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REPORTS
TO T HE  R E A D E R

T h e 1961 Jo in t N ational Conference 
of the Food and D rug  A dm inistration  
and the Food L aw  Institu te , Inc., was 
held on N ovem ber 27 and 28, 1961, in 
the auditorium  of the U nited  S tates 
D epartm en t of H ealth , E ducation  and 
W elfare, W ashington , D. C. T he F ed 
eral H azardous Substances Labeling 
A ct was discussed in detail during the 
m orning session of N ovem ber 27 as 
w ere the laboratory  developm ents in 
food and drug  regulation.

T he follow ing organizations cooper
ated  in this conference: A m erican
M edical A ssociation, A ssociation of 
Food and D rug  Officials of the U nited  
S tates, T he Food A dditives Com m ittee 
of the  M anufacturing C hem ists’ A sso
ciation, T he Food  P ro tec tion  Com 
mittee of the N ational R esearch Council, 
George W ash ing ton  U niversity  G rad u
ate School of Pub lic  Law, G rocery 
M anufacturers of Am erica, Inc., T he 
N utrition Foundation Inc., T h e  Packag
ing Institu te , Inc., and the P h a rm a
ceutical M anufacturers A ssociation.

T his issue of the F ood D rug and 
Cosmetic L aw J ournal is devoted to 
the Food and D rug  A dm inistration  
m orn in g  session of N ovem ber 27. T he 
m od erato r of the opening session was 
Mr. George P. Larrick, U n ited  S tates 
Com m issioner of Food and D rugs. 
C om m issioner L arrick ’s in troductory  
rem arks followed the invocation by 
Frederick Broivn Harris, D. D., Chaplain

of the U nited S tates Senate, and the 
welcoming addresses by John L. Harvey, 
D eputy  Com m issioner of the Food and 
D rug  A dm inistration  and W illiam T. 
Brady, C hairm an of the B oard of T ru s 
tees of the Food L aw  Institu te , Inc.

In  his discussion of the ad m in istra
tive problem s in the regulation  of 
hazardous substances, John L. Harvey 
covers the questions of definition, label 
p lacem ent and designation of type size, 
and exem ptions to the law. H e  clarifies 
the areas of coverage and states tha t 
the s ta tu te  is in consum er in terest and 
w ith the aid of industry, great p rogress 
can be m ade in reducing th e  death 
ra te  due to poisoning from  household 
substances.

W illiam W . Goodrich, A ssistan t G en
eral Counsel for the Food and D rug  
Division of the FD A , explains the pos
sibilities of litigation arising  from  the 
regulations of the Federal H azardous 
Substances L abeling  Act. H e  agrees 
tha t the law itself is new, bu t says tha t 
m any of the provisions of the law w ere 
draw n from  the Food, D ru g  and Cos
m etic A ct and have been enforced for 
20 years.

Scientific considerations of the F ed 
eral H azardous Substances L abeling 
A ct is such an extensive topic th a t it 
was covered in tw o papers. In  the 
first, by Dr. E. W illiam Ligon, Jr., a 
pharmacologist in the Division of Pharm a
cology of the FD A , the au thor limits
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his rem arks to  four of the seven p rop
erties which m ake a substance hazard 
ous. T hese four are the substances 
which are toxic, irritan t, corrosive and 
stro n g  sensitizers. H is discussion o u t
lines the collection and application of 
biological da ta  to these areas. The 
second of the papers on this subject is 
by Dr. Daniel Banes, who is the a ss is t
an t director of the B ureau of Biological 
and Physical Sciences of the FD A . 
H is paper covers the o ther three of the 
seven properties which m ake a sub
stance come under the heading “hazard
ous” —• flammable, pressure-genera ting  
and radioactive. T he latte r group de
mands physical and chemical data rather 
than biological data to provide a uniform 
and practical basis for classification as 
hazardous.

T he second m ajor discussion topic 
during the m orning session of the con
ference on N ovem ber 27 was the lab
ora to ry  developm ents in food and drug 
regulation.

Dr. Henry Fischbach, the director of 
the Division of Food of the FD A , 
discusses the organization  and the op
eration of that division. H e includes 
the problem s of investigation of food 
com position, of pesticides and of food 
packaging m aterials and describes some 
of the m ethodology tha t is applied to 
this research.

T he question of drug  chem istry was 
reviewed by Dr. Frank H. W iley, di
rec to r of the D ivision of Pharmaceutical 
C hem istry. H e  explains the new p ro 
cedures th a t have been developed for 
the analysis of drugs and the applica
tion of these tools to the exam inations 
of chemical and physical properties of 
substances analyzed by his division.

In  a very in teresting  report from  
the Division of Pharm acology, James 
R. Crihbctt, assistan t to the director of

that division, reviews the w ork done 
in the m easuring of food contam ination 
as a resu lt of radioactive fallout. H e 
discusses several investigations and test 
series which have been m ade to  d e te r
m ine the harm  to the hum an body 
resu lting  from  the consum ption of 
foods containing radioactivity .

T he paper p resented  by Dr. Glenn G. 
Slocum, the director of the D ivision of 
M icrobiology of the FD A , contains a 
report of the incidence of food-borne 
disease. H e explains tha t m icroscopy 
serves as an im portan t tool for m easu r
ing m any form s of decom position, con
tam ination  and insanitation in both 
food products and establishm ents. H e 
states that em phasis upon bacterio 
logical contro l of food production by 
industry  and regula tory  officials should 
be m ost effective in reducing the risk  of 
food-borne disease.

A t the Food Law  In s titu te  dinner 
the evening of N ovem ber 27, Dr. George 
Y. Harvey addressed the partic ipants 
in the conference. Dr. H arvey  is the 
chairm an of the Second Citizens A d
visory Com m ittee. H e told the audience 
about .the w ork done in 1955 by the 
F irs t Citizens A dvisory  Com m ittee and 
how his com m ittee plans to w ork  to 
keep both industry and the general public 
fully inform ed of the law and o pera
tions under it. T he responsibilities of 
the F D A  and of industry  are outlined, 
but in addition  to their responsibilities, 
Dr. H arvey  feels tha t the safety of the 
public cannot be assured unless the pub
lic is well educated in o rder to  protect 
them selves.

T he next issue of the F ood D rug 
Cosmetic L aw J ournal will contain 
papers from  the indu stry  and the 
consum er sessions of the F D A -F L I 
conference as well as the panel discus
sion which brought the conference to 
a close.

+
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Welcoming Address
By JOHN L. HARVEY

Mr. Harvey, Deputy Commissioner, Food and Drug Administration, 
Department of Health, Education and Welfare Opened the Food 
and Drug Administration-Food Law Institute Conference in W ash
ington, D. C. on November 27, 1961, with This Address.

T T  G IV E S  M E  G R E A T  P L E A S U R E  to add the  sincere welcom e of 
A  the  Food and D ru g  A dm inistra tion  to  th a t of M r. Jones as we open 
th is F ifth  Food and D rug  A dm in istra tion— Food L aw  In s titu te  Con
ference.

Y ou will be in terested  and possibly som e of you will be surprised  
to  know  how  m uch we have come to value these annual m eetings. In  
add ition  to  furn ish ing  a needed avenue for free exchange of in fo rm a
tion  betw een consum ers, indu stry  and governm ent, these conferences 
offer a un ique opportun ity  for key represen ta tives of each group  to  
exchange ideas inform ally, and to  recognize and resolve little  problem s 
before th ey  becom e big.

O f necessity, m uch of the  ord inary  exchange of in form ation be
tw een governm ent, in du stry  and consum ers takes place below  the  top  
m anagem ent level. T here  ju s t a ren 't enough top m anagers to do all 
of the conferring  th a t is required  in to d ay ’s society. T h is m eans th a t 
top m anagers in the  Food and D ru g  A dm inistra tion  m ust rely  heavily 
upon o thers in the  organ ization  for in form ation upon w hich to  form  
opinions about top  m anagem ent in in du stry  and, likewise, top m anage
m ent in in du stry  m ust rely  upon second-hand in form ation m uch of 
the tim e to  form  its  view s about governm ent. I t  is hum an natu re  for 
a m an to  regard  his job as the m ost im p ortan t or a t least one of the 
m ost im p ortan t jobs perform ed for his com pany, or his departm ent. 
If he didn’t, we w ould not w an t him  on the payroll. B ut because he
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takes his job so seriously, it is quite possible for him to  place an 
inord inate am ount of im portance upon any  obstacles th a t m ay fall in 
the  w ay of the  accom plishm ent of his objectives. So we m ay receive 
a report in all sincerity , a fte r som e of your rep resen ta tives have been 
in  to  ta lk  w ith  us about a food and d ru g  problem , th a t “X ” com pany 
is certa in ly  hard  to  ge t along w ith . P erh aps you upon occasion receive 
repo rts  from  yo ur em ployees abou t difficulties they  have encountered  
in reaching a meeting of the minds in the Food and Drug Administration.

For this reason, if no other, it is most important that the top leaders 
of the  Food and D ru g  A dm in istra tion  and of in du stry  and of consum er 
organizations sit dow n to ge ther periodically to  ta lk  w ith  each o ther 
face to  face and to determ ine for them selves w h a t kinds of individuals 
they  are dealing w ith. F o r our part, we have been gratified to  find 
th a t the  key in du stry  leaders w ho a ttend  these conferences and talk  
w ith  us du ring  and after, are, in fact, ju s t people, and in m ost cases 
quite reasonable people a t th a t. A nd I know  th a t some of you have 
been surprised  in p as t years a fte r ta lk in g  w ith  us to  find th a t w e are 
just people, too, and a bit more reasonable than you might have thought.

In  view of the  heavy legislative program  th a t the Food and  D rug  
A dm inistra tion  has had for the  past few years and the likelihood of a 
heavy legislative program  to  continue, it is im p ortan t th a t we know 
each o ther and th a t w e feel free, top m anagem ent and top legal counsel 
of our various organ izations and  agencies, to exchange ideas informally 
and search for po in ts of view  th a t give good consum er pro tection  and 
are no t destructive  of either governm ent or industry . W e are satisfied 
th a t th is  has been possible to  a g rea te r  ex ten t in recent years than 
before and th a t the resu lt has been due to  a significant degree to  the 
background being laid a t annual conferences such as th is  one.

B ut we don’t  w an t to  stop w ith  b e tte r  com m unications betw een 
top  m anagem ents. W e need b e tte r com m unications and b e tte r  un der
stan d in g  all up and dow n the line to aid in lawT com pliance and to 
allay unfounded fears and suspicions. T o  m eet th is need, we have 
streng then ed  our D ivision of Public In fo rm ation  so th a t it is able to 
supply helpful facts in response to  consum er inquiries and to  supply 
g rea te r in form ational service to  the  trade. W e have expanded the 
consum er con su ltan t p rog ram  w hich w as described a t last y ea r’s con
ference. A m ong o ther th ings, our consu ltan ts have held a series of 
F D A -consum er conferences in 16 of our d istric t offices. W e have 
form ed a P ublic  Service A dvisory  C om m ittee com prised of rep resen
ta tives from  m ajo r consum er organ izations of the  nation. W e have
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cosponsored w ith  the  A m erican M edical A ssociation a N ational Con
gress on M edical Q uackery  w hich should lead to  m ore effective reg u 
lation of quack drugs, fake devices and w orth less or m isrepresen ted  
nu tritional supplem ents.

Lest there be some misunderstanding, I would like to point out that 
w e are no t p lann ing  to  su b stitu te  education for regula tion  w here 
legal actions are necessary. W e th in k  education and b e tte r  com m uni
cations can resu lt in g rea te r law com pliance bu t ou r experience indi
cates clearly th a t there  are som e situa tions w hich cannot be corrected 
soon enough or adequate ly  enough w ith o u t reso rt to  the form al sanc
tions of the  law. W e will still seize bad lots of m erchandise. W e will 
still seek in junctions to  restra in  con tinu ing  serious violations. W e will 
still b rin g  crim inal actions w here the  na tu re  of the  crim e appears to 
dem and them . B ut we are go ing to  m ake a sincere effort to m ake it 
possible for every regu la ted  firm to have a clear un derstan d in g  of w hat 
the  law  requires and have a clear guide to  the steps he m ay take to  
m eet the  requ irem en ts of th a t law  fully and w ith ou t incurring  the 
th rea t of form al legal actions.

W e welcom e each and everyone of you and trusc th a t you will 
find these tw o days of m eetings to  be m ost w orthw hile. [The End]

SENTENCE FOR BOOTLEGGING DRUGS
A doctor of m edicine from  Bangor, M aine, and a service station  

n igh t m anager from  L ordsburg , New Mexico, pleaded guilty and have 
been given heavy sentences in tw o separate federal court actions for 
“bootlegging” am phetam ine pills.

Dr. George H . H o rto n  was charged w ith selling large quantities of 
sodium  pentobarb ita l capsules and am phetam ine sulfate tablets outside 
of his legitim ate practice. Judge E dw ard  T. Gigoux, U nited  S tates 
D istric t Court, P ortland , M aine, sentenced H o rto n  to a $5,000 fine and 
a six-m onth  term  in jail. T he jail te rm  was suspended and he was placed 
on a tw o-year probation.

T he Food and D rug  A dm inistra tion  investigated D r. H o rto n ’s 
activities after receiving com plaints from  doctors and a hospital tha t 
he w as selling am phetam ines by mail to  patients w ho w ere under the 
care of o ther physicians. Dr. H o rto n  repeatedly  dispensed the pills 
in peanut b u tte r and coffee ja rs  w ithout giving physical exam inations 
to  F D A  inspectors w ho posed as patients. H e sold the pills in large 
quantities even after the “pa tien ts” told him  th a t they w ere not using 
them  for m edical purposes but w ere reselling them .

In  the o ther case, José A dalberto  M unoz was charged w ith selling 
am phetam ine sulfate tab lets to  Food and D rug  A dm inistra tion  inspec
tors posing as truck  drivers.
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The Federal Hazardous Substances

Mr. Harvey, Deputy Commissioner of FDA Presented This Address 
Before the 1961 Joint National Conference of the FDA-FLI.

T  T H IS  C O N F E R E N C E  last year A ssistan t C om m issioner W in-
ton R ankin presented  a brief look at the Federal H azardous 

S ubstances L abeling  Act. H e described som e of its provisions, som e 
of its  background  and predicted th a t im plem enting regulations w ould 
be issued sho rtly  for the jo in t gu idance of governm ent and industry . 
I t  w ould seem app ropria te  to  b rin g  you today  a progress report under 
th is im p ortan t s ta tu te .

T he law  provided for an effective date of F eb ruary  1, 1961, unless 
prior to th a t tim e a finding could be m ade th a t conditions existed 
w hich necessitated  the prescrib ing  of additional periods of tim e for 
com pliance, up to  a to tal of 18 m onths or un til F eb ruary  1, 1962. As 
the F eb ruary  1, 1961, date neared it becam e obvious th a t m uch re
m ained to  be done. W e therefore extended un til A ugust 1, 1961, the 
application of the sanctions of the s ta tu te  except as applied to extremely 
flam m able and flam m able substances (o th er than  solids and those in 
p ressurized con tainers) and to  substances w hich w ere h igh ly  toxic. 
T he  s ta tu te  itself prescribed specific tests  to  be applied to  determ ine 
w hether a p rod uct m et any of these th ree definitions, and therefore 
th ere  should have been no doubt on the part of any m anufactu rer 
w hether his product did or did no t so classify. T he o ther kinds of 
hazardous substances, irritan ts , corrosives, stron g  sensitizers, flam 
m able solids and con ten ts of self-pressurized containers and those 
w hich generated  pressure w ere not precisely defined in the  s ta tu te  
and needed definition by regulation.

T he next significant developm ent w as the publication of proposed 
definitive and in terpretive  regulations on April 29, 1961. W e had no 
delusions th a t our proposed regulations w ould receive no com m ent,
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but w e w ere not prepared  for the deluge of com m ents we did receive. 
Surprisingly , m any quite critical com m ents w ere app aren tly  based'.on 
the assum ption th a t these regula tions w ere not really  proposals b u t 
w ere a prepublication  of w h at would be finally issued as the rules 
under w hich everyone m ust play. Few  proposed regulations have 
elicited so m uch of th is  kind of response as did these. M any th ough tfu l 
and very  helpful suggestions w ere received. P leas w ere m ade by 
m any th a t they  w ished an oppo rtun ity  to be fu rther heard. Some 
dem anded a public hearing, w hich w as not authorized  by the s ta tu te . 
A m eeting  w as therefore held on Ju ly  13 and 14 in th is  aud ito rium  
a t w hich tim e m any firms, associations and organ izations p resen ted  
th e ir view s on th is subject.

All of these com m ents w ere studied , discussed and evaluated. 
M any of the  suggestions m ade in response to  the proposals w ere 
accepted, some o thers we accepted in p a rt and some w ere rejected 
com pletely. F o r som e of the scientific problem s posed we em paneled 
tw o com m ittees cf ou tstan d ing  sc ien tists to  assist us. O ne of these 
w as com posed of ou tstan d ing  experts in the field of derm al toxicity . 
T he o ther consisted of ou tstan d ing  national and in ternational experts 
in the  fields of pharm acology and clinical toxicology. T he final regu la
tions w ere published in the  Federal Register on Aug. 12, 1961.

A few of the regula tions are w o rth y  of discussion. One is the 
definition of “containers in tended or suitable for household use.” This 
section in the proposed regulations was criticized from  three standpoints.

O ne wTas th a t the inclusion of the concept of labeling a t the tim e 
of purchase w as uncalled for by legislative h isto ry  and w as an un w ar
ran ted  extension by us. Secondly, th a t the proposal placed in jeopardy  
th e  m anufactu rer w hose product m igh t reach a home by being stolen 
from  an industria l p lan t and th ird ly , the  definition w ould include such 
th in gs as jan ito ria l supplies in an apartm en t house.

T he final regu la tion  does not m ake any change in the concept 
th a t w arn ing  should be presen t a t the tim e of purchase. O ur position 
is no t th a t the  pu rchaser necessarily  needs to  be pro tected  in the 
grocery  or hardw are  store, b u t th a t purchase na tu ra lly  flows as p a rt 
of the  conditions of use. W e believe th a t the pu rchaser should a t 
the earliest possible tim e and in the  p la inest possible w ay be m ade 
aw are of any  inheren t hazards of the  product w hich she is purchasing  
so th a t she m ight take it home and sto re it w ith  the full know ledge 
of these hazards. L anguage  w as added to  take care of in adverten t 
household use of p roducts no t in tended or m arketed  for such use.
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An artic le  labeled and m arketed  solely for industria l use does no t 
becom e sub ject to  the act because an industria l w orker m ay m isap
p rop ria te  supplies for his own use. N o change th a t w ould allow 
jan ito ria l supplies to  be exem pt from  w arn ing  labeling w as made. 
A p artm en t houses, even those allow ing adu lt occupancy only, are 
no t im m une from  lively and curious children.

Statute Definition of Highly Toxic
T he s ta tu te  defines h igh ly  toxic by ingestion as a p roduct w hich 

will produce death  in half or m ore th an  half of the group of laborato ry  
w hite  ra ts  w hen fed w ith  a single dose of the  substance a t a ra te  of 
50 mg. per kilo of body weight. They did not provide similar guidelines 
for a p roduct w hich w ould be “ toxic” b u t no t “h igh ly  tox ic.”

O u r sc ien tists advised us th a t for the adequate pro tection  of 
public health  the  definition of toxic by ingestion should cover those 
products w hich w ould produce death in half of the anim als tested  
in a single dosage up to 5 gm. per kilo of body weight. The regulations 
proposed th is  level and we found it to  be a very  controversial point. 
I t  was stated by many that the 5 gm. per kilo rule would bring under 
th is  s ta tu te  75 per cent of the p roducts now used in the household. 
A general cry of “over-labeling” which w ould defeat the protective 
purpose of the s ta tu te  w as heard. W e again asked the advice of our 
panel of scien tists and pointed ou t to  them  the argum en ts pu t forth  
to reduce this definition to a one or two gm. per kilo rule. They advised 
us to retain the 5 gm. per kilo point for the definition of toxic, insisting 
th a t to  do o therw ise w ould elim inate from  coverage m any products 
th a t w ere actually  hazardous. T hey  fu rth e r advised us th a t there 
w ere a substan tia l num ber of p roducts in the L D  no dosage range 
between 500 mg. and 5 gm. that presented no practical hazards. They 
recom m ended th a t we seriously consider exem pting  such products 
from  the required  labeling. I will discuss for a few m inutes our plans 
in th is  regard .

O u r proposal possibly did not m ake en tire ly  plain the  fact th a t 
hum an experience on the final p roduct w as actually  the test, w hether 
such experience showed a g rea te r or lesser hazard than  w ould be 
indicated by any s ta tu to ry  or em pirical test applied. W e quite w illingly 
ad justed  the language of Section 191.2 to  indicate th is view.

T he best and practically  the only source of inform ation as to 
poisoning incidents th a t w ere occurring  w as the  N ational C learing 
H ouse for Poison C ontrol C enters and the individual centers th em 
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selves. O u r orig inal survey of these, disclosed a group  of substances 
w hich w ere responsible for m ost of the po isoning incidents due to  
products w hich w ould be controlled by th is  s ta tu te . T hese products 
w ere carbon te trach loride , diethylene glycol, e thylene glycol, kerosene, 
m ethyl alcohol and tu rpen tine . I t  w as therefore proposed to  call these 
substances and m ix tu res con ta in ing  them  as “h igh ly  tox ic” substances 
and to  require the s tron gest kind of w arn ing  labeling for them . T o 
th is proposal w e received volum inous com m ent to  the  effect th a t the 
designation “h igh ly  to x ic” denoted a dose w eigh t re lationsh ip  w hich 
did no t exist for the nam ed substances. W e placed th is question 
before our panel of experts w ho besides being scientific experts w ere 
well acquain ted  w ith  the practical problem s involved in poisoning 
incidents. T hey  agreed th a t the  te rm  “h igh ly  toxic” did denote a 
do se /w eigh t rela tionsh ip  and th a t none of the  nam ed substances 
qualified as h igh ly  toxic under th is  rule. T hey  advised, how ever, th a t 
each of these substances did have special hazards w hich required 
special labeling for the  pro tection  of the public health  and safety. 
T hey  recom m ended specific labeling and specified the percentage 
lim its of each of the products they  felt required  such w arn ing  labeling. 
T hese  suggestions resu lted  in substan tia l changes in Section 191.7.

Label Placement
T he regulations dealing w ith  label placem ent and the designation 

of type  size for some of the  w arn in g  sta tem en ts  elicited m uch com 
m ent from  industry , from  consum ers and from  consum er groups. 
O u r orig inal proposals specified th a t all of the required  w arn ing  
labeling be on the m ain panel and in a size of type th a t w ould leave 
little  doub t th a t anyone handling  the product w ould see it. W e w ere 
to ld  th a t there  w as abso lu te ly  no au th o rity  in the act to  designate 
the  p lacem ent of the  w arn ing  labeling  th a t should appear b u t th a t 
m anufac tu rers could be guided by the requ irem en t “p rom in en t” and 
“ conspicuous.” W e w ere to ld th a t the p roper place for all w arn ing  
sta tem en ts  w as on the panel including the d irections for use on the 
basis th a t it w as a t th is  po in t im m ediately before the product w as to  
be p u t in to  actual use th a t the user needed the  pro tective  inform ation. 
W e w ere persuaded th a t m any of the  argum en ts on product and 
tradem ark  identification and product appeal had  valid ity . W e w ere 
no t persuaded  th a t w arn ing  labeling should no t be conspicuous a t the 
time of purchase. This m atter was resolved, and we believe reasonably, 
by requiring on the m ain panel the signal w ord, a s ta tem en t of the  
principal hazard  or hazards and directions for read ing  carefully  the
LA BELIN G  ACT PAGE 711



other w arn ing  labeling located elsew here on the label. T he rem aining 
label requirem ents grouped to ge ther w ith  the exception of the nam e 
of the m anufacturer, packer, d is tribu to r or seller, m ay appear else
w here. O u r type size requirem ents w ere reduced. M inim um  sizes 
are specified bu t in general requ irem en ts are th a t the type size shall 
bear a reasonable re lationsh ip  to the o ther p rin tin g  on the label.

T he  last m a tte r  dealing w ith  the regula tions th a t I w ould like to 
discuss deals w ith  the m ethods specified for determ in ing  w h eth er a 
p roduct is hazardous because it is toxic, an irritan t or corrosive. Con
siderable com m ent w as received on th is sub ject on the basis th a t we 
should not specify the particu lar m ethod th a t w ould have to be used. 
T he com m enting scien tists  in particu lar desired professional leeway. 
A dm in istra tively  we found ourselves unable to yield to th is request. 
W e have no objections w hatever to anyone using any m ethod they 
desire to arrive at th e ir opinion as to w hether a product is a hazardous 
substance under th is s ta tu te . W e did feel com pelled to go on record 
w ith  the m ethod th a t the governm ent w ould use on th e ir p roducts to  
m ake such a determ ination . W e desired to prescribe a precise and 
reproducible m ethod against w hich we or anyone can te s t products 
and determ ine if they  m eet the definitions. L a titud e  on m ethods would 
only be confusing. T o leave the  m ethod to  be used unspecified, w ould 
m ean th a t every law suit un der th is s ta tu te  w ould include com plex is
sues va lid a tin g  o r invalida ting  te s tin g  m ethods. T he m ethods p ro 
posed in the final regu la tions m ay be sub ject to im provem ent bo th  as 
to  precision and reproducibility . W e have asked in du stry  to help us 
in m aking these m ethods b e tte r  if such can be done.

Exemptions
T he act provides for the C om m issioner of Food and D rugs the 

au th o rity  to  exem pt hazardous substances in containers in tended  or 
suitable for household use from  the com plete w arn ing  labeling as 
specified in the law  if, because of size of the package, the m inor 
hazard  involved or for o ther good and sufficient reasons he can con
clude th a t the protection  of the public health  and safety does no t 
require all of the  labeling. T h is provision is the w ay th a t those sub
stances w hich have a LD ,„ of less than 5 gm /k ilo  bu t from a practical 
s tandpo in t are no t hazardous m ay be exem pted from  all or p a rt of the 
labeling.

W e have been asked w hether th is is the only w ay th a t a p roduct 
w ith  a L D r>0 of less than  5 g m /k ilo  can be legally exem pted from  the 
w arn ing  labeling. T he  F ederal H azardous Substances L abeling  Act
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is not a licensing or reg istra tion  s ta tu te . T herefore, there is no com 
pulsion for m anufacturers to list a p roduct w ith  the Food and D rug  
A dm inistra tion  or to  find ou t w h a t the  FD A  th inks about it before 
deciding on labeling. T he law  places th is  responsib ility  on industry . 
If, how ever, a m anufac tu rer has a p roduct w hich he concludes under 
the te rm s of the s ta tu te  will no t cause substan tia l personal in ju ry  or 
substan tia l illness du ring  or as a resu lt of any custom ary or reasonably 
foreseeable handling or use, including reasonably  foreseeable inges
tion by children, he does not need to place the labeling required  by the 
s ta tu te  on his product. H e m ust, how ever, be prepared to  defend his 
decision should we take a different view.

O n the o ther hand, there  are tw o o ther possible avenues he m ay 
follow. F irs t, he m ay come to the offices of the Food and D rug  A d
m in istra tion  w ith  com plete form ula and processing in form ation and 
seek our advice. If sufficient in fo rm ation is furn ished we m ay be 
able to  advise him  w hether his p roduct is am enable to  the s ta tu te . 
Such advice is s tric tly  inform al b u t w ould give some assurance to 
in terested  individuals of how we view his products. T he  second 
rou te w ould be to  petition  for a form al exem ption, if the product m eets 
the technical definitions for a hazardous substance.

T he Federal H azardous Substances L abeling  A ct does not include 
petition ing  m achinery such as the Pesticide and Food A dditive 
A m endm ents to  the  Food, D rug, and Cosm etic Act. W e have, how 
ever, established inform al m achinery to  serve th is purpose. W e ask 
th a t firms w ho have products w hich they feel do not p resen t hazards 
bu t do m eet the definition for a hazardous substance, to  furnish for 
such products com plete qu an tita tive  form ulas, com plete labeling now 
applied and th a t in tended to  be applied if exem ption is g ran ted , 
com plete toxic reports  of tests  on anim als either on finished products 
or individual ingredients, the resu lts  of tests  for irritancy , corrosive
ness, or flam m ability in the regula tions if appropriate , and physical 
da ta  w hich m igh t be im portan t. V ery definitely we are asking th a t 
as m uch data  as possible be subm itted  show ing th a t in the laborato ry  
of hum an experience the product or p roducts do not cause harm . 
As a resu lt we have already received petitions from  som e 18 firms 
or associations. W e have found it necessary to  re ject one petition  
on the  basis th a t we could no t conclude either th a t the hazard  w as 
m inor or th a t the size of package precluded the  chance of accident. 
Several o thers are being favorably  considered and we w ould expect 
to publish in the Federal Register in the not too d istan t fu tu re  some
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fu rth e r exem ptions of partia l or com plete warning- labeling. T here  will 
be no publication of those w hose petitions are denied. W e hope, in 
those petitions th a t are g ran ted , to  issue exem ptions on the  broadest 
possible basis ra th e r than  on individual p roducts w here the  facts 
w arran t. T he act is scheduled to  go into full effect on F eb ruary  1,
1962. C ongressm an K ilgore, as you undoub tedly  know , in troduced 
a bill, ju s t before the ad jou rnm en t of C ongress, designed to  fu rth er 
extend the d iscretionary  pow ers of the Com m issioner to  place in 
abeyance provisions of the  s ta tu te  as they  apply to  specific kinds of 
hazardous substances and packages thereof. T he D ep artm ent of 
H ealth , E ducation  and W elfare  has no t as ye t taken a position on th is  
legislation. I w ould no t like to  predict at th is tim e its outcom e. I 
w ould s tron g ly  recom m end th a t all m anufacturers of products w hich 
come under th is s ta tu te  in itia te  or proceed w ith  their label revision 
to  b rin g  th e ir p roducts in to com pliance. I t  w ould be inconsisten t 
for us, even if the extension legislation is passed, to  g ran t the same 
fu rth er extension to products w hose labels have not been revised at 
all as those w hich bear some w arn ing  labeling w ith in the sp irit if not 
the le tte r of the law  and its regulations.

L abeling  law s and changes in labeling law s are no t new to the 
Food and D ru g  A dm inistra tion . W e  have never followed a policy 
of in itia tin g  a v igorous sam pling and enforcem ent cam paign against 
technical v iolations of any new rules. W e see no reason w hy this 
policy should be abandoned in the case of the  F ebruary , 1962, effective 
date of the F ederal H azardous Substances L abeling  Act. W e will, 
how ever, form ulate an enforcem ent cam paign designed to carry  out 
the  provisions of the s ta tu te  which will of course take in to considera
tion no t only the degree of hazard  the product p resen ts b u t the w arn 
ing labeling it m ight a lready have.

T his s ta tu te  is very definitely one in the consum er in terest. I t  
w as b rou gh t about because of an a larm ing increase in poisoning 
incidents or the resu lt of be tte r reporting  of them . W e hope th a t 
th ro ug h  the cooperation of industries we can m ake som e progress 
in reducing  sufficiently the deaths due to  poisonings from  household 
substances.

W e hope th a t next year we can report substan tia l gains in th is 
area. [The End]

+
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Legal Problems Arising Under the 
Federal Hazardous Substances 

Labeling Act
By WILLIAM W . GOODRICH

The Author Is the Assistant General Counsel for Food and Drugs 
in the United Spates Department of Health, Education and Welfare.

X T  IS  IN D E E D  A C H A L L E N G IN G  A S S IG N M E N T  to discuss, in 
abou t 20 m inutes, the  legal problem s th a t arise ou t of the Federal 

H azardous S ubstances L abeling  Act.
In  a sense it should be quite an easy job. T h is is a new  law. I t 

has no t ye t been before any court for in terp reta tion . M y opinions, 
therefore, m ay be expressed w ith ou t the  inhibitions of any court op in
ions th a t m ay no t agree w ith  me.

B ut m any of the  provisions of th is  new law are no t really new a t 
all. T hey  w ere draw n directly  from  the F ederal Food, D rug , and 
Cosm etic A ct, w ith  w hich we have lived ra th e r closely over m ore than  
20 years. Jud icial guidance to  the m eaning of the law  is readily  avail
able in a  g rea t m any reported  decisions. And the adm in istra tive  
procedures C ongress has provided are to  be fitted in to the over-all 
schem e of the A dm inistra tive  P rocedure A ct w hich is now about 15 
years old.

W h en  we review ed the extensive legal argum en ts filed w ith  the 
com m ents on our proposed regulations, w e w ere given to  understand  
th a t m any— if no t m ost— of our proposals w ere plain ly illegal or be
yond ou r au tho rity .

N onetheless, the  regula tions have been finalized. A rgum ents 
over th e ir  valid ity  will have to  aw ait the  effective date of the enforce
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m ent provisions, and any legal actions we m ay b ring  on the  basis of 
the legal views w hich underlie the regulations.

\Y e th ink  it is ra th er clear th a t all of the regula tions are not illegal. 
F o r exam ple, there w ere m any com plain ts about our regulation  p re 
scribing w hen the required cau tionary  inform ation m ust be on accom 
panying labeling. T his regulation  says th a t all w ritten , p rin ted  and 
graph ic m a tte r  w hich accom panies the hazardous substance in its 
distributional pattern, and which has any directions for use, is labeling 
w hich m ust bear the inform ation required by the law. T h is concept 
is not new  a t all. I t  is an adap ta tion  of th ree  Suprem e C ourt op in
ions in cases decided in 1948 under the  F ederal Food, D rug, and 
Cosm etic Act.

Front Panel Label Placement
A nd perhaps the m ost controversial of all the regula tions— the 

requirem ent of front panel placem ent— is certa in lv  not com pletely 
w ithou t judicial support. Indeed, a very  old Suprem e C ourt case 
under the Food and D rugs A ct of 1906, the  Antlkamnia Chemical Com
pany decision in 1914. upheld the  valid ity  of a com parable in terpretive  
regulation , when it w as concluded that, because the regulation “ful
filled the purpose of the law /' it w as not an a ttem p t bv adm inistra tive  
action to  add an entirely  new requirem ent.

M ore recently, the C ourt of Appeals for the Second C ircuit upheld 
adm inistra tive  regulations re troactively  revoking certificates of harm 
lessness for coal-tar colors. T hese regulations, too, w ere attacked  on 
the ground th a t the law did not authorize them . C iting  the .Inti- 
kamnia decision, the C ourt of A ppeals held th a t the pow er to  revoke 
the certificates was necessarily im plied from  the pow er to issue them .

A pplying these principles here, the  law  requires th a t the w arn ing  
inform ation be located “prom inen tly” and “in conspicuous and legible 
type in con trast by typography , layout or color” w ith  o ther label 
inform ation. W e firmly believe th a t the  fron t placem ent regulation  
fulfills the purpose of th is law — th a t it is a reasonable in terp re ta tion  
of w hat is required for com pliance—and th a t it can be enforced.

W e th ink  th a t it is proper to  s ta r t w ith  the assum ption th a t m ost, 
if not all of the regulations, will receive judicial support. And. if thev 
will, it seem s pruden t to plan for com pliance w ith  the requirem ents 
of the regulations, as well as the less explicit requ irem ents of the law 
itself, in mind. W e have, of course, m ade it clear th a t the regulations
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were no t w ritten  by a “m oving finger of fire,” and th a t they  can and 
will be m odified w hen sufficient reasons are advanced. U n til they  are, 
how ever, th ey  represen t our best ju dg m en t of w h at the law  requires 
and how  the requirem ents m ay be fulfilled.

T here  is in th is  new  law, in addition  to  the au th o rity  for the 
initial in terp retive  and procedural regulations, au tho rity  to  m ake it 
specifically applicable to certain  products, to  prescribe special labeling 
for special hazards, to  nam e the s tro n g  sensitizers and to  prescribe 
tests for flammable solids and the contents of self-pressurized containers.

T he only significant legal po in t th a t needs to  be m ade before so 
large an audience is th a t bu t one class of these im portan t regulations 
is bound up w ith  special hearing  procedures and judicial review. 
W henever the Secretary, to avoid or resolve uncertainty, proposes to 
m ake a specific substance sub ject to  the labeling requirem ents of th is 
act, he m ust proceed by form al ru le-m aking procedures com parable 
to the food additive procedures. B u t in requiring  special hazard 
labeling, in g ran tin g  exem ptions for sm all packages and m inor hazards 
and indeed in all o ther im p ortan t respects, the departm ent is not 
sub ject to  the procedures for form al rule m aking. A ny judicial review 
in these areas will have to  come, we believe, in the enforcem ent ac
tions— in seizure, in junction , or crim inal actions b rou gh t against m is
branded  packages or against persons responsible for doing or causing 
any  of the  proh ib ited  acts w ith  respect to  m isbranded packages of 
hazardous household substances.

T he  legal problem  forem ost in the m inds of m any is how this 
law, which becomes fully effective on February 1, will apply to sub
stances prepared, packaged, shipped, or held for sale before the  effec
tive date.

Congress has said th a t no penalty  or condem nation shall be en
forced for any violation of th is act w hich occurs before its  effective 
date. T his, of course, precludes prosecution or seizure based on the 
cu rren t sh ipm ents of m ost m isbranded packages. B ut there is no 
reason w hy articles w hich are m isbranded and are held for sale a fter 
shipment in interstate com m erce cannot be proceeded against, at 
least by seizure and condem nation, once the  effective date has passed. 
A nd an article  is in the  “held for sale” s ta tus, th ro ug h  all of its  in tra 
sta te  sales un til it reaches the u ltim ate  consum er. Even if the article 
w ere condem ned, it would no t necessarily  have to be destroyed, be
cause the  law  allow s it to  be relabeled to  be b rou gh t into compliance.
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M r. H arvey  has discussed the problem  of proposed extension 
legislation, as well as the probable adm in istra tive  a ttitu d e  on enforce
m ent after the  effective date. T here  is no need for me to com m ent 
beyond the po in t th a t the law  gives the departm en t adequate  d iscre
tion to plan and execute a sound enforcem ent program , w ithou t w as t
ing its efforts on the less significant or even the less com pelling 
violations.

A t the sam e tim e, it should be said th a t th is law extends its  p ro
tection to  substances which are repacked from bulk containers in to 
sm aller con ta iners for sale to the householder. In  th is sense, it is 
important to the local retailer, as well as to the m anufacturer and inter
sta te  d istribu to r. T he kerosene we buy for our fire ligh ters and the 
gasoline for the pow er m ow ers will be in m isbranded packages if the 
appropria te  w arn ings are no t provided by a stick-on or e th er suitable 
label. I t  is p rud en t to  plan now —if you have no t already planned— 
for the earliest possible com pliance. T he high purpose of the law 
requires it, aside from any question of extension dates and discretion 
in enforcem ent.

Factory Inspections
O ne final legal po in t is w orthy of m ention. I t  is w hat au tho rity  

the Food and D ru g  A dm inistra tion  has to m ake factory and o ther 
estab lishm ent inspections.

T he  s ta tu te  follows the 1952 am endm ent to the Federal Food, 
D rug, and Cosm etic Act. B ut its legislative h isto ry  is r o t  burdened 
w ith questions and doubts th a t arose in 1952. Tt is reasonably  clear, 
from th is h isto ry  and th is language, th a t the inspectors are en titled  to 
en ter and to  inspect to all reasonable ex ten t in light of the purpose of 
the  s ta tu te  to  determ ine w hether hazardous household substances are 
being prepared  and properly labeled for in te rsta te  d istribu tion  and for 
sale a fte r sh ipm ent in in te rs ta te  com m erce. T he inspection is not 
confined to  the finished articles as packaged for sale o r o ther d is trib u 
tion, nor, we believe, to  m anufactu rers w ho have decided th a t their 
p roducts are sub ject to  the new labeling requirem ents.

F ac to ry  inspection is new to m any firms sub ject to th is new law. 
B u t it is the only really feasible m ethod of enforcem ent. I t  is a 
planned operation  of rou tine  surveillance. I t  is not a quasi-crim inal 
proceeding such as a search w arran t. And it has educational and 
preventive effects, as well as enforcem ent values.
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W e have heard argum en ts th a t firm s w ho decide for them selves 
th a t th e ir  products are not sub ject to  the law m ay refuse to  adm it the 
inspector and to  provide him the requested  opportun ity  for inspec
tion. T he valid ity  of such a position will have to be litigated , if it is 
m aintained. W e are determ ined to  exercise all reasonable efforts to 
effect full and reasonable com pliance w ith  the labeling requirem ents. 
W e do no t accept the  idea th a t the  m anufac tu rer's  say-so th a t his 
articles are not covered by the law forecloses inspection.

Indeed, we th ink  it is p re tty  well established th a t inspections to 
determ ine w h eth er articles are sub ject to  the law  is a part of our 
proper concern. Investiga tions to  determ ine w hether persons are 
sub ject to  a regu la to ry  law  are as m uch au thorized  as are investiga
tions to  determ ine w hether the law has been violated. T h e  Suprem e 
C ourt has m ade it clear, we th ink, th a t an adm in istra tive  agency “m ay 
take steps to  inform  itself as to  w hether there  is a probable violation 
of the law .” I t  is not necessary  th a t the agency be prepared to  charge 
a violation of the law before it can exercise a delegated investigative 
function. A ny such in terp re ta tion  w ould defeat a m ajo r purpose of 
the law to preven: foreseeable accidents.

L ong  experience w ith  factory  inspection has convinced us th a t it 
can be, and is, fairly  exercised w ith ou t unduly in te rfe ring  w ith  the 
m an u fac tu re r’s business. H is trade  secrets are protected  by the  crim 
inal provisions of th is s ta tu te . A nd inspection is the very keystone to 
com pliance and preventive enforcem ent in the  public in terest. W e 
hope we will have cooperation from  the affected— and possibly affected 
—in du stry  as we proceed to  the adm inistra tion  of ta e  new  law.

W e are sure there  are m any o ther legal problem s th a t concern 
some or m any in th is  audience. W e will answ er questions on tom or
row 's panel, bu t we w ant it know n the Food and D rug  A dm inistra tion  
stan ds ready at all tim es to  assist in w ork ing  ou t a ry  problem  th a t 
th is  law m ay create for any of you. [The End]

WORLD HEALTH ORGANIZATION REPORT
T he W orld  H ealth  O rganization  has issued a tim ely report on 

advertising  in the d rug  industry . “ P harm aceutical A dvertising” presents 
a survey of ex isting  legislation in 22 countries, including the U nited 
S tates, which aim s to  contro l pharm aceutical advertising. I t discusses 
both advertising  to  the public and technical advertising, or advertising 
intended for the m edical profession. T he report is reprinted from  the 
W H O  International Digest o f Health Legislation.
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Scientific Aspects of the New Act
By DR. E. WILLIAM LIGON, JR.

The Author Is a Pharmacologist in the Division of Pharmacology, 
Bureau of Biological and Physical Sciences of the FDA. In His Address, 
E. William Ligon, Jr. Outlines Some of the Considerations Involved in 
Collecting and Applying Biological Data in the Areas Covered by the Act.

R. B A N E S  H A S L IS T E D  for you seven different properties of
substances w hich m ay render these hazardous. If these are in 

containers in tended or suitable for household use and are capable of 
producing' in ju ry  under any custom ary  or reasonably  foreseeable use, 
including reasonably  foreseeable ingestion by children, they  will 
require appropria te  labeling under the Federal H azardous S ubstances 
L abeling  Act.

I shall lim it m y rem arks to four of these—toxic, irritan t, corrosive 
and stron g  sensitizer. I shall outline some of the  considerations in
volved in collecting and app ly ing  biological da ta  to  these areas.

Before discussing these, however. T w ould like to  rem ind you th a t 
the area before us covers an alm ost fantastically  com plex and varied 
array  of products. Based upon our review  of factory inspection reports  
and form ulation in form ation subm itted  vo lun tarily  by m anufacturers 
seeking our advice, the D ivision of Pharm acology  estim ates th a t there 
are betw een 250,000 and 600,000 products in the field. A bout one-third 
of these clearly lie outside the act, and a som ew hat sm aller num ber 
appear to lie well w ith in  the scope of the act. I t  is w ith the ra th e r 
large in term ediate  group th a t our g rea tes t problem s lie.

L et us look a t some of the problem s associated w ith  a determ ina
tion of w hether a product is “ toxic.’’ T he s ta tu to ry  definition is 
distinctive bu t not precise. A ny a ttem p t to define the break-point

Determination of Toxicity
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in te rm s of a specific q u an tita tive  value inevitably  brings problem s. 
R egard less of the level of tox ic ity  w hich is chosen, there  will be some 
products w hich do not fit the pa tte rn . T here  will be some w hich are 
positive or w ith in  the critical value, and yet w hich do no t require 
all of the  elem ents of p recau tionary  labeling specified in Section 2(p)
(1) of the act. T here  will be o ther products w hich are outside the 
critical value, and yet w hich e ither have special hazardous properties 
no t recognized by the definitions, or w hich have properties which 
m ake them  unusually  likely to be m isused or used w ithou t reasonable 
care. T hu s in apply ing the 5-gram  rule for evaluating  toxicity  by 
ingestion we expect to be able to  exem pt m any such substances as 
neu tra l soaps ; light, fluffy, essentially  neu tra l w ash ing p o w d ers ; and 
certain  thick, viscous adhesives. O n the  o ther hand w hen kerosene 
and re la ted  petro leum  hydrocarbons, m ost of w hich are not toxic 
w ith in  the 5-gram  rule, are taken in by m outh  they  often produce 
gagging  or vom iting, and the chem ical m ay enter the trachea. Severe 
chem ical pneum onitis m ay resu lt and because of th is  special property 
and a high incidence of adverse hum an reaction we have listed kero
sene and products containing it in paragraph 191.7 and have prescribed 
special labeling. W e w ould an tic ipate  th a t a num ber of kerosene 
con tain ing  products can be show n not to  produce th is effect— either 
because they  are thick, viscous m ix tures and cannot be asp ira ted  or 
because the hydrocarbon is so bound or em ulsified th a t it w ill not 
spread over the lin ing  of the lung  even if aspirated. M ethyl alcohol 
and glycol antifreezes do not fall w ith in  the 5-gram  rule by anim al 
data, b u t because of the  s tro n g  tendency  for som e people to  drink 
any  alcohol, including m ethanol, and to th ink  of all antifreezes as 
“alcohol,” we found it necessary  to list these also in paragraph  191.7 
and  prescribe special labeling.

T oxic by ingestion, as described above, is pegged on a 100-fold 
factor as com pared to  the  s ta tu to ry  definition of “high ly tox ic,” bu t 
w ith  substances toxic and po ten tia lly  hazardous by absorp tion  th ro ug h  
the skin we felt we could cover m ost of the practical hazards by 
application of a factor of ten, since m ost household aids can be m ore 
readily  rem oved from the  skin as com pared to  rem oval from  the stom 
ach. E ven here, how ever, w hen special hazards are recognized— as 
the special ab ility  w hich benzene has of p roducing abnorm ality  in 
blood form ing tissues—we will need to require sta tem en ts  w arn ing  
against skin con tact even for p roducts w hose lethal dose is above tw o 
gram s per kilogram .
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Toxic by Inhalation
W ith  products toxic by inhalation, we have again used a factor of 

100, and we believe th is will w ork no hardsh ip  on the industry . I t  is 
cjuite obviously necessary to  consider as hazardous any volatile solvent 
which readily  a tta in s a concentration  in air w hich w ould be lethal 
on rela tively  short exposure, and a factor of 100 is necessary in order 
to  cover m ost of these. W e recognize th a t for m any or even m ost 
substances an air concentration  of 200 m illigram s per lite r is u n a tta in 
able, and we rem ind vou th a t testing  need extend only to those air 
concentrations w hich can be an ticipated  under custom ary  or reason
ably foreseeable use. F o rtu nate ly , indu stry  has a g rea t deal of in fo r
m ation on the  volatile solvents, both from  the labora to ry  and industrial 
health  standpoin ts. In fo rm ation  on irritancy, corrosiveness and sensi
tization, how ever, is much less readily available.

W e have defined ‘'irr ita n t"  on a tw o-fold basis—hum an experience 
and labora to ry  data. T he laborato ry  tes t on rabbits  is one w hich has 
been repeated  thousands of tim es bv our staff, and the em pirical score 
of five w as chosen to serve as a basis for requ iring  the signal w ord 
“ ir r i ta n t” only in the labeling of those substances w ith a substantial 
probability  of producing in ju ry  if left in contact w ith the skin. T he 
te s t for irritan t to  the eye is in tended to require w arn ings about eye 
con tact only on those substances w hich can be expected to  produce 
re latively  severe or perm anen t in ju ry  if left in the eye for an app re 
ciable period of time.

Corrosive
W e have defined corrosive on the basis of hum an experience or 

as ly ing beyond the scale on the rabbit skin irritancy  test. By listing  
in paragraph  191.109 we have extended, for the tim e being a t least, 
the definition of corrosive as im plied in the  C austic Poisons A ct. for 
those substances nam ed therein. T h is w as done w ith  the full un der
stand ing  th a t a num ber of these substances will be found to  be cor
rosive at lesser concentrations than those listed, and will therefore 
require labeling at these lower concentrations.

W e have not a ttem p ted  an em pirical definition of sensitizer at 
th is time, bu t will expect to  list additional substances in paragraph
191.6 as the inform ation comes to  our a ttention .

T h is act places upon the m anufactu rer a s ta tu to ry  requirem ent 
th a t he know  th e  natu re  of his p roducts and th e ir  hazards, b u t does
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not require th a t he b ring  his in form ation to  us. Since the burden of 
proof th a t a specific p roduct is in violation appears to  re st w ith  us, 
it is essential th a t we g a th e r a trem endous m ass of in form ation in th is 
field. In  addition , m any consum ers, or consum er groups, and m any 
merchandisers, including a fairly large number of m anufacturers, come 
to  us for opinions as to the adequacy of labeling for their products.

I believe m ost of the necessary in form ation on toxic properties 
and hazards of volatile solvents is available in the files of the  basic 
m anufacturers, and much of it has been published. Much of the needed 
data on a large num ber of chem icals is likew ise available in the files 
of basic m anufacturers, bu t little  has been published. I suspect th a t 
re latively  little  is know n about form ulations and m ix tures in m any 
areas. I t  has been particu larly  d istressing  to find so little  know n 
about dyes and coloring m ateria ls in general. I t  is likew ise discon
certing to examine specifications of petrochemicals and find so many 
are described p rim arily  as to  perform ance w ith  little  or no a tten tion  
to  toxicological data.

I close w ith  th is  general com m ent. T he problem s are complex. 
M any data  are available, and m any m ore m ust be gathered. E ach bit 
of data  vo lu n tarily  supplied to  us will reduce our task , and will hasten  
the  possibility  of bu ild ing  a p a tte rn  of labeling w hich will fulfill the 
requirem ents of the Federal H azardous S ubstances L abeling  A ct for 
the pro tection  of the consum er. [T he E nd]

FDA ENFORCEMENT PROBLEMS EMPHASIZED
L ack of funds, personnel, facilities and equipm ent necessary for 

the Food and D rug  A dm inistra tion  to  carry  out its enforcem ent activi
ties properly  has been em phasized by M r. K. L. M ilstead, D eputy  
D irec to r of the B ureau of E nforcem ent in a speech presented  at the 
Second Annual A tto rn ey  G eneral’s C onsum er P ro tective C onference at 
D etro it, M ichigan, on N ovem ber 2, 1961. W idespread quackery in the 
m arke ting  of drugs, devices, nu tritional products and cosm etics, for 
instance, is not being halted by the law largely because enforcem ent is 
difficult, expensive and tim e consum ing, although m ore em phasis on 
inform ational and educational program s m ay help, he said.

S hort w eight shipm ents of food products found by a recent F D A  
survey is a ttribu ted  by the F D A  to its inability to devote the necessary 
tim e to  enforcem ent in recent years. O th er areas which have lacked 
adequate enforcem ent because of physical inability are inconspicuous 
labeling violations and deceptive and m isleading packaging. Food Drug 
Cosmetic L aw R eports.— 7683
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The Federal Hazardous Substances 
Labeling Act:
Scientific Considerations
By DR. DANIEL BANES

Dr. Banes Is the Assistant Director of the Bureau of Biological 
and Physical Sciences of the Food and Drug Administra
tion. In His Address He Explains That the Effective Execu
tion of the Law Depends Ultimately Upon Scientific Criteria.

EV E R Y  D IS C U S S IO N  O F  T H E  L A W S  enforced by the Food 
and D rug  A dm in istra tion  m ust eventually  deal w ith  scientific 

considerations. T he Food and D rug  A dm inistra tion  alw ays has been 
un ique am ong law -enforcem ent agencies for its thoroughgo ing  re
liance upon scientific criteria  in ju dg ing  w h eth er a given article, by its 
properties and actions, violates the provisions of the law. T he  effective 
execution of the  F ederal H azardous Substances L abeling  Act. like 
th a t of the older law s w hich we adm inister, depends u ltim ately  upon 
ob jective scientific criteria.

T he act enum erates seven different categories of hazardous 
substances: (1) articles w hich are toxic th ro ug h  ingestion, inhalation, 
or absorp tion  th ro ug h  any body surface, (2) corrosives, (3) irritan ts ,
(4) strong  sensitizers, (5) articles w hich are flammable, (6) substances 
which generate  p ressure  and (7) radioactive substances. H ow ever, 
these term s, although  distinctive, are not scientifically precise, and 
it is necessary to define them  concretely, on the basis of em pirical data. 
F or instance, w h at is the exact m eaning of “toxic"? A ny substance 
m ay be toxic under some conditions—even oxygen or w ater or salt. 
T he  law  itself describes tests  w ith  labora to ry  anim als to determ ine 
w h at substances should be considered h igh ly  toxic. B u t w hen is a 
substance “nontoxic,” and therefore exem pt from  the requirem ents 
of the law ?
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In  order to evolve a clear definition for “ toxic” w hich is discrim i
nating  enough to serve as a m eaningful basis for law  enforcem ent, we 
m ust accum ulate a m ass of indicative pharm acological and clinical 
data. Anim al tes tin g  and a s tu dy  of the incidence of adverse reactions 
in hum an beings are sim ilarly  the touchstones for determ in ing  when 
a substance is corrosive, or is irritan t, or is a stron g  sensitizer. Conse
quently , our D ivision of P harm acology and our B ureau of M edicine 
have been assigned the responsib ility  for developing and coord inating  
our research efforts in th is area.

D efinitions for the o ther th ree categories of hazardous substances 
— flammable, p ressure-genera ting  and radioactive—depend upon phys
ical and chem ical data, ra th e r than  biological data, to  provide a uniform  
and practical basis for classify ing a substance as hazardous.

Radioactive Substances
R adioactive substances include any m ateria ls w hich em it ionizing 

radiation  or particu la te  m a tte r  th ro u g h  nuclear decom position. H o w 
ever, all radioactive source m aterial and re la ted  substances w hich fall 
under the ju risd ic tion  of the A tom ic E nergy  Com m ission are excluded 
from  the purview  of the H azardous Substances L abeling  Act. Since 
practically  all of the radioactive m ateria ls  now produced in th is 
coun try  are sub ject to  the regula tions of the AEC. and there is a 
general public aw areness of the dangers inheren t in radioactiv ity , we 
an tic ipate  th a t there will be very few radioactive articles offered in 
the m arket for household use.

A m ong the sub stance ; w hich m ay cause personal in ju ry  because 
they  generate  p ressure are the group  of articles know n as “aerosol 
d ispensers” o r “self-pressurized con ta iners.” T he used container hold
ing the residual p ropellan t w ould explode if consigned to the incinera
to r— a hand ling  or use w hich could be considered reasonably fore
seeable. T he definitions and tests  in the regula tions issued pu rsu an t 
to  the act w ere in tended to identify  as hazardous substances such 
self-pressurized containers, as well as p roducts w hich evolve gases 
w hen heated  sligh tly  and subsequently  blow  out th e ir stoppers, or 
e rup t from  th e ir  con tainers, or explode. H ypochlo rite  bleaches have 
been no tab le offenders of th is  type. U n stab le  m ateria ls w hich m ay 
explode readily, such as b lasting  agen ts con tain ing  am m onium  n itra te  
as a constituen t, or firecrackers, w hich do explode w hen ignited  a t a 
low tem pera tu re , also m ay be classified as “p ressure-g enera tin g  haz
ardous substances.”
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In  considering the tests  devised to d ifferen tia te  betw een high ly 
flam mable, flam m able and non-flam m able substances, we are faced 
w ith  a strik ing  con trast w hen we com pare the trea tm en t of liquids 
and solids. T he  law  itself specifies the  test, app ara tu s and analytical 
criteria  w hich characterize  h igh ly  flam m able and flam m able liquids. 
In  brief, the  m ethod determ ines the  tem pera tu re  at w hich the heated 
liquid catches fire w hen exposed to  a sm all flame. If the tem pera tu re  
of the flash po in t is at or below 80° F, the liquid is flam m ab le; if it is 
a t or below 20° F , the liquid is highly flammable.

T hese directions for tes tin g  liquids are lu c id ; the test can be 
applied uniform ly to all substances in the liquid s ta te  ; and the resu lts 
are clear-cut and reproducible.

Testing Solids for Flammability
W ith  respect to solids, the law s ta tes  th a t flam m ability shall be 

determ ined by m ethods found by the S ecretary  to be generally  app li
cable to  such substances. Since solid substances for household use 
m ay exist in a varie ty  of shapes and form s, rang ing  from  the fine 
granules in a cleaning pow der to  the  vast expanse of a m am m oth 
plastic  sw im m ing pool and beyond, it w as w idely predicted th a t the 
S ecretary  m ight find it difficult to  devise a single m ethod applicable to 
all of them . T h is  prediction proved accurate. T he te s ts  described in 
the regu la tions specify a different p relim inary  trea tm en t for the v a r
ious form s of solids. G ranules and pastes are packed in to  a m etal 
boat for te s tin g ; p lian t solids are provided w ith  a firm su p p o rt; and 
large, rigid substances are perm itted  to stand tria l in th e ir natural 
condition. In  each instance, a roughly  standard ized  candle flame is 
applied to one end of the prepared sam ple for a sho rt tim e and when 
the  sam ple ignites the  ra te  of com bustion along the m ajor axis is 
determ ined. T he substance is ad judged  flam m able if it catches fire 
readily  a t a com paratively  low tem pera tu re  and burns briskly.

T he te s t for determ in ing  the flam m abilitv of solids does not 
possess the high degree of reproducib ility  we w ould dem and of a 
m ethod for assay ing  drugs. On the o ther hand, w e feel th a t it is 
capable of dem o nstra ting  sim ply, rapidly, and above all, honestly, 
w hether or no t a solid substance is flammable. T he actual perform ance 
of th e  te s t as we apply it in the enforcem ent of the  H azardous Sub
stances L abeling  A ct will determ ine in short order w hether our 
confidence in it, and in the o ther physical and chem ical tests, is well- 
founded. [The E nd]
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Laboratory Developments in the 
Division of Food

By DR. HENRY FISCHBACH

In This Speech Dr. Fischbach Discusses the Organization and 
Operation of the Division of Food, Bureau of Biological and Physical 
Sciences of the FDA. He Is the Director of That Division.

I AM  S U R E  th a t th is  audience is fully conversan t w ith  the  F ederal 
Food, D rug, and Cosm etic A ct and keenly aw are of the  am end

m ents of the  past seven years. T h is  m orn ing  I will discuss briefly 
the D ivision of Food— its organ ization  and operations as they  reflect 
the b roader responsibilities of the  Food and D rug  A dm inistra tion  and 
particu larly  those delegated  to  th is  division in the last few years. As 
these activ ities unfold, note th a t research  m ethodology frequently  
holds the  key to  som e of our m ore perplexing problem s.

G enerally , we in the  D ivision of Food apply the physicochem ical 
skills tow ard  m eeting  our responsibilities. O ur role is to  develop and 
evaluate scientific facts w hich aid the Office of the C om m issioner in 
reach ing  sound and m eaningful decisions. T he w ork of the  division 
falls in to th ree  broad categories, w hich are best delineated by the  
nam es of the th ree  b ra n c h e s : the  food research  brand, the pesticides 
branch and the food additives branch . T o  give you a b e tte r under
stan d in g  of the inner w ork ings of th is  division, I will describe briefly 
the  functions of each group and, in passing, cite a few exam ples of 
recen t labora to ry  developm ents.

T he  m ain functions of the food research b ranch  involve food tech 
nology, the  decom position of foods and the com position of foods. M y 
tim e today perm its only passing reference to  food standards. M ost 
of the  technical aspects associated w ith  food stan dards are evaluated 
and developed by the  food techno log ists in the food research  branch.

In  the  field of food decom position th is b ranch  has developed 
chem ical indices which are unique to  the detection  of decom position in
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such foods as dried and frozen eggs, dairy  products and fish. F or 
several years various au then tic  packs have been prepared and studied 
for chem ical criteria  w hich w ould differen tia te betw een sound and 
decom posed foods. W ith in  the last year several seizures of decom 
posed fish and eggs w ere m ade on the basis of chem ical criteria. W hen 
these seizures w ere contested, the courts found for the governm ent.

Food Composition
Investiga tions on fats and oils are typical of our w ork on food 

com position. Several years ago we learned th a t abused cooking fats, 
resu lting  from  prolonged heating  a t high tem pera tu res, w ere toxic to 
laborato ry  ra ts. W e in itia ted  a pro ject to study  the fate of edible oils 
subjected to  vary ing  conditions of tim e and tem peratu re . Shortly 
afterw ard , we w ere confronted w ith  the spectacular ou tb reak  in 
poultry  popularly  referred  to as the chick edem a disease. Since m ost 
of you are fam iliar w ith  th is  project, I will m erely say th a t the chem i
cal isolation and the a ttem p t to  identify  the chem ical s truc tu re  of the 
toxic com ponent w ere and are being done in the division of food. T he 
nu tritional and pharm acological aspects of th is problem  are handled 
by the division of nu trition  and the division of pharm acology. F rom  
th is w ork, a specification w as developed w hich forbids the use of fa tty  
acids in foods unless they  are free of the chick edem a factor. A t the 
m om ent, th is  specification is a bioassay procedure developed by our 
division of nu trition  w hich involves a th ree-w eek chick assay. T he 
food research branch is cu rren tly  developing a physicochem ical p ro 
cedure w hich will screen m any of the com m ercial fa tty  acids m uch 
m ore quickly than  the chick bioassav m ethod.

A recen t exam ple of a new labora to ry  developm ent in food com 
position m ay pique your curiosity . F or several years we had heard  
rum ors concerning frozen fillets of “g rou per'' en tering  th is country  
th ro ug h  the Gulf and South  A tlan tic  po rts  and m asquerad ing  in our 
m arkets as a m ore expensive fish, the “red snapper.’’ D u ring  the 
sum m er of 1960 we undertook  to  explore several laborato ry  approaches 
for exposing such deception. A t the A O A C m eeting in O ctober of 
last year we announced a procedure w hich clearly d istingu ishes be
tw een various fish species used in frozen fillets. T he  reliab ility  of th is 
technique w as dem onstra ted  in a collaborative study  and the m ethod 
w as adopted  th is year by th e  AO AC. T he technique is a starch  gel 
zone “ electrophoresis.” T h is  term ino logy is m eaningful to the scien
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tis t and sim ply identifies the laborato ry  technique. To establish the 
au then tic ity  of our s ta rtin g  m aterials, various species of w hole round 
fish w ere subm itted  to  the expert ich thyolog ists of the  Sm ithsonian 
In stitu tion . T he  various sam ples so identified w ere then  sub jected  to 
the  test. T he technique requires little  analy tical tim e and relatively  
inexpensive equipm ent. T o date, the procedure has been so successful 
th a t the  Sm ithsonian  In stitu tio n , itself, in tends to  use such an ap
proach for some of th e ir identification procedures. F rom  a practical 
standpoin t, the Food and D ru g  A dm inistra tion  already has consum 
m ated several seizures in the  Gulf C oast area  w here it w as found th a t 
“g rou per” had in fact been su b stitu ted  for “red snapper.” As m ight 
have been expected, the  developm ent of th is labora to ry  tool has stim u
lated  corrective m easures in the frozen fish fillet industry . T he  saving 
to  the consum er is self-evident.

Pesticides
In  tu rn in g  to  the pesticides branch, we find tw o m ajor activities 

in th e ir day-to-day functions. F irs t, the  review  cf form al pesticide 
petitions w ith in  the s ta tu to ry  lim itation  of 90 days. A sm all un it of 
com petent chem ists considers all of the technical aspects associated 
w ith  the petition except for the safe ty  considerations w hich are h an 
dled by the  division of pharm acology. Secondly, the rem ainder of the 
professional chem ists devote th e ir tim e to m ethodology research. Be
sides devising b e tte r  and m ore efficient m ethods in the areas covered 
by form al tolerances, th ey  are also study ing  laborato ry  techniques for 
d iscern ing  the inadverten t or the in ten tional m isuse of a particu lar 
pesticide on a raw  agricu ltu ra l com m odity for w hich no to lerance has 
been established. As you all know, the pesticides ir. general use today 
are m uch m ore po ten t and effective th an  those of 20 years ago. T h is 
is reflected in such to lerances as one or tw o p arts  per m illion, or as 
low as 0.1 p a rt per m illion. A t these to lerance levels the  respective 
pesticides are considered safe. O bviously, from  a reg u la to ry  s tan d 
point, techniques for m easuring  such tiny  am ounts cf residues m ust 
be high ly sensitive and precise. T he  m ore sensitive our techniques, 
the  g rea ter assurance w e have of con tro lling  the residues w ith in the 
legal tolerances. R ecently , the division of food laborato ries and others 
have been devising and refining a new  technique w hich prom ises to 
be ano th er b reak th rou gh  in m ethodology. A t the  m om ent, we refer 
to  th is procedure as “ electron cap tu re” gas chrom atography. In  our 
hands th is  approach has dem onstra ted  u ltra  h igh sensitiv ity  even
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w hen com pared to  o ther recen t in strum ental advancem ents. As a 
m a tte r  of fact, we can determ ine picogram  quan tities of som e sub
stances. A picogram  is one trillion th  of a gram , and there are 453 
gram s in a pound. F u rth er, by th is technique, we are hopeful of 
developing procedures w hich will require less tim e for the  analysis of 
tiny  am ounts of residues in foods.

P assing  quickly to the operations in the  food additives branch, 
again we have a small un it of com petent chem ists to handle th e  tech 
nical aspects of food additive petitions except for safety, w hich again 
is the  ob ligation of the  division of pharm acology. I should say th a t 
those aspects w hich m ight involve m icrobiology or nu trition al exp ert
ness are handled by the division of m icrobiology and the division of 
nu trition . G enerally , the d irect food additive petitions are processed 
by the coord inated effort of the technology experts in our food re
search branch and food additives branch. T he rem ainder of the pro
fessional ta len t in the food additives branch  is devoted to  necessary 
laborato ry  w ork in the  area of inadverten t food additives. I believe 
you will be in terested  in tw o recent developm ents in th is phase of the 
work. In one of the early food additive petitions, we w ere confronted 
w ith  a request for a to lerance of 200 parts  per m illion of m ineral oil 
in quality  cuts of m eat. T he residue of m ineral oil stem m ed from  the 
use of a new packaging  process. A lthough the initial deficiencies in 
the petition  regard in g  the fate of m ineral oil in the body of m an re
quired some additional da ta  from  the petitioner, ano th er unexpected 
problem  had arisen w ith  respect to petro leum  by-products. O ther 
investigato rs had raised the question of possible polynuclear con tam i
nan ts in m ineral oils and waxes. T he term  “po lynuclear” is a generic 
designation used by the chem ist and refers to  some thousands of chem
ical com pounds. O f these relatively  few have been condem ned as 
carcinogens. C onsequently, we requested  the  petitioner to furn ish  an 
adequate specification for m ineral oil to  assure  us of the absence of 
the  carcinogenic type of po lynuclear com pound. W e found the spe
cification as subm itted  to us inadequate for such assurance. Since 
then, the indu stry  and ourselves have explored various physicochem i
cal techniques to satisfy the need for suitable specifications and 
m ethodology. W ith o u t bu rden ing  you w ith  the  research details, I am 
happy  to  say th a t a t the A O A C m eeting a few weeks ago we unveiled 
a stra ig h tfo rw ard  procedure w hich is particu larly  designed to  detect 
the  carcinogenic type of polynuclear. N early  all of the  U. S. P. or
N. F. m ineral oils w hich we have tested  by the new procedure m eet
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the requ irem en ts of the  new test. W e have no t identified any  carcino
gen in the  few th a t failed b u t ra th e r an in te rfe ring  an tiox idan t.

I m ight add th a t we have recen t evidence th a t a sim ilar approach 
m ay be successful for the  sam e purpose in the  paraffin w axes. W e are 
qu ite  enthused w ith  these evolving laborato ry  techniques w hich can 
be used as realistic guards against harm ful polynuclears.

Food Packaging Materials
A s m ost of you know , one of our m ost perplexing problem s has 

been the incidental add itives from  food packaging m aterials. In 
genious approaches have been recom m ended and studied both by 
in d u stry  and by rhe food additives branch. W ith o u t belaboring the 
many details of simulating food solvents, exaggerated temperature con
ditions, the m ulticom ponent form ulations, etc., the final param eter 
w hich appears p ractical and m eaningful to  the scien tist for evaluating  
food quality  packaging is an end ex trac tab ility  tes t of the finished 
packaging m aterial. M any petition  requests have been received in 
w hich different techniques and different equipm ent had been used for 
developing ex trac tab ility  data. U n der such circum stances, it is ex
trem ely  difficult to  establish a uniform  and acceptable lim itation. 
In d u stry  w as so keenly aw are of th is problem  th a t a new com m ittee 
w as established in the A m erican Society for T es tin g  M aterials ex
pressly  for the  purpose of developing a uniform  ex trac tab ility  test 
applicable to  flexible packaging m aterials. T he  A STM  requested  ad
visory partic ipation  by the FD A , and the  division of food has cooper
a ted  in th is  effor:. R ecently, the food additives branch developed a 
sim ple ex trac tab ility  cell which appears to m eet the dem ands of th is 
problem . B oth the A STM  group and our own laborato ries are g reatly  
encouraged by the  sim plicity  and the po ten tia l of th is technique. C ur
ren tly , the A STM  com m ittee is te s tin g  the accuracy of th is  m ethod 
w hen applied to  various plastic and paper packaging m aterials.

In  the a llo tted  tim e 1 have been able to  discuss the functions of 
the division of food only briefly. Y ou m ay have noted th a t a stron g  
th read  of research m ethodology runs th ro ug hou t the fabric of our 
activities. I am  sure th a t th is audience is aw are of the robust trend  
tow ard  m ore highly sensitive m ethodology. O ften in the recent past 
th is trend  has been stim ulated  by sections of the  scientific com m unity 
no t associated w ith  foods. I t  is a tru ism  today  th a t as m an reaches 
for the m oon or for h igher food production  he finds his a ttem p ts  for
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grea te r technological advances tied  to  the developm ent of u ltrasensi
tive m ethods or tools of high precision. F u rth er, it is axiom atic th a t 
the scien tist in the food area will adap t and apply the new er in s tru 
m entation  and techniques.

T he new valid facts th us developed will give us all a b e tte r in 
sight into our environm ent and the food supplies derived therefrom . 
Ignorance m ay be blissful b u t also shortlived. W ith  m ore know ledge 
I am  certain  th a t wise and practical decisions can be m ade w hich will 
give us even g rea te r pride and assurance in the p u rity  and w holesom e
ness of our foods. [The End]

“ NUMBER O N E” CONSUMER PROTECTION PROBLEM
“V igorous control to  assure the safe use of the m ultitude of chem i

cals in our food is our num ber one problem  of consum er protection 
today ,” according to Mr. W illiam  W . Goodrich, A ssistan t General 
Counsel for Food and D rugs. Speaking before the N ational Conference 
an A ntitrust Problems and Consum er and Investm ent P rotec tion , held 
a t the Justice D epartm en t, he expressed the opinion th a t there would 
be general agreement on this classification, at both federal and state levels.

M oving in to  the problem  of determ ining safe levels of use for these 
substances, Mr. G oodrich described the task  as “a form idable one,” for 
which "stron g  and effective scientific resources are necessary before we 
can even begin.” As to color additives. “W e m ust prepare ourselves . . . 
to regulate the use of colors in a variety  of foods at levels expressed 
in term s of parts per m illion.”

State laws . . . D oubt as to  the effectiveness of some state  laws 
relating  to  additives was also indicated by Mr. Goodrich. “W e have 
noted, w ith interest, the new  T exas Food and D rug  law, and the recent 
N ew  Y ork sta tu te  on the food additives problem . W e see som e p ro 
visions in them  th a t m ay give the state  agencies difficulties. As we read 
the T exas lawT, for example, a food additive m ust be shown to be a 
poisonous or deleterious substance to be adulterated . A nd the New 
Y ork  law seems to  apply only to ‘new food additives,’ insofar as proof 
of safety is required.”

And hazardous substances . . . O n the subject of hazardous
substances labeling under the Federal A ct scheduled to becom e effective 
in F eb ru ary  of 1962 “unless [the deadline is] extended by C ongress,” 
he noted th a t “there is som e urgency in letting  [federal officials] know  
of any problem s th a t m ay have been created for sta te  agencies as a 
resu lt of [the federal] program . W e are prepared  to m ake any possible 
ad justm en t to  accom m odate the legitim ate needs of sta te  agencies as 
well as our ow n.”
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The Analysis of Drugs
By DR. FRANK H. WILEY

Dr. Wiley Is the Director of the Division of Pharmaceutical 
Chemistry, Bureau of Biological and Physical Sciences of the FDA.

WH E N  I A S K E D  tw o of m y associates for suggestions on the  
presentation of the problems of drug analysis to an audience com
posed largely of attorneys, they suggested that five minutes should be de

voted to  “review ing the record .” five m inutes allo tted  for “po in ting  
w ith  p ride” and  the presentation  should be te rm inated  by “view ing 
w ith  a larm .” I suspect they  have not com pletely fo rgo tten  the political 
conventions of 1960. A lthough  the suggestion  w as in tended to  be 
facetious, I w as am azed to  find the outline of the sub ject fitted very  
well in to the  course they  recom m ended.

T hose of ycu  w ho have a connection w ith  the field of ph arm a
ceuticals are p robably  as im pressed as I am  w ith  the trem endous 
advances w hich have been m ade in the developm ent of fine ph arm a
ceuticals in the past qu arte r of a century. If you review  the d rug  
com pendia of the late th irties, you will find th a t m ost of the pure 
chem icals listed therein  represen t ad juncts to be used in form u lating  
dosage form s of the  drugs. M any of the active pharm aceuticals w ere 
derived from  vegetab le or anim al sources, and, in m ost instances, w ere 
in the  form  of the ground w hole p lan t m aterial or very  crude ex tracts 
of p lan t or anim al tissue. T he age of chem otherapy  w as ju s t beg inn ing  
and ready-m ade solutions and suspensions for injection were ju s t being 
recognized by the com pendia.

Synthetic Pharmaceuticals
T oday, m ost of ou r po ten t pharm aceuticals are m ade syn thetically  

and are of a relatively  high degree of purity . W here  the chem ical 
laboratories have been unable to synthesize products with equal or 
be tte r m edicinal properties th an  those provided by nature, we still 
rely  on vegetab le and anim al sources. H ow ever, instead of using  the
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w hole p lant, or a crude ex trac t thereof, we have now  isolated and 
purified m any of the active principles. W ith  drugs of th is type avail
able, the  physician can adm inister m edicináis w ith  a g rea te r degree of 
confidence and precision.

T w enty-five years ago, the pharm aceutical and m edical professions 
w ere po in ting  w ith  pride to  the advances m ade in the preceding tw o 
decades. T hey  had produced horm one preparations like epinephrine, 
insulin and the  sex horm ones w ith w hich they  could tre a t m any condi
tions. A num ber of analgesics had been developed to  alleviate pain. 
Serum s, vaccines and an titox ins had been developed to  im m unize 
against diseases of various types or for the  trea tm en t of those condi
tions if they  w ere contracted . T h e ir pride in th e ir achievem ents is 
understandable. W e are still using  m any of the products they  de
veloped bu t in m uch im proved form s and w ith  g rea te r confidence in the 
resu lts  to be achieved. B ut all of th is is probably  prologue. In  1985, 
our successors m ay m arvel th a t the hum an race w as able to  survive 
w ith  no th ing  bu t sulfa-drugs, antib iotics, horm ones and syn thetic  
m edicináis to aid them  in th e ir fight against disease.

New Procedures for Drug Analysis
O ur progress in the production  of new  drugs has been equaled 

by the developm ent of new procedures for their analysis. T he routine 
analytical procedures of today w ould have been deem ed im possible 
by m ost of the  pharm aceutical chem ists of the th irties. T he devel
opm ent of in frared and u ltrav io le t spectrophotom eters, polarographs, 
nonaqueous titra tio n  techniques, etc., has given the analytical chem ist 
tools w ith  w hich he can m ake accurate m easurem ents w ith  m illigram  
or m icrogram  quan tities of m aterial. B u t here we come face to  face 
w ith  one of our m ain analytical problem s.

In the application of these analytical tools, we are m easuring 
w ith  precision som e chem ical or physical p rop erty  of the substance 
under exam ination and hoping to  re la te  the data  ob tained to  the 
q u an tity  of the single com pound to be determ ined. T hese chem ical 
and physical properties are not alw ays specific for a single chemical. 
U sually , o ther substances w ith  sim ilar chem ical configurations will 
exh ib it the  sam e or sim ilar properties. T hus, the resu lts  of the ana ly ti
cal m easurem ent m ay represen t the com bined effect of tw o or m ore 
substances. F o r the resu lts  to be com pletely reliable, the analyst 
m ust know  th a t substances w hich could in terfere w ith  the de term ina
tion are no t p resen t in the prepara tion  un der exam ination.
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A num ber of procedures are available for acqu iring  th is in form a
tion. O ne or m ore identification tests , as required , can be developed 
to  show  th a t the  product con tains the substance declared on the label. 
T ests  can be developed to lim it the  am ount of sim ilar com pounds 
w hich w ill be perm itted . T he developm ent of paper, colum n and vapor 
phase chrom atograph ic techniques has perm itted  the  chem ist in m any 
instances to  separate  the  m ateria l in w hich he is in terested  in a pure 
form  before he applies the technique for its  final estim ation. U n fo r
tunate ly , the application of these  procedures to  identify  the  drug , to  
indicate its degree of p u rity  and to  isolate it so th a t its concentration  
can be determ ined w ith  accuracy usually  takes far m ore analytical 
tim e th an  the final determ ination  of the am ount present.

H ere  we encoun ter our second m ajor problem  in the developm ent 
of m ethods for d ru g  analysis; nam ely, the com prom ise betw een the 
ideal and the  practical. U sually  the a ttitu d e  of the analyst, in th is 
respect, is colored by his ow n peculiar needs. T here  has been a 
tendency  for the  con tro l chem ist in the m anufac tu ring  p lan t to  adopt 
h igh ly  simplified m ethods for the  contro l of production . T h is p rob
ably is the resu lt of constan t and understandable  pressures which are 
exerted  to  cut the costs of operation. Since he has available to  him 
inform ation o ther than  that, obtained in the  assay of the finished 
product, I agree th a t considerable sim plification of analy tical controls 
can be effected w ith ou t sacrificing safety. F o r instance, the control 
chem ist know s the p u rity  of the  basic d rug  w hich w as u s e d ; he know s 
the nature and purity of all inert ingredients in the form ulation; and, 
he can assure him self th a t none of the in ert m ateria ls will in terfere 
w ith  the determ ination  of the drug  by a sim plified procedure.

O n the o ther hand, the  enforcem ent chem ist m ust rely  entirely  
on the  resu lts  of his analysis of the finished product. N ot hav ing the 
knowledge of the nature of the components used in making the phar
maceutical nor information on the purity of these starting materials, he 
m ust use analytical p rocedures w hich give him  accurate  in form ation 
on th e  am ount of the  d ru g  p resen t and assure him  th a t the values 
ob tained have not been influenced in any w ay by the  presence of o ther 
substances in the form ulation.

As you m ay have surm ised, the developm ent of analy tical tests  
and assays for basic d rugs does no t rep resen t too g rea t a problem  in 
m ost cases. H ere  we are dealing w ith  relatively  pu re  chem icals and 
usually  our needs can be satisfied w ith  id en tity  tests , to  safeguard  
us against labeling errors, and an assay and tests  to  indicate the exact
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p u rity  of the drug. O ccasionally, when the conditions of m anufacture 
m ake it possible for related  com pounds to be presen t, we need specific 
tests  to lim it the am ounts of these im purities.

H ow ever, w hen these basic drugs are used in m aking tab lets, 
solutions, syrups, suspensions, etc., w here they  are m ixed w ith  a 
varie ty  of inert m aterials to m ake the finished product m ore stable, 
usable or palatab le, we then com plicate the analytical problem . T hese 
com plications reach th e ir u ltim ate  degree w hen the  analyst does not 
know  the na tu re  of the m aterials used.

P rio r to  the enactm ent of the Food and D rugs Act, the U nited  
S tates Pharm acopoeia and the N ational F orm ulary  w ere prim arily  
com pilations of inform ation on drugs w hich w ere useful to pharm a
cists, physicians and pharm aceutical m anufacturers. T h e ir inclusion 
in the A ct gave them  an entirely  new s ta tu s as legal stan dards to  be 
used in the enforcem ent of the law. Since th a t tim e, the com m ittees 
charged w ith the revision of these com pendia have m ade every effort 
to revise these com pilations so th a t they  w ould be adequate for 
th is  purpose.

Section 501(b)
Section 501(b) of the A ct specifically sta tes th a t com pliance of 

drugs w ith  the stan dards set forth  in these com pendia shall be de ter
m ined by application of the tests  and assays provided therein. T his 
leaves the enforcem ent chem ist w ith no choice of analytical procedure. 
A ny evidence he presen ts in court to show th a t a violation of the law  
has occurred in respect to a d rug  nam ed in the  com pendia m ust be 
adduced th ro ug h  the use of the official procedures. Should the defense 
a ttack  the evidence by a ttem p tin g  to  show th a t the assay procedure 
was inadequate or inaccurate, the enforcement chemist would probably 
be called upon to  defend the valid ity  of the  m ethod. If it happened 
to be a procedure in w hich he had little  personal confidence, his lot 
w ould be an unhappy one indeed. T hu s the enforcem ent chem ists 
m ust no t only use the m ethods adopted by these com pendia bu t they  
m ust also, th ro ug h  cooperation w ith  the com m ittees of revision, assure 
them selves th a t the  techniques so adopted can be defended in court 
should the necessity  arise. W hile  m em bers of the Food and D ru g  
A dm inistra tion  staff do not serve on these com m ittees, it has been 
our policy to give them every possible aid in perfecting these standards. 
W henever ou r experience dictates th a t a proposed m ethod of analysis 
is inadequate or a proposed stan dard  is unenforceable, we feel obliged
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to  give them  the reasons for our conclusion and aid in developing 
b e tte r  p rocedures or m ore realistic  standards.

A s indicated previously, I am  not concerned w hen  the  control 
lab o ra to ry  of a m anu fac tu ring  p lan t adopts a m ethod of assay w hich 
is less exacting  than  the official procedure. If the  control chem ist has 
additional in form ation and his know ledge of the m anufac tu ring  
operations assure him  th a t a sa tisfac to ry  analysis by a  simplified 
technique will gu aran tee  a legal product, he is justified in effecting 
th is saving of tim e. H ow ever, w hen he in sists  th a t th is simplified 
m ethod of analysis is also suitable as a p a rt of a legal standard , I then 
becom e concerned. T he decision to charge an individual or a firm of 
com m itting  a violation of the law  cannot be m ade lightly . I t  should 
be based on in form ation whose accuracy is of the h ighest order. A 
m em ber of one of the com m ittees recen tly  asked me to  give him m y 
criterion  for the accep tability  of a m ethod of assay for inclusion in an 
official monograph. I replied th a t it should be the best procedure we 
are capable of devising. W hen  we consider the  seriousness of the 
consequences w hich m ay resu lt from  its  application, I th in k  we can 
se ttle  for no less than  the  best.

T he  tw o problem s I have discussed are in tim ately  related. T hey  
are p robably  m ore of an adm in istra tive  than  a technical nature. Of 
course we do have our purely  technical problem s. N ew  drugs and 
new com binations of d rugs p resen t us w ith  new problem s every day. 
I am  constan tly  im pressed, how ever, w ith  the  ab ility  of the analytical 
chem ists to  take ap a rt any th ing  th a t the production  people can m ix 
together. I have com plete confidence in th e ir ab ility  to  eventually  
achieve the solution to any technical problem  presen ted  to  them . If 
those of us w ho are responsible for the adm in istra tive  aspects of the 
estab lishm ent cf d rug stan dards are equally adept, I see no th ing  in 
th e  field of d rug  analysis which we need to  “view w ith  a larm .”

[T he E nd]

PRODUCT LIABILITY
R es ipsa loqu itur . . .  In an action for damages for injuries sus

tained by the explosion of a carbonated beverage bottle, the testimony 
of the plaintiff that the exploding beverage bottle was handled properly 
after leaving the control of the defendant was sufficient to form a prima 
facie case for the application of the doctrine of res ipsa loquitur even 
though some other testimony of the witness was shown to be false 
(B o n ura , Ct. of Appeal, 1st Circuit, La., F ood Drug Cosmetic Law 
R eports If 22,592).
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Report from the Division of 
Pharmacology
By JAMES R. CRIBBETT

Mr. Cribbett Is Assistant to the Director of the Division of 
Pharmacology of the Bureau of Biological and Physical Sciences 
of the FDA. In This Speech, He Reviews the Work of the FDA in 
Measuring the Contamination of Food from Radioactive Fallout.

W IT H  T H E  D U S T  of the recen t R ussian  atom ic te s ts  se ttlin g  on 
th is  nation and  the  rest of the  w orld, it m ay be useful to  review  
the w ork of the Food and D ru g  A dm inistra tion  in m easuring  the 

contam ination of our food supply by th is  m an-m ade radioactiv ity . 
T he technical gu idance of these investigations is centered in the 
division of pharm acology under the direction of Dr. Edw in P. L aug, 
chief of our rad ioactiv ity  branch. T o Dr. A. J. L ehm an, d irecto r of 
the division, goes credit for recognizing, in 1949, the  fu tu re  im portance 
of th is  w ork and for in itia tin g  tra in in g  of one of his staff m em bers at 
O ak Ridge. A first, our efforts w ere directed tow ard  the developm ent 
of civil defense capabilities. In  1951, tra in in g  of our ow n people for 
defense against radioactive contam ination from  nuclear w arfare w as 
begun by the Bureau of Field Administration, and civil defense schools 
w ere organized un der the leadership of M r. W . B. Rankin. A t th a t 
stage, ten  years ago, we w ere faced wdth the  problem  of coping w ith  
the w holesale and m assive con tam ination  of our food and drugs th a t 
could resu lt from  nuclear a ttack . T he con tam ination  resu lting  from  
a few tests  of sm all bom bs w as then  so s ligh t th a t we could ignore it.

B u t the  tests  continued. A nd the  bom bs grew  larger. In  1954, 
cam e the  aw esom e te s t in a rem ote area of the Pacific of our first 
hydrogen bom b, “O peration  C astle .” A nd w ith  it cam e the  incident 
of the  Japanese  fishing boat, “T he L ucky D rago n .” A sh from  th a t 
explosion fell on the  fisherm en and on th e ir  catch of tuna. W e began 
an  im m ediate program  of m onito ring  a t the po rts  of en try  all tu na  and 
o ther fish caugh t in the Pacific. O ur in strum en ts  at th a t tim e w ere
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designed for use in civil defense, bu t they  did prove to  be useful for 
m onitoring . D u ring  the m onths of surveillance w hich followed, only 
tw o or th ree  fish show ed evidence of fallout. Subsequen t analyses by 
the  A tom ic E n erg y  Com m ission revealed th a t the  contam ination  w as 
of a very  low level and confirm ed our conclusion th a t our supply of 
fish from  the  Pacific w as suitable for food.

Atomic Testing Necessitates Investigation
W e in H ealth , E ducation  and W elfare  and scien tists th ro ug hou t 

the  w orld  had by th a t tim e realized th a t con tinuation  of atom ic tests  
w ould call for investigation  of the  ex ten t of m an-m ade rad ioactiv ity  
in our food supply  and its  effect upon our health . In  1957 the  division 
of pharm acology began exam ination of foods for to ta l beta  activity. 
E ach  of the  radioactive elem ents has a characteristic  type of em ana
tion. F o r our purposes we can confine our a tten tio n  to  the  tw o general 
classes of beta and gam m a radiation . T h e ir  effect on the  body is the 
sam e, b u t different types of in strum en ts  are  needed to  m easure them .

F rom  our studies of to ta l be ta  rad ia tion  we have been able to 
identify  those foods w hich will be of p rim ary  concern should fallout 
rad ioactiv ity  rise m arkedly  above the  cu rren t figures. T hese  are the 
leafy vegetables, the  forage crops such as alfalfa and hay, oysters, 
clam s, tea  and dairy  products. T he  g rea te r con tam ination  of the  leafy 
vegetab les and of forage seem s to  be re lated  to  th e ir g rea t surface 
area as com pared w ith  th e ir  w eight. T h is  observation  leads to  the 
deduction th a t, a t present, con tam ination  of crops resu lts  m ore from  
the  d irect ra in ing  down of the  partic les in the  a ir  th an  from  absorp tion  
of the fallou t already deposited on the  ground.

T he fact th a t a large p a rt of the  m an-m ade rad ioactiv ity  of food 
is p resen t on the  surface of food accounts for our finding th a t the  com 
m ercial processes of w ashing, peeling, etc. of vegetab les in p reparation  
for cann ing or freezing reduced the con tam ination  by about 50 per 
cent. A num ber of “before and a f te r” tests  on tom atoes, spinach and 
the like are the  basis for th is  figure. T he  ac tiv ity  m flour is reduced 
to  one-sixth to  one-ten th  of th a t of the  w heat from  w hich it is milled. 
In  the case of tea, about 80 per cent of the  ac tiv ity  rem ains in he 
leaves w hen the  tea  is brew ed.

W e have found low levels of con tam ination  in fruits, m eat, poul
try , eggs, tom atoes and roo t crops such as po tatoes and  carro ts.

A lthough  to ta l beta  analyses enable us to  m ake usab le estim ates of 
specific and im p ortan t elem ents such as cesium-137 and  strontium -90,
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m ore precise values are obtained w ith o ther in strum en ts  and tech 
niques. O ur division now uses the gam m a spectrom eter w hich en
ables us to  m ake direct m easurem ents of iodine-131 and cesium-137 
w ith ou t p re lim inary  processing of the m aterial. B ut for strontium -90, 
figures can be obtained only by prepara tion  of the sam ple w ith  pains
tak ing  chem ical procedures. A t present, strontium -90 analyses re
quire two or three weeks, and we do not have any significant reduction 
of th is tim e w ith in  sight. O ur in terest in stron tium -90 com es from 
the fact th a t it is deposited in bone and because its ac tiv ity  is reduced 
only by half in the course of 27 years. I t  is therefore essential th a t 
we keep the stron tium -90 con ten t of our food w ith in levels which 
scientific judgm ent considers acceptable.

Scientific Opinion of Radiation Effects
T stress the w ord “ judgm en t" because we do no t have precise 

know ledge of the effect on our bodies of extrem ely sm all am ounts of 
added radioactiv ity . Scientific opinion, how ever, is th a t radiation  does 
have an adverse effect no m atte r how small it is and even when we 
are unable to m easure the effect. T h is assum ption is used by the 
governm ent for p lann ing  purposes. In  arriv in g  a t a judgm en t, we 
should not forget th a t exposure to  ionizing radiation  did no t begin 
w ith the atom ic bom b. Since the beginning of life on th is planet, we 
have been exposed to the radiation  of cosmic rays and to rad ioactiv ity  
from the soil and  the m aterials of our buildings. E ven our food and 
bodies have alw ays carried a significant am ount of the  natu rally  
occurring  radioactive potassium -40.

Several years ago the Federal R adiation Council was established 
to  deal w ith  th is problem  and those related to  it. T he chairm an is the 
Secretary  of H ealth , E ducation  and W elfare, and the m em bers are the 
S ecretaries of D efense, C om m erce and L abor and the Chairm an of the 
A tom ic E nergy  Com m ission. T he question before the council could 
be expressed in these w o rd s : “K now ing the am ount of ‘back grou nd’ 
radiation  from  natu ra l sources, w hat add itional small am ount of rad ia
tion from m edical and industria l uses and from  fallout, can be judged 
accep tab le?’’ T he  council recently  gave a partial answ er to  th is ques
tion when it issued guidelines for the fallout elem ents iodine-131, 
strontium -89 and strontium -90. T hree  levels of activ ity  w ere given 
for each elem ent and the charac ter of action to  be taken w as outlined. 
T he levels are s ta ted  in term s of rad ioactiv ity  to  which an individual 
would be exposed daily from air, w a te r and food du ring  a year. F rom
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th is  it follows th a t the  F ederal R adiation Council guidelines are not 
specific to lerances re la ting  to the  specific radioactive con ten t of an 
individual lot of a specific food (w hether a truck load of apples or an 
elevator full of w h ea t) . F ig u res w hich w ould be applied to  these m ust 
be developed in  the contex t of the am ount of rad ioactiv ity  w hich the 
population m ay be expected to  receive from  all o ther sources during  
a y ea r’s time. W e have no t ye t issued regulations se ttin g  specific 
to lerances for rad ioactiv ity  in food because at the  relatively  low levels 
of con tam ination  th u s  far encountered, the F ederal R adiation Council 
guidelines are sufficient. H ow ever, if it should becom e necessary, we 
will estab lish  form al to lerances under the  Food, D rug  and Cosm etic 
Act.

Strontium-90 Content in Average Diet
W e have recen tly  investigated  the  stron tium -90 conten t of the  to tal 

diet in the  W ash in g to n , D. C. area. Foods rep resen ting  the  diet of a 
19-year-old boy w ere purchased in M ay and again in A u gust of th is 
year from  represen ta tive  retailers. T he foods w hich required p rep ara 
tion were cooked in the usual way. T he beverages included coffee, 
tea, milk, carbonated  drinks, as well as w ater. F rom  assays of these 
foods we estim ate the adu lt d ie tary  in take of stron tium -90 in th is area 
to  be 11 picocuries a day. (T h e  picocurie is also referred  to  as a 
m icrom icrocurie). T h is  is well w ith in the  range of acceptable in take 
recen tly  published by the  F ederal R adiation  Council.

W e have now com pleted rad ioactiv ity  analyses of well over 6,000 
sam ples of a w ide range of foods. In  carry ing  out th is w ork, the 
division of pharm acology is indebted  to  the  bureau  of field adm in
is tra tion  and to  our d is tric t offices for the  collection of the sam ples and 
the  prelim inary  processing of m ost of them . W e are also grateful for 
the collaboration of the bu reau  of program  plann ing  and appraisal in 
o rgan iz ing  the  surveys. T en  of our d is tric t laboratories are now 
equipped for to ta l beta  and strontium -90 analyses, and are beg inning 
to  increase the  scope of our surveillance.

Public in te rest in the health fu lness of our m ilk supply arose 
du ring  the R ussian  tests  of last m onth. F a llou t from  those tests  re
sulted in an increase in the  iodine-131 con ten t of m ilk in som e areas 
of the  country . In  com m enting on this, a jo in t s ta tem en t by the  Food 
and  D ru g  A dm inistra tion  and the  Public H ea lth  Service said, in p a r t :

I t should be em phasized tha t the quantities of iodine-131 th a t have accum u
lated in m ilk to  date (O ct. 26) do not exceed the Federal Radiation Council 
guidelines for yearly consum ption under norm al peacetim e conditions. . . .  Of 
course if a critical situation developed, the Federal G overnm ent has au thority
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under the Food, D rug  and Cosm etic Act to seize in te rsta te  supplies of milk and 
other foods show ing high radioactivity . S tate and local health  officers have 
sim ilar au thority  to deal with foods and milk not in in te rsta te  com m erce. H o w 
ever, such actions are not in p rospect in view of the levels of activ ity  cu rren tly  
being found.

I am glad to  report th a t continued surveillance by FD A  and 
P H S  du ring  N ovem ber show s no reason for concern.

T o  tu rn  now  to ano th er part of the activ ities of the division of 
pharm acology. T he  Food A dditives A m endm ent has g rea tly  increased 
the volum e of our work, as it has th a t of the food and packaging 
industries. P ersons w ith  food additive problem s frequently  find it 
advantageous to confer w ith  our division on the type and ex ten t of 
data  required  to estab lish th a t the  additive can be used safely. T hese 
conferences are also valuable to  us, because our v isito rs can describe 
the technology of their industries and give us a clear p icture of how 
and w hy the additive is to be used.

Since it is no t uncom m on for Dr. Lehm an to have th ree  or four 
of these conferences in a single day, let me m ake som e suggestions on 
how  a conference can be arranged  to  the g rea test benefit of you and 
of our division :

(1) O ur v isito rs can p resen t w ell-organized discussion of the 
technology of the problem  and the reason for use of the  a d d it iv e ; a 
clear descrip tion of the chem ical na tu re  of the ad d itiv e : a sum m ary 
of the pharm acological data  available ; and inform ation on the  am ount 
of add itive which will become a com ponent of food.

(2) I t  is helpful to us (bu t not essential) to receive a sum m ary 
on these po in ts about a week before the conference. A sum m ary has 
its g rea test value w hen it consists of ju s t a few pages. U nfo rtunate ly , 
we do not have tim e to review  volum inous data either preceding a con
ference or du ring  it. T he detailed support of the points in the sum 
m ary can be reserved for the food additive petition itself.

(3) T he  conference should norm ally take no longer th an  an hour. 
W hile exception to  th is  rule can be m ade w hen the sub ject is of 
industry-w ide im pact, we generally  have to  request th is  lim itation  in 
order to m ake tim e available to o thers w ho seek our views.

(4) W hen  the  additive is a m ix ture  or a p roduct form ed by chem 
ical reaction of a num ber of m aterials, we need a precise chem ical 
description of the final additive. W e are conversan t w ith the chem i
cal com position of some of the  trade-nam ed articles w hich are w idely 
used in the con ta iner and packaging industries. But we do not know
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the  com position of m any o ther articles sold under trade  nam es. If 
the  supplier hesita tes to  reveal the  chem ical id en tity  to  you, he m ay 
still be w illing  to  disclose it in confidence to  us. O bviously, if th is 
procedure is necessary, it should be com pleted before the  conference 
is held. Some of our conferences have ended on an inconclusive note 
sim ply because the person w ho proposed the  use of the additive had 
no inform ation w hatsoever on its chem ical nature.

(5) O u r p rim ary  function is to  discuss the pharm acological and 
safe ty  data  for the  additive. W hen questions are raised about F D A ’s 
adm in istra tive  policy, we are glad to  answ er them  w hen the policy 
on the sub ject is well established. W hen  questions require new policy 
decisions, or touch on differing in te rp re ta tion s of the am endm ent or 
its regulations, we believe our v isito rs should consult the  food add i
tives group  of the C om m issioner’s office.

W ith  some assistance from  you in supply ing  relevan t inform ation 
on proposed additives, we can m ore readily  undertake consideration 
of new  problem s. [The End]

HEW RELEASE
T he Food and D rug  A dm inistra tion  cautioned an estim ated 75,000 

d istribu tors of products of the N utri-B io  C orporation , Beverly Hills, 
California, tha t the legality of the basic sales prom otion m aterials used 
by the  paren t firm has been challenged by a N ovem ber 24 seizure action 
against N utri-B io  in the D istrict of Columbia.

F D A  w arned the N utri-B io  d istribu to rs  tha t continued use of 
N utri-B io  sales m aterial alleged by the governm ent to be false and 
m isleading m ay subject them  to federal prosecution and the ir m er
chandise subject to  seizure. T he m aterial includes the N utri-B io  G en
era l’s M anual, Sales M anual and other lite ra tu re  furnished by the 
corporation.

F D A  said it was m aking this statem ent because a le tte r issued on 
N ovem ber 27 to  top-level sales personnel—called “ G enerals” and “Group 
C oord inators”— by the com pany erroneously states tha t the D. C. seizure 
action is based solely on the unauthorized action of a local d is tribu to r 
and in no way involves the paren t company.

T he F D A  case, filed in the D. C. Federal C ourt on N ovem ber 24 
charged th a t four N utri-B io  food supplem ents were m isbranded by 
false and m isleading claims for trea tin g  and preventing  a long list of 
serious disease conditions. T he labeling m aterial containing the alleged 
false statem ents included sales m anuals, p rogram  kits, testim onials, 
records, film strips and N utri-B io  new sletters shipped by the N utri-B io 
C orporation , B everly H ills, California.

C om m enting on the com pany’s letter, M alcolm R. S tephens, Chief 
of F D A ’s Bureau of E nforcem ent, said:

“ . . . W hile  this m a tte r is pending it would be unfortunate  if a m is
understand ing  of the na tu re  of the G overnm ent’s charges should result 
in w idespread violation of the law  by sales personnel.”
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Bacteriology and Microscopy
By DR. GLENN G . SLOCUM

Dr. Slocum Is Director of the Division of Microbiology of 
the Bureau of Biological and Physical Sciences of the FDA.

IT  IS  U N D O U B T E D L Y  T R U E  th a t the food and drug supply in 
the U nited  S ta tes is the safest and pu rest in the en tire  w orld  and 

th ro ug hou t h istory . T h is s ta tem en t rep resen ts a real trib u te  to the 
food and d rug  industries and regu la to ry  officials alike and to  the 
progress m ade th ro ug h  th e ir com bined efforts. O bviously, m any 
problem s rem ain to  be solved if we are to  continue th is progress and 
new problem s arise as technological advances and changes occur in 
food and drug  production  and d istribu tion . T his discussion deals 
w ith  som e of the m icrobiological problem s w ith  w hich we are presently 
concerned.

W a te r  and m ilk have becom e v irtua lly  insignificant as a source of 
hum an illness. A dvances in technological research and in the devel
opm ent and application of control techniques have elim inated the 
substan tia l disease hazards th a t w a te r and m ilk form erly presented. 
Food-borne disease has not. decreased sim ilarly bu t appears to  have 
continued a t the sam e level or, perhaps, to have increased slightly 
during the past one or tw o decades. E ach year, some 200 to 300 o u t
breaks consisting  of about ten to  12 thousand  individual cases of 
food-borne diseases are officially reported  by sta tes  and cities to the 
Public H ea lth  Service. T h is level greatly  exceeds ou tb reaks and cases 
traced  to  w ate r and milk.

Incomplete Reporting
T here  is sound evidence to  indicate th a t investigation  and rep o rt

ing of food-borne disease is grossly incom plete. F or exam ple, one 
s ta te  reports  about one-th ird , and som e five or six s ta tes  nearly  two- 
th irds, of all of the  ou tb reaks and cases officially recorded. N early  half 
of the  sta tes report an average of less than  one ou tb reak  r. year, while 
few cities tend to report ou tbreaks. O bviously, such unequal d is tri
bu tion  of reported  food poisoning cannot rep resen t the true  sta te  of 
affairs.
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T he incidence of food-borne disease m ust be m any-fold the levels 
reported . Several sc ien tists w ork ing in th is area have estim ated the 
probable incidence to be on the order of 300,000 to 1 m illion cases a 
year. T he problem  then is quite form idable and represen ts a m ajor 
challenge to  industry  and regu la to ry  officials since food poisoning m ust 
be regarded as preventable.

In te rs ta te  foods have not been im plicated frequently  in outbreaks 
of food-borne disease. N evertheless, experience of recent vears has 
rem oved any  com placency we m ay have had regard ing  in te rsta te  
food products. T hree  dried food products w ere im olicated in o u t
breaks of salm onellosis in children or in hospitalized patien ts. D is
covery of each ou tb reak  was largely fo rtu itous and each nearly  escaped 
detection. S ubstan tia l ou tb reaks of typhoid  fever in several sta tes 
and Salm onella read ing  infections th ro ug hou t the country  in 1956 and 
1957 had the characteristics of common food source incidents but 
the  sources could no t be discovered in spite of in tensive investigation  
by sta te  and federal officials. R ecently , it was necessary to  recall a 
com m ercial hollandaise sauce found to have caused 27 cases of 
salm onellosis in California.

W e believe, also, th a t it is significant th a t Public H ea lth  Service 
sta tis tics  show  a seven-fold increase in proven cases of salm onellosis 
betw een 1948 and 1956— from  less than 1,000 to over 6,700 cases a 
year. T he  source of infection in the m ajo rity  of these cases is never 
established. M any au tho rities believe th a t m ost of these cases are 
food-borne. Evidence continues to accum ulate th a t salm onellae are 
m uch m ore prevalen t than form erly realized. Since thev  are fecal 
organ ism s their presence in foods indicates fecal pollution at some 
stage of production . W e believe it is im p ortan t to  study and evaluate 
m ore extensively and  thorough ly  the bacteriology of food production , 
p roduct by product and p lan t by p lant, to  discover and elim inate 
hazardous or po ten tia lly  hazardous products and practices. Special 
em phasis needs to be placed upon the increasing varie ty  and volume 
of “convenience" foods, so often consum ed w ith ou t thorough  cooking 
du ring  hom e preparation .

Staphylococcal in toxications, caused by toxin preform ed in food 
du ring  g row th  of certain  staphylococci, rem ain the m ajo r form  of 
food poisoning in the  U nited  S tates. W hile  in te rs ta te  foods have not 
often been im plicated in staphylococcal food poisoning, again  recent 
experiences w ith  ou tb reaks involving dried m ilk and bo th  dom estic 
and im ported  cheeses have pointed up the need for research  in th is
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area. In  addition to  basic research  on developm ent of m ethods to 
detect food po isoning staphylococci and the toxin d irectly  in food 
products, the division is engaged in a nation-w ide study  of the num 
bers and types of staphylococci in m anufactu ring  milk to  serve as a 
basis for fu rth er con trol efforts.

T w o new  m icro-organism s have been added to  the list of food 
poisoning agents, and one, Clostridium pcrfringcns, have been im pli
cated in a few ou tb reaks in th is country . W e believe th is  organism  is 
responsible for m any ou tb reaks and plan to  search for Clostridium  
pcrfringcns and ano ther anaerobic bacteria  in our food supply as a 
po ten tial m easure of safety and san ita ry  quality.

New Facets of Old Problems
T w o ou tb reaks of botulism  w ith in the  past year or tw o illustra te  

new er facets of old problem s w ith  w hich we m ust be concerned. 
Com m ercially canned products have been v irtua lly  elim inated as a 
source of botulism , bu t the recen t ou tb reaks have involved frozen 
and refrigera ted  foods. T w o frozen chicken pot pies baked and left 
inadv erten tly  in a w arm  oven overn ight, w ere w arm ed and tasted  by 
tw o persons the  follow ing day. A lthough  the  pies w ere recognized 
to  be spoiled upon the  first taste , bo th  individuals developed typical 
sym ptom s of botulism  but, fo rtunate ly , recovered. In  the  second 
ou tbreak , the  victim s w ere no t so fo r tu n a te ; tw o died. T h is ou tb reak  
w as caused by Clostridium botulinum  type E  in sm oked fish packed 
under vacuum  in plastic bags. W e dem onstra ted  experim entally  th a t 
the organism  produced toxin in sm oked fish held w ith  or w ith ou t a 
vacuum  for five days a t 50° F  bu t failed to  do so a t 40° F  in 30 days. 
H ow ever, a recen t report of toxin form ation by th is organism  at 38° F  
a fte r slightly  longer holding periods causes real concern regard ing  
the safety of re frigerated  foods in w hich the sto rage life is g reatly  
extended by new er packaging  m ethods or preservatives w hich inhibit 
surface spoilage or a lte r conditions so th a t norm al indices of spoilage 
are no t evident.

O ysters and clam s from  polluted w aters have been incrim inated 
th is year in the transm ission of infectious hepatitis. T he  cu rren t high 
incidence of th is disease d irects a tten tion  to the possibility th a t foods 
m ay serve as a vehicle for the spread of hepatitis  and o ther enteric 
v iruses th ro ug h  in san ita ry  practices w hich perm it fecal pollution. 
Indeed, tw o local ou tb reaks of infectious hepatitis  have been traced  
to  infected food handlers by health  au tho rities  du ring  the past few 
m onths.
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T o a large extent, the food san itation  program s of F D A  have 
em ployed visual inspection m ethods and m icroscopic analytical tech
niques w hich reflect the physical cleanliness of foods and factories. 
T hese procedures will continue to  be im p ortan t in our program s and, 
in fact, need to  be extended to keep abreast of changes in raw  m aterial 
control and in food processing technology. A lthough such m ethods 
have resu lted  in m arked im provem ent in food p lan t san itation , they  
cannot assure the bacteriological cleanliness of processing operations 
or of food products. T he shift to  increased production of nonsterile 
prepared foods, often in large in te rs ta te  p lants, m akes it im perative 
th a t we judge the safe ty  and san ita ry  quality  of food production m ore 
and m ore upon a bacteriological basis.

Since the num bers and types of m icro-organism s in food products 
vary  w idely w ith  varia tions in raw  m aterials, processing procedures 
and san ita ry  conditions and practices, thorough  and com petent bac teri
ological studies in each food p lan t are essential to  detect and elim inate 
sources of con tam ination  and to  perm it in terp re ta tion  of the findings 
on finished products. M odest increases in the  staff of the division, 
and the addition  cf bacterio logists in several of the  field d istricts, have 
perm itted  a  beg inn ing  in our program  of bacteriological evaluation  
of food p lan t sanitation .

U ltim ately , em phasis by indu stry  and regu la to ry  officials upon 
bacteriological con tro l of food production  should be m ost effective 
in reducing  the risk of food-borne disease.

Microscopy Serves as Important Tool
As previously indicated, m icroscopy continues to serve as an 

im p ortan t and unique too! for m easuring  m any form s of contam ination, 
decom position and insan ita tion  in food products and establishm ents. 
A pplication of these m ethods by regu la to ry  agencies and in du stry  in 
conjunction w ith  san ita ry  inspections, has resu lted  in substantial 
im provem ent in the  cleanliness of food plan ts and products. M any 
problem s rem ain. W e still com pete w ith  insects and roden ts for our 
food supply (in the  field, in sto rage and in processing p lan ts) and 
m ust be e ternally  v ig ilan t against food con tam ination  resu lting  from  
th e ir  activities.

W ith  ou r cu rren t staff and facilities it is difficult to  keep up w ith 
problem s a rising  in connection w ith  m any com m odities, new  and old, 
w ith  im provem ents in raw  m ateria ls control and w ith  changes in
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processing technology w hich m ay affect the m icroscopical findings 
and in terpreta tions.

Specific identification of ingred ien ts and con tam inants of food 
and drug  products requires considerable a tten tion . F o r exam ple, the 
identification of an insect species by exam ination of the  insect parts  
in a food often indicates the point of in festation in the field, in storage, 
or in an in san ita ry  plant. W e are also cu rren tly  concerned w ith  the 
detection  and identification of C rotalaria  tissues in cereal and seed 
m eals con tam inated  w ith  the toxic C rotalaria  seeds.

P robab ly  the forem ost application of m icroscopy in cu rren t 
enforcem ent activities is to  provide proof of the  in te rs ta te  origin of 
prescrip tion  d rugs sold illegally and to  identify  counterfeit drugs. 
M icroscopic, physical and ballistic types of tests  have proven quite 
effective in iden tify ing  the m anufactu ring  source of such drugs.

F u rth e r  applications of m icroscopy in enforcem ent activities are 
lim ited only by available m anpow er. [The End]

FDA PAMPHLET
Food shoppers who are in terested  in laws th a t pro tec t their health 

and pocketbooks can get useful inform ation from  a new pam phlet, “W h a t 
Consum ers Should K now  A bout Food S tandards,” issued by the Food 
and D rug  A dm inistration .

T he F D A  standards regulations stand  back of the quality and in
teg rity  of hundreds of m ajor food item s in the A m erican diet. They 
specify w hat ingredients and processes m ay be used and the inform ation 
which m ust be given on the label. D evelopm ent of the s tandards is a 
cooperative activity on the part of governm ent, industry  and consum ers. 
F actual inform ation from  these sources is the basis of the standards.

W henever “such action will prom ote honesty and fair dealing 
in the in te rest of consum ers,” says the Federal Food, D rug  and 
Cosm etic Act, F D A  is au thorized to set s tandards of quality, indentity 
and fill of container for any food, except m ost fresh and dried fru its and 
vegetables which are exem pted.

“F o r exam ple,” the pam phlet states, “the standard  of indentity  
for fru it preserves and jellies requires not less than 45 parts by w eight 
of fru it or fru it juice to  each 55 pa rts  of to tal sw eetening ingred ients. . . .
A t the public hearings, which preceded the w riting  of this standard , 
cookbooks 200 years old, as well as cu rren t ones, were in troduced in 
evidence to show  tha t pure jam  is a p roduct m ade from  approxim ately 
equal pa rts  by w eight of fru it and sugar.”

T he 12-page pam phlet is illustrated  w ith photographs show ing 
some of the scientific tests F D A  m akes to check sam ples of food products 
against the standards. T he last page lists the food for which standards 
have been established. I t  is for sale by the S uperin tendent of Docum ents, 
U nited  S tates G overnm ent P rin ting  Office, W ash ing ton  25, D. C.
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Citizens Advisory Committee
By DR. GEORGE Y. HARVEY

This Address W as Presented at the Food Law Institute 
Dinner at the FDA-FLI Conference. Dr. Harvey Is the 
Chairman of the Second Citizens Advisory Committee.

LA ST W E E K  I received a letter from the editor of a trade publica
t i o n  w hich w as quite in teresting . I don 't criticize th is particu lar 

edito r or his publication  because he only followed the m ores of the 
tim es. H e asked th a t I send him a copy of the speech I am  go ing to  
m ake to n ig h t several days ahead of delivery because “being a m onthly  
publication  we m ust w ork well in advance to  m eet our tig h t produc
tion schedule.” L e t me assure you th a t w h a t I have to say ton igh t 
will no t be of th a t o rder of im portance. I hope th a t w h a t I shall have 
to  say several m onths from  now will be of some very  real significance, 
bu t th a t will be a fte r I have had the opportun ity  in cooperation w ith 
fellow m em bers of the A dvisory C om m ittee to  exam ine carefully, and 
in important detail, the operations of the Food and Drug Administration.

Some years ago w hen I w as try in g  to  keep up w ith  the  parade 
here in W ash in g to n  I com m ented on m ore th an  one occasion th a t I 
w as so busy fighting fire th a t I d id n ’t  have tim e to look for the cause. 
I w elcom ed appo in tm en t to th is C om m ittee because it presented  an 
op po rtun ity  to  slow down and take the  tim e to study  one sub ject 
carefully. P erh aps ju s t th is once I shall be able to  say th a t I know  
w h at I am  ta lk in g  a b o u t; or at least I shall no t be able to p ro test lack 
of tim e and opportunity .

Insofar as I am personally  concerned, th a t will be the key to the 
A dvisory  C om m ittee’s w ork. W e  are no t going to  proceed as though 
we w ere double parked. O ne of the causes of p resen t problem s in the 
w orld  is the  speed w ith  w hich we move. W e don 't know  w here we 
are going because we don 't know  w here we have been.
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No significant s ta tem en t can be m ade un til the  Com m ittee has 
done a thorough  job and the  fine able people w ith  w hom  it is my 
honor to  associate have had an oppo rtun ity  to  reach som e ju dg m en t 
in com m on— a balanced ju dg m en t reflecting the various po in ts of view 
and the philosophical backgrounds of th is  carefully  selected cross- 
section of A m erican life. I t  is m y hope th a t we can avoid any  hu rried  
approach th a t m igh t resu lt in fau lty  judgm ent.

T he C om m ittee has gone to w ork and is a ttem p tin g  to  do a w o rth 
w hile job. N ot one of us w en t on th is C om m ittee w ith  any m ental 
reservation  or purpose of evasion. W e are no t going to  h u rry  and in 
the ligh t of th is whole situation  it seem s app ropria te  to  quote th a t 
m ost quotable of all m odern A m ericans, A lben Barkley, w ho said, 
w hen sorely pressed in an ad jou rnm en t drive on the  floor of the Senate 
late one n ig h t : “O, te m p o re ; O, m o re s ; oh hell.”

T ru ly , it w ould be unseem ly of me to  a ttem p t to  discuss the pro
jected  study  of the A dvisory C om m ittee in o ther than  broad outlines 
and an in troduction  of m yself to  you by w ay of expression of a few of 
m y own gu id ing  principles. Call them  prejudices if you like.

Six years ago, Secretary  H obby appointed  a C itizens A dvisory 
C om m ittee to  m ake a study of the Food and D rug  A dm inistra tion , 
and its m em bers did a very  excellent job. T h e ir  repo rt has been m ost 
useful. Before and since th a t tim e, there  have been a num ber of o ther 
studies and surveys by o ther g roups and agencies bo th  for general and 
special purposes. T hese surveys have been so num erous th a t the only 
com m ent of a friend of mine, w hen he learned the  purpose of m y recent 
v isits  to  W ash in g to n  was, “You, too?"

I referred  earlier to  finding the cause of the fire and it is in th is 
area th a t the cu rren t Com m ittee can render useful service by prob ing 
in to the causative factors. T he Food and D rug  A dm inistra tion  has 
been em broiled in m ore than  the ord inary  run of con troversy  for 
some years. A m ore stabilized a tm osphere is desirable and it will 
be to  our g rea t credit if we can con tribu te  tow ard  it in som e m easur
able way.

A m atte r  of very  real concern to  the C om m ittee will be the efforts 
of th e  A dm in istra tion  to keep in du stry  and the general public fully 
inform ed of the  law  and operations under it.

T he  form er C itizens Com m ittee found “ the  existing  organization  
of the  F D A  is inadequate in num ber and ta len t to develop and direct 
the  program  and m ethods of education of the general public and in 
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d u s try .” E fforts have been m ade to  correct th is s ituation  and the 
presen t C om m ittee will a ttem p t to  learn how effective these efforts 
have been.

I approach the sub ject w ith  the im pression th a t m uch of th is  field 
rem ains to  be pu t to  the  plow. I t  is no t an easy task  and I do not ex
pect th a t any com m ittee stu dy  can produce a  detailed op era tin g  plan 
g u aran tee ing  resu lts. T oo m uch depends on adm in istra tive  control, 
available ta len ts, etc. L et me express a personal view  here on o rgan i
zation. O rgan izations are easy to  plan and organization  charts are 
fairly  sim ple to prepare. B ut, th a t is only the  beg inning—only the 
facade. T he rem ainder is people and it is in the selection of people 
th a t the  m ajor responsib ility  for success or failure of any  endeavor lies.

T he kind of education m ost needed appears to  involve down-to- 
earth , m atter-of-fact un derstan d in g  w ith  in du stry  ju s t as m uch as a 
general g row th  of know ledge on the p a rt of the public as to  the role 
and  responsib ility  of the  Food and D rug  A dm inistra tion .

P robab ly  a h igher developm ent of un derstan d in g  w ill go far 
tow ard  avoiding the  recu rrin g  con troversy  w hich has characterized  
the recen t past.

I t  cannot too  forcefully be said also th a t th is burden is not entirely 
th a t of the  governm ent. T he segm ents of A m erican business w ith 
w hich the F D A  is in constan t con tact m ust extend a w illing hand.

T here  are m any high ly technical scientific problem s involved in 
the adm in istra tion  of the food and d rug  laws, b u t also the  Food and 
D rug  A dm in istra tion  has a g rea t deal in com m on w ith  m any other 
branches of the governm ent, and these in tu rn  are related  to  s ta rtlin g  
new  developm ents in the social and econom ic life of the w orld. All 
acute social and econom ic problem s tend to  becom e political issues. 
In  th e  last few decades social and econom ic problem s have generated  
a p le thora  of political issues w ith  w hich we have had no experience. 
M ost of these problem s are no t pecu liar to  the U nited  S tates, bu t cer
ta in ly  the  political trad itions of the U nited  S ta tes fu rn ish  the best 
background  in the  w orld  for hand ling  them . O u r system  is m ost 
d irectly  responsive and responsible to  the  people.

I t  is s tag gering  to  note all the  changes in the  w ay of life th a t have 
occurred in th is century . I t  is a lm ost safe to  say th a t w e have m ade 
as m uch p rog ress th is  cen tu ry  as w as m ade by m an in all his p rio r 
h isto ry . Change has been very  rapid  in all fields. E ducation  has felt 
it and has experienced real difficulty in keep ing up. A  few days ago
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a group  of us in the  faculty  w ere d iscussing the developm ent of a new 
un iversity  program  and som ebody rem arked th a t m ost of those 
presen t are teach ing  courses no t even included in a college curriculum  
40 years ago. As a m atte r of fact, the only m an presen t whose cu rren t 
course offering an tedated  1925 teaches R om an h istory , and he w as 
there because he is the  dean.

B ringing all of th is  down to the Food and D rug  A dm inistra tion , 
the first F ederal Food and D rug s A ct w as enacted one year before I 
was born, and I do no t regard  m yself as com peting for M ethuselah 's 
record. T h is d inner is given by the  Food L aw  In stitu te . Fifty-five 
years ago there  w as no food law. Y our profession, as a specialty , is 
new in th is century.

L ord  Coke and Dr. B lackstone never heard  of general law s in 
tended to  pro tect the food supply of their nation or m ost of the o ther 
legal problem s w hich curren tly  call for our a tten tion . T oo m any 
people are inclined to the view th a t we  should brush  aside all our 
trad itio ns and experience not only in the law, bu t also in the ad
m in istra tion  of governm ent, as no t applicable to  th is rocking, rolling, 
som etim es hysterical m odern w orld, bu t the principles long estab
lished and the trad itions of governm ental adm inistra tion  bu ilt up over 
the centuries and g reatly  refined in our own h isto ry  m ust serve as the 
counterbalance to preserve the best political system  and legal system  
ever devised by man.

L et me raise a question w ith  the legal profession, though. H ave 
we really exam ined these new fields from  a philosophical standpo in t in 
an effort to  develop basic principles? All th is new field or regulation 
w hich in term ing les the legislative, the executive and judicial functions 
under one hat has presented some difficulties which we  seem to have 
handled on a sho rt-range basis. H ave we been doing business w ith  
too m uch heat and too little  ligh t?  Should we not now begin to look 
at the basic natu re  of the  problem s involved?

On the technical side, the situation  confron ting  the Food and 
D rug  A dm inistra tion  has changed in a fashion and to a degree th a t 
w ould have s tartled  m ost of the scien tists in 1906. Dr. W iley  and his 
associates w ere concerned at th a t tim e w ith  rem oving from  the food 
supply of the nation, hea lth -destroy ing  and death-dealing  im purities. 
O f course, th is  will alw ays be a m ajor concern, bu t one of the  acute 
problem s today  is quite the opposite: the  addition of health -g iv ing 
and life-extending chem icals to na tu ra l foods and the  h igh ly  com plex 
questions incident thereto.
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W h a t w ere once purely  local problem s now take on a national 
significance. N ot too  m any years ago it becam e necessary to  m eet a 
public clam or for regulation  of w eigh ts and m easures. T his w as a 
local retail problem  and becam e the na tu ra l responsib ility  of local 
governm ent au tho rity . B u t now prepackaging of com m odities th a t 
m ove in in te rs ta te  com m erce ou t of reach of the local arm  of the law 
has called forth  a public dem and for increased federal supervision. 
A tten tion  has been called to p ractices w hich seem tc be for the pu r
pose of cheating the purchaser and in such fashion as to  render him 
helpless. Ju s t how far the governm ent can go in th is  field and how 
m uch can be accom plished by governm ental action and by  w hat 
m ethod rem ains to  be seen.

T he responsibilities of the Food and D ru g  A dm in istra tion  seem 
to  separate  in to  tw o general categories :

(1) T hose areas, such as additives, w here the governm ent m ust 
take the to ta l responsib ility  because the pu rchaser is helpless to p ro
tect himself.

(2) T hose areas w here the purchaser can and, in all reality, 
should accep t the norm al responsib ilities of an a lert buyer.

G overnm ent can see to  it th a t the bu tcher uses an honest scale, 
bu t it is up to the pu rchaser to see th a t the bu tcher does no t w eigh his 
thum b w ith  the chops. H ow ever, the courts long ago stipu la ted  the 
position of the ordinarily  p rud en t man and it appears now th a t govern
m ent m ust assum e th a t degree of responsib ility  w hich will enable the 
ordinarily prudent purchaser to get a fair deal without using a slide rule.

G overnm ent has a very  real responsib ility  to  the people, and m ust 
m eet th a t responsib ilitv  in the m ost realistic w ay possible. S ecretary  
Ribicoff in estab lish ing  the C itizens A dvisory Com m ittee s ta ted  as its 
num ber one objective "T o  determ ine w hat w ould constitu te  reasonable 
and adequate protection  by the Food and D rug  A dm inistra tion  of 
consum ers.” T h is  is no sim ple task , and th is Com m ittee cannot ex
pect to produce a final and absolute answ er w hich will last until the 
end of tim e any m ore th an  Dr. H arvey  W iley  and his associates could 
have foreseen the m ajor problem s now  confron ting  the agency w hich 
they established.

T he business com m unity also has a responsib ility  to  itself as well 
as to the  public. B usiness firm s of the significance and scope of oper
ations as w e now know  them  m ust continue to live beyond one genera
tion. T h is again is a developm ent w hich has come about so rapidly
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th a t probably  m any people engaged in business have failed to  grasp  
the significance of longevity  of a corporation . T he stock in trade  of 
any  business dealing w ith  the public is 90 per cent reputation .

A c ig arette  m anufacturer 35 years ago advertised  his p roduct w ith  
the  slogan “ N ot a cough in a carload .” F inally  so m any c igarette  
m akers go t in the  m edical act th a t the sam e m anufac tu rer advertised  
“Ju s t a good smoke. W e are tobacco m en no t m edicine m en.”

P roducers of foods and drugs are n o t peddling  c igarettes and owe 
the public ju s t a little  m ore responsible a ttitu de . On the one hand the 
public is entitled  to  it and on the o ther hand, if th e ir  ears are as keenly 
a ttun ed  to  the  jing le of the cash reg ister as they  should be, ethical 
businessm en can’t afford less.

R ecently , evidences of the  fa st buck approach have been found in 
the  food m arkets. I speak from  experience here. I am  the  fam ily 
buyer. H ag g lin g  is m y recreation. O therw ise, m y bank account 
w ould be larger and m y ju n k  pile sm aller.

T actics of th is  kind tend to  encourage consum ers to buy “ B rand
X .” W h y  pay the b ig  advertising  bill if the nam e is m eaningless? 
B rand X is like the M issouri mule. H e has no pride of ancestry  and 
no hope of posterity , and can only assure his nex t bucket of oats by 
pulling  the load.

I have never found it easy to  advocate extension of governm ental 
regu la tion  of the  life of m an, w h eth er in the  conduct of his business 
w ith  the public or his purely  personal affairs. C ertainly, though, here 
is a field of law  and governm ental adm inistra tion  vital to  the welfare 
of the  nation, and from  tim e to  tim e m odern izing changes m ust be 
made. F irs t we m ust look, how ever, to  the  adm inistra tion  of cu rren t 
law s and determ ine to  w h at ex ten t necessary  goals can be achieved 
w ith in  them .

W e have talked  m uch in A m erica about our governm ent of law s 
and no t of m en b u t have failed to  recognize th a t law s are not self- 
enforcing or self-adm inistering . T h a t takes people and people m ake 
m istakes, so we w ill alw ays have som e problem s no m a tte r  how  good 
our laws. I t  is com m on practice to  s ta r t the hue and cry  for a  new  
law w ith ou t looking first for o ther rem edy.

I w ould no t have accepted th is appoin tm en t had I no t firm ly be
lieved— on the  basis of long years of association—th a t the Food and 
D ru g  A dm inistra tion  is sound a t heart. I t  is an agency th ro ug h  which 
a high o rder of loyalty  flows ; loyalty  to  the  cause—and to  its m em bers
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it is a cause— to w hich they  have been dedicated. T hey  have made 
m istakes, of course, and they  w ill m ake m ore, b u t few  un w o rthy  ones 
have been found in th e ir  m idst. N ew  conditions and new  products 
have fallen like an avalanche upon them . T hey  have had real diffi
culty  in keeping ab reast of th e ir responsib ilities bo th  in technological 
m ethods and in hand ling  the  vastly  increased.volum e of business over 
w hich n a tu ra lly  they  have no control.

On the  o ther hand, I w ould have been ju s t as re lu c tan t if I 
th o u g h t th a t A m erican business w as generally  characterized  by the 
few  scoundrels th a t come to  ligh t now  and then. T his coun try  is 
m ade up of good solid folks and it is a pleasure to  be able to  w ork in 
th is  k ind of an assignm ent w ith  som e of the best from  both  govern
m ent and business.

T he  road m ay be a little  roug her a t one tim e th an  ano ther bu t 
every generation  has had its problem s. O u rs are m ostly  size and 
speed w ith  which w e have no t yet learned to  cope. T he  old m edicine 
show  pitchm an never had it so good un til television cam e along. B ut 
th is too shall pass away.

O bviously  it is in the  in te res t of the  consum ing public and the 
e th ical business com m unity  alike to  assist the  Food and D ru g  A d
m in istra tion  in rendering  th e  v ita l service w hich the  public th rough  
enac tm ent of law  in the  A m erican w ay  has required  of it.

Y ou are going to  hear very  little  abou t the  A dvisory  Com m ittee 
for th e  nex t several m onths. H eadlines serve th e ir  purpose b u t th is 
is no t a head line-m aking job. F o r the m ost p a rt it is drab  drudgery. 
W e have available to us the  services of a  high ly com petent m anage
m ent consulting  firm. A m ong th e  m em bers of the C om m ittee are 
varied  ta len ts  and capabilities and sources of expert advice and 
counsel. W hen  w e repo rt to  S ecretary  Ribicoff nex t sp rin g  I hope 
th a t it w ill be w ith  a high degree of ag reem en t; th a t w e will be able 
to  m ake objective realistic  suggestions, developed in a friendly a tm o s
phere, and presen ted  in such form  as to  serve the public in te res t 
th ro ug h  a b e tte r  u n derstan d in g  betw een business and governm ent. 
T o  these ends I shall bend m y earnest effort. [The End]

+
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M eeting of the Section on Food, 
D rug  and Cosm etic L aw  of the 
New \  ork State Bar Association. 
Feb., p. 84.

Legal D evelopm ents in 1960 U n der 
the Federal Food, D rug  and 
Cosm etic Act. Feb., p. 96.
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Legal P roblem s A rising  U n der the 
Federal H azardous Substances 
L abeling Act. Dec., p. 715.

L egislation — T rends and A ctual 
Problem s in the U nited  States. 
Aug., p. 493.

N eed for U n ifo rm ity  in Food Legis
lation, The, Mar., p. 169.

N ew  A pproach to  W eigh ts  and 
Measures Control, A. Aug., p. 508.

Problem s of Food  A dditive R egu
lation. M ay. p. 253.

P rog ress and Policies of the Food 
and D rug  A dm inistration . May, 
p. 267.

R egulation of Deceptive Practices 
by  the Federal T rade Com m is
sion. Feb., p. 102.

R egula tory  F unctions of th e  Food 
and D rug  A dm inistration , The. 
Aug., p. 500.

Restatement or Reformation? Aug., 
p. 473.

Scientific A spects of the New Act. 
Dec., p. 720.

Scien tists’ Forum , The. Mav, p. 
287; July, p. 466.

Scien tists’ Forum . T h e : T oxico lo
gists’ Views of Regulations LTnder 
the H azardous Substances L a 
beling Act. Aug., p. 519.

Survey of A m erican \ \  ine Laws, 
A. June, p. 335.

Y our Label, Labeling and the Law. 
June, p. 366.

Adulteration
A dditives and the FD A . June, 

p. 361.
California P ure  Foods and D rugs 

A cts and R elated Laws. July, 
p. 443.

Confectionery Under the Pure Food 
Law. Aug., p. 549.

Conflicts Between S tate and F ed 
eral Food and D rug  Laws. Mar., 
p. 164.

C ontributions of T echnology to  the 
N utritional Value of Food. Jan., 
p. 8.

C ontrol of the U se of Food A ddi
tives in the  U n ited  K ingdom . 
M ar., p. 177.

C ranberry  Scare and Cabinet Im 
m unity, The. A pr., p. 209.

C urrent A spects of the Food A ddi
tives A m endm ent. May, p. 261.

D esirability  of U n ifo rm ity  Between 
S tate and Federal Law s on Food 
A dditives, The. Jan., p. 34.

Evolution in the Food, D ru g  and 
Cosm etic Law  A rea. Feb., p. 90.

F D A  E nforcem ent P roblem s in the 
F ishery  Industry . M ay, p. 274.

Food A dditives L aw  as I t  Affects 
B akery P roduction  Men. May,
p. 281.

Hale Amendmems, The—A Pyrrhic 
V ictory? M ar., p. 150.

Incidental Additives to Food: Have 
W e M ade a P ru d en t Judgm ent?  
O ct., p. 597.

In te rre la tio n  of Food S tandards 
and Food A dditives Provisions 
of the Federal Food, D rug, and 
Cosm etic Act, The. M ar., p. 143.

Legal D evelopm ents in 1960 L 'nder 
the Federal Food, D rug, and 
Cosm etic Act. Feb., p. 96.

Legislation — T rends and A ctual 
Problem s in the U nited  States. 
Aug., p. 493.

Need for U n ifo rm ity  in Food Legis
lation, The. M ar., p. 169.

P roblem s of Food A dditives R egu
lation. May, p. 253.

Product Liabilitv Cases— 1960. Mar., 
p. 132.

Public A w areness of H ealth  A s
pects of Chemical Aids. Jan., 
p. 17.

R egulatory  Functions of the Food 
and D rug  A dm inistration , The. 
Aug., p. 500.

R eport on the S ixth Sym posium  
on Foreign M atters in Foods. 
Feb., p. 127.

Scientists’ Forum , T he. May, p. 
287; July, p. 466.

Survey of A m erican W ine Laws, 
A. June, p. 335.
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A nalysis of D rugs, The. Dec., p. 733
A uthority , D rug s and the P ractice of 

M edicine. July, p. 393.
B

B acterio logy and M icroscopy, Dec., 
p. 744.

Banes, Daniel— T he Federal H azardous 
Substances L abeling A ct: Scientific 
C onsiderations. Dec., p. 724.

Basis of S tric t P rodu cts  L iability , The. 
Oct., p. 585.

Beacham , L. M.— C urren t A spects of 
the Food Additives Amendment. May,
p. 261.

B urditt, George M.—T he In terre la tio n  
of Food S tandards and Food A ddi
tives P rovisions of the Federal Food, 
D rug, and Cosm etic Act. M ar., p. 143.c

California P u re  Foods and D rugs Acts 
and R elated Laws. July, p. 443.

Challenging Quackery with Truth. Nov., 
p. 684.

Chemicals
California Pure Foods and D rugs 

A cts and R elated Laws. July, 
p. 443.

FD A  and the Farm er. Sept., p. 556.
H ale A m endm ents, T he—A P y r

rhic V ictory? M ar., p. 150.
Public A w areness of H ealth  A s

pects of Chemical Aids. Jan., 
p. 17.

R egula tory  F unctions of the Food 
and D rug  A dm inistra tion , The. 
Aug., p. 500.

Scientists’ Forum, The. May, p. 287.
C hristopher, T hom as W . — Conflicts 

Between S tate  and F ederal Food  and 
D ru g  Laws. M ar., p. 164.

Citizens A dvisory  Com m ittee. Dec., 
p. 749.

Clark, F rank lin  D.
Federal Hazardous Substances Label

ing A ct as I t  Affects the Ink- 
M aking Industry . Sept., p. 561.

R egu la to ry  Functions of the Food 
and D ru g  A dm inistration , The. 
Aug., p. 500.

C larkson, M. R.— P ro tec tion  of the 
N ation’s F ood Supply. Jan., p. 25.

“ Com m on or U sual N am e”— Its  M ean
ing, If  Any. Aug., p. 513.

Condon, W illiam  J.
Product Liability Cases—1960. Mar., 

p. 132.
Restatement or Reformation? Aug., 

p. 473.
Confectionery U n der the P ure  Food 

Law . Sept., p. 549.
Conflicts B etw een S tate  and Federal 

Food and D rug  Laws. Mar., p. 164.
C ontributions of T echnology to  the 

N u tritional Value of Food. Jan., p. 8.
C ontrol of the U se of Food A dditives 

in ¡the U nited  K ingdom . M ar., p. 177.
C ranberry  Scare and C abinet Im m u

nity, The. Apr., p. 209.
C ribbett, Jam es R.— R eport from  the 

Division of Pharm acology. Dec., 
p. 738.

C urren t A dm inistrative D evelopm ents. 
Aug., p. 484.

C urrent A spects of the Food A dditives 
A m endm ent. M ay, p. 261.

C urren t F ederal D ru g  C ontrols for 
Problems Old and New. Nov., p. 679.

C urrent S tatus of the F ed eral H a z
ardous Substances L abeling Act. 
Nov., p. 692.

Cosmetics
C urrent A dm inistrative D evelop

m ents. Aug., p. 484.
E volution in the Food, D rug  and 

Cosm etic L aw  A rea. Feb., p. 90.
Federal T rad e  Com m ission and 

Food, D rug , and Cosm etic A d
vertising. A pr., p. 229.

Legal D evelopm ents in 1960 U n der 
the Federal Food, D ru g  and 
Cosm etic Act. Feb., p. 96.

P ro d u c t L iability  Cases — 1960. 
M ar., p. 132.

R egula tory  F unctions of the Food 
and D ru g  A dm inistration . Aug., 
p. 500.
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D
D arby, W illiam  J .—A cceptance S ta te 

m ent of T he Food In s titu te  Scroll 
for the Food P ro tec tion  Com m ittee. 
Jan., p. 77.

Depew, F rank lin  M.
Need for U n ifo rm ity  in Food Legis

lation, The. M ar., p. 169.
Problem s of Food  A dditive R egu

lation. M ay, p. 253.
D esirability  of U nifo rm ity  Between 

S tate  and Federal L aw s on Food 
A dditives, The. Jan., p: 34.

D evelopm ent of Aids to  S an itary  C on
struction , The. June, p. 321.

D ickerson, Reed— Basis of S trict P ro d 
ucts Liability, The. Oct., p. 585.

Drugs
A nalysis of D rugs. Dec., p. 733.
A uthority , D rugs and the P ractice 

of M edicine. July, p. 393.
California P ure  Foods and D rugs 

A cts and R elated Laws. July, 
p. 443.

C hallenging Q uackery  w ith T ru th . 
Nov., p. 684.

C urren t A dm inistrative D evelop
m ents. Aug., p. 484.

E valuation  of the C ontributions of 
an A dvisory C om m ittee in the 
E nforcem ent of S tate  Food and 
D rug  Laws, An. July, p. 433.

E volution  in th e  Food, D rug  and 
Cosm etic Law  A rea. Feb., p. 90.

Federal T rad e  Com m ission and 
Food, D rug, and Cosm etic A d 
vertising, The. A pr., p. 229.

Legal D evelopm ents in 1960 U nder 
the F ederal Food, D rug  and 
Cosm etic Act. Feb., p. 96.

M edicine’s In te res t in Federal 
Legislation. Jan., p. 30.

Product Liability Cases—1960. Mar., 
p. 132.

R egulation of D eceptive P ractices 
by the Federal T rad e  C om m is
sion. Feb., p. 102.

R egula tory  Functions of the Food 
and D rug  A dm inistration , The. 
Aug., p. 500.

R eport from  the Division of P h a r
m acology. Dec., p. 738.

Single C onvention for N arcotic 
D rugs, The. A pr., p. 187.

W h a t Level of D rugs Can Be U sed 
in Feeds? Apr., p. 239.

Duffy, Milton P .—California Pure Foods 
and D rugs A cts and R elated Laws. 
July, p. 443.

E
E uropean Food Code, T he— “Codex 

Alimentarius Europaeus.” June, p. 317.
E valuation  of the C ontributions of an 

A dvisory  Com m ittee in the E nforce
m ent of S tate  Food and D rug  Laws, 
An. Ju ly , p. 433.

E volution  in the Food, D ru g  and Cos
m etic L aw  Area. Feb., p. 90.

F
Farias, Judith Gomez and Rafael Illescas 

Frisbie—Health and Food Legislation 
in Mexico. Sept., p. 537.

F D A  and the F arm er. Sept., p. 556.
F'DA E nforcem ent P roblem s in the 

F ishery  Industry . May, p. 274.
F D A ’s Consumer Consultant Program . 

Sept., p. 569.
Federal H azardou s Substances L abe l

ing Act, The. Oct., p. 615.
F ederal H azardous Substances L abel

ing Act, The. Dec., p. 708.
Federal H azardous Substances L abel

ing  A ct as I t  A ffects the Ink-M aking  
Industry . Sept., p. 561.

Federal H azardou s Substances Labeling 
A ct: Scientific C onsiderations. Dec., 
p. 724.

Federal T rad e  Com m ission and Food, 
D rug  and Cosm etic A dvertising, The. 
A pr., p. 229.

F ischbach, H en ry — L abo ra to ry  D evel
opm ents in the Division of Food. 
Dec., p. 727.
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Food
A dditives and the FD A . June, 

p. 361.
California P u re  Foods and D rugs 

A cts and R elated Laws. Julv, 
p. 443.

C hallenging Q uackery  with T ru th . 
Nov., p. 684.

Confectionery Under the Pure Food 
Law . Sept., p. 549.

Conflicts B etw een S tate and F ed 
eral Food and D rug Laws. Mar., 
p. 164.

C ontributions of T echnology to the 
N utritional V alue of Food. Jan.,
p. 8.

Control of the U se of Food A ddi
tives in the U nited  K ingdom . 
M ar., p. 177.

C ranberry  Scare and C abinet Im 
m unity, The. Apr., p. 209.

C urrent A dm inistra tive D evelop
m ents. Aug., p. 484.

C urrent A spects of the Food A ddi
tives A m endm ent. May, p. 261.

D esirability  of U n ifo rm ity  Be
tw een S tate  and Federal Laws 
on Food A dditives, The. Tan., 
p. 34.

E valuation  of the C ontributions of 
an A dvisory Com m ittee in the 
E nforcem ent of S tate Food and 
D rug  Law s, An. July, p. 433.

E volution  in the Food, D rug  and 
Cosm etic Law  Area. Feb., p. 90.

FD A  E nforcem ent Problem s in the 
F ishery  Ind ustry . May, p. 274.

Federal T rad e  C om m ission and 
Food, D rug  and Cosm etic A d 
vertising, T he. A pr., p. 229.

Food A dditives L aw  As I t Affects 
B akery P roduction  Men. May,
p. 281.“

Incidental Additives to Food: Have 
W e M ade a P ru den t Judgm ent? 
Oct., p. 597.

Interrelation of Food Standards and 
Food A dditives P rovisions of the 
Federal Food, D rug, and Cos
m etic Act, T he. M ar., p. 143.

L abora to ry  D evelopm ents in the 
D ivision of Food. Dec., p. 727.

Legal D evelopm ents in 1960 Under 
the Federal Food, D rug  and 
Cosm etic Act. Feb., p. 96.

Legislation—Trends and Actual P rob
lem s in the U n ited  States. Aug., 
p. 493.

Need for Uniform ity in Food Legis
lation, The. M ar., p. 169.

Problem s of Food A dditive R egu
lation. M ay, p. 253.

Product Liability Cases—1960. Mar., 
p. 132.

P rogress and Policies of the Food 
and D rug  A dm inistration . May, 
p. 267.

P ro tec tion  of the N ation’s Food 
Supply. Jan., p. 25.

R egula tory  F unctions of the Food 
and D rug  A dm inistration. Aug., 
p. 500.

R eport of the Sixth Sym posium  on 
Foreign M atters in Food. Feb., 
p. 127.

Survey of A m erican W ine Law s, 
A. June, p. 335.

W h a t Level of D rugs Can Be U sed 
in Feeds? Apr., p. 239.

Y our Label, Labeling  and the Law. 
June, p. 366.

Food A dditives Law  As I t A ffects 
B akery Production  Men. M ay, p. 281.

Food and D rug  A dm inistration  P ro b 
lems from  the L abora to ry  Viewpoint. 
Apr., p. 218.

F oreign  Food and D rug  L aw
Control of the U se of Food A ddi

tives in the U nited K ingdom . 
M ar., p. 177.

European Food Code, The—“Codex 
A lim entarius E uropaeus.” June, 
p. 317.

H ealth  ami Food Legislation in 
Mexico. Sept., p. 537.

L atin  A m erican Food Code: C hap
ter IV —U tensils, Receptacles, 
C ontainers, W rappers  and A c
cessories. Feb., p. 121.
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L atin A m erican Food Coc.e: C hap
ter X— Sugar and Sugar P ro d 
ucts. M ay, p. 297.

L atin  A m erican Food Code: Chap
te r X V I— C orrectives and Im 
proving Agents (Additives). Nov., 
p. 641.

Need for U nifo rm ity  in Food L eg 
islation, The. M ar., p. 169.

Single Convention for N arcotic 
D rugs, The. Apr., p. 187.

Foreign L aw  Com m ent. Feb., p. 121; 
May, p. 297.

Forschbach, E dm und— T he European 
Food Code—“ Codex A lim entarius 
E uropaeus.” June, p. 317.

Frisbie, Rafael Illescas and Judith Gomez 
F arias— H ealth  and Food Legislation 
in Mexico. Sept., p. 537.

G

G arr, John  D.— A Survey of American 
W ine Laws. June, p. 335.

G ilbert, A. M.— In tro d u c to ry  S ta te 
m ent: A nnual M eeting of the Sec
tion on Food, D rug  and Cosm etic 
L aw  of the N ew  Y ork  S tate  Bar 
A ssociation. Feb., p. 84.

Goodrich, W illiam  W .
C hallenging Q uackery  w ith T ru th . 

Nov., p. 684.
Legal D evelopm ents in 1960 Under 

the Federal Food, D rug  and Cos
m etic Act. Feb., p. 96.

Legal Problem s A rising  U nder the 
Federal H azardou s Substances 
L abeling Act. Dec., p. 715.

Gregg, R obert W .—T he Single C on
vention for N arco tic  D rugs. Apr., 
p. 187.

H
Hale Amendments, Toe—A Pyrrhic Vic

to ry? M ar., p. 150.
H aro ld , L aV erne C.—W hat Level of 

D rugs Can Be U sed in Feeds? Apr., 
p. 239.

H arvey, George Y.— Citizens A dvisory 
C om m ittee, Dec., p. 749

H arvey, John  L.
Confectionery LTnder the Pure Food 

Law. Sept., p. 549.
C urrent A dm inistrative D evelop

m ents. Aug., p. 484.
Evolution in the Food, D rug  and 

Cosm etic L aw  Area. Feb., p. 90.
Federal Hazardous Substances Label

ing Act, The. Dec., p. 708.
Food and D rug  A dm inistration  

Problem s from the L abora to ry  
Viewpoint. Apr., p. 218.

Legislation— T rends and Actual 
Problem s in the U nited  States. 
Aug., p. 493.

W elcom ing A ddress— 1961 Jo in t 
N ational Conference of Food 
and D rug  A dm inistra tion  an<l 
T he Food Law  Institu te , Inc. 
Dec., p. 705.

H ealth  and Food Legislation in Mexico. 
Sept., p. 537.

I
Incidental Additives to Food: H ave

W e Made a Prudent Judgment? Oct., 
p. 597.

In terre la tion  of Food S tan dards and 
Food A dditives P rovisions of the 
Federal Food, D rug, and Cosm etic 
Act, The. M ar., p. 143.

In tro duc to ry  S tatem en t: Annual M eet
ing of the Section on Food, D rug  
and Cosm etic Law  of the N ew  Y ork 
S tate B ar Association. Feb., p. 84.

K

K erlan, Irv in  and M olinas, Sam — C ur
ren t S tatus of the Federal H a za rd 
ous Substances L abeling Act. Nov., 
p. 692.

King, Charles Glen— C ontributions of 
T echnology to  the N utritional Value 
of Food. Jan., p. 8.
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K irk, J. K enneth
A dditives and the FD A . June, 

p. 361.
Food A dditives L aw  As I t  Affects 

B akery  P rodu ction  Men. May,
p. 281.

K itchell, A lan G.— C ontrol of the U se 
of Food A dditives in the U nited  
K ingdom . M ar., p. 177.

K leinfeld, V incent A.
“ Com m on or U sual N am e”— Its  

M eaning, If Any. Aug., p. 513.
H ale Amendments, The—A P yrrhic 

V ictory? M ar., p. 150.

L
Labeling

California P ure  Foods and D rugs 
A cts and R elated  Laws. July, 
p. 433.

“Com m on or U sual N am e”— Its  
M eaning, If  Any. Aug., p. 513.

C urren t A dm inistra tive D evelop
m ents. Aug., p. 484.

C urren t Federal D rug  C ontrols for 
Problem s O ld and New. Nov., 
p. 679.

C urren t S tatus of the Federal H a z 
ardous Substances L abeling Act. 
Nov., p. 692.

Federal Hazardous Substances Label
ing Act, The. Oct., p. 615.

Federal Hazardous Substances Label
ing Act, The. Dec., p. 708.

Federal Hazardous Substances Label
ing A ct as I t  Affects the  Ink- 
M aking Ind ustry . Sept., p. 561.

Federal Hazardous Substances Label
ing A ct: Scientific C onsidera
tions. Dec., p. 724.

F ederal T rade Com m ission and 
Food, D rug  and Cosm etic A d 
vertising, The. A pr., p. 229.

In tro d u c to ry  S tatem en t: A nnual
M eeting of the Section of Food, 
D rug  and Cosm etic L aw  of the  
N ew  Y ork S tate  B ar Association. 
Feb., p. 84.

Legal D evelopm ents in 1960 U nder 
tire Federal Food, D rug  and Cos
m etic Act. Feb., p. 96.

Legal Problem s A rising  U n der the 
Federal H azardou s Substances 
L abeling  Act. Dec., p. 715.

P rog ress and Policies of the Food 
and D rug  A dm inistration . May, 
p. 267.

R egulation of D eceptive Practices 
by the Federal T rad e C om m is
sion. Feb., p. 102.

Scientific A spects of the N ew  Act. 
Dec., p. 720.

Scientists’ Forum , T he: T oxico lo
gists’ Views of Regulations Under 
the  H azardous Substances Label
ing Act. Aug., p. 519.

Survey of A m erican W ine Laws, 
A. June, p. 335.

Y our Label, Labeling and the Law. 
June, p. 366.

L ab o ra to ry  D evelopm ents in the D ivi
sion of Food. Dec., p. 727.

L arrick , G eorge P.
C urren t Federal D rug  C ontrols for 

Problem s O ld and New. Nov., 
p. 679.

F D A  and the  Farm er. Sept., p. 556.
N ew  A pproach to  W eigh ts  and 

Measures Control, A. Aug., p. 508.
P rog ress and Policies of the Food 

and D rug  A dm inistration. May, 
p. 267.

Latin American Food Code
C hapter IV —U tensils, R eceptacles, 

C ontainers, W rappers  and Acces
sories. Feb., p. 121.

Chapter X—Sugar and Sugar P rod 
ucts. M ay, p. 297.

C hapter X V I— Correctives and Im 
proving Agents (Additives). Nov., 
p. 641.

Legal D evelopm ents in 1960 U n der the 
Federal Food, D rug, and Cosm etic 
Act. Feb., p. 96.

Legal P roblem s A rising  U n d er the 
Federal Hazardous Substances Label
ing A ct. Dec., p. 715.

L egislation—T ren d s and A ctual P ro b 
lem s in the U nited  States. Aug., 
p. 493.
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Ligon, E. W illiam , J r .— Scientific A s
pects of the N ew  Act. Dec., p. 720.

M
M edicine’s In te res t in F ederal L egisla

tion. Jan., p. 30.
M ilstead, K. L. —• F D A  E nforcem ent 

Problem s in the F ishery  Industry . 
M ay, p. 274.

Misbranding
C alifornia P ure  Foods and D rugs 

A cts and R elated Laws. July, 
p. 443.

C hallenging Q uackery  W ith  Truth. 
Nov., p. 684.

“Com m on or U sual N am e”— Its 
M eaning, If  Any. Aug., p. 513.

FD A  Enforcement Problems in the 
F ishery  Industry . M ay, p. 274.

Survey of A m erican W ine Laws, 
A. June, p. 335.

Y our Label, L abeling and the Law. 
June, p. 366.

M ulford, K enneth  E .—T he Role of the 
M en of Science and L aw yers in Law - 
giving. Feb., p. 116.

M oore, C harles R.— R egulation of D e
ceptive Practices by the Federal Trade 
Com m ission. Feb., p. 102.

M rak, E m il M.— Public A w areness of 
H ea lth  A spects of Chem ical Aids. 
Jan., p. 17.

N
Need for U nifo rm ity  in Food L egisla

tion, T he. M ar., p. 169.
Nelson, R ichard C.— Incidental A ddi

tives to  F ood: H ave W e M ade a 
P ru d en t Judgm ent?  Oct., p. 597.

N ew  A pproach to  W eigh ts  and M eas
ures C ontrol, A. Aug., p. 508.

o
O ser, B ernard  L.

Scientists’ Forum, The. May, p. 287. 
Scientists’ Forum, The. July, p. 466.

S cientists’ Forum , T he: T oxico lo
gists’ Views of Regulations Under 
the H azardous Substances L abel
ing Act. Aug., p. 519.

P
Problem s of Food A dditive R egulation. 

M ay, p. 253.
Products Liability

Basis oi S tric t P ro du cts  L iability, 
The. Oct., p.583.

Product Liability Cases— 1960. Mar., 
p. 132.
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