith the  job, are 
few and far between.

T he proposal to split the FD A  into tw o agencies, as m entioned 
above, would inevitably  involve overlapp ing  responsibilities, multiple 
ju risd ic tion , and costly duplication of which there is already too much. 
F o r exam ple, U SD A , FD A , E P A  and O SH A  have au tho rity  over vari
ous aspects of pesticides and are not in frequently  in conflict. O ther 
proposed legislation would give Congress au tho rity  to  revoke regu la
tions of adm inistra tive  agencies or a t least require th a t they  be re
considered. One w onders w hat effect th is  m ight have on a decision of 
the FD A  which was based not on scientific facts but 011 the wish to allay 
public concern, as w as said to be the case w ith  the  Red No. 2 decision.

In  concluding th is discussion of the p le thora  of regulations appli
cable to food safe ty  and the  relative roles of the FD A  and Congress, 
it is apropos to  quote from a recent editorial in the  journal. Science: 
“ Congress is perhaps the branch of governm ent least suited to  receive, 
process and use scientific inform ation, not because of in tellectual in
capacity , bu t because of its o rgan ization  and protocol and the natu re  
of the  legislative process.” [ T h e  E n d ]
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