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REPORTS
TO THE READER

The Atlanta Food and D rag Admin- 
istration/Industry Seminar on Label
ing of H ousehold Chemicals and 
Paints.— T he follow ing three papers 
w ere presented  at the sem inar in A t
lanta, G eorgia on F eb ru ary  5, 1969. 
I t was held in cooperation w ith T he 
Chemical Specialties M anufacturers 
A ssociation and T he N ational Pain t, 
V arn ish  and L acquer Association.

“The Benefits of Governm ent/Industry 
C ooperation" is the topic of K e r m it  
V . S lo a n , a P ro jec t Officer in the Bu
reau of Voluntary Com pliance of the 
FD A . Mr. Sloan believes tha t it is the 
job of the B ureau to m ake sure tha t 
industries are provided w ith sufficient 
information about the laws that govern 
them. The article begins on page 272.

In his article beginning on page 278. 
F . D a lla s  S p a rre  discusses “H ow  to 
Label P rodu cts  U nder the F a ir P ack
ag ing and L abeling  A ct." H e explains 
the im portan t item s and indicates the 
range of details covered in the F P L A . 
M r. Sparre is a m em ber of the Legal 
Department of E. I. duPont de Nemours 
and Com pany, W ilm ington , Delaware.

“ F H S A : R equirem ents and E xem p
tions” is the topic of D a le  C. M ille r , 
the A ssistan t to the D irector in the 
D ivision of Case Guidance, B ureau of 
Regulatory Compliance. Mr. M iller dis
cusses exemptions in the statute and in 
the regulations, and he defines terms as 
they appear on the product labels. The 
article begins on page 286.

Procedural Reforms in F D A  H ear
ing Procedures.— T he article by W il
liam  R . P en d e rg a s t, which begins on page 
295, was originally presented at a meet
ing of the Food and D rug  Com m ittee,

Federal B ar A ssociation, on A pril 29, 
1969. Mr. Pendergast urges the FD A  
to reform their pre-hearing conferences 
and hearing  procedures in o rder to 
achieve a fair, m anageable and expedi
tious hearing.

Papers Presented at the F ood-U p
date Conference.—T he follow ing two 
reports were delivered at the Boston 
Food LTpdate Conference of the Food 
and D rug  L aw  In stitu te  which took 
place in Boston, M ass, on F eb ru ary  9, 
1969.

“Regulations—the Industry View” is 
the topic of E d w a rd  B r o w n  W illia m s ,  
a W ash ing ton , D. C. atto rney. Mr. 
W illiam s discusses his concepts of 
regula tory  governm ent agencies and 
regulated industries. He emphasizes that 
there has been a failure on the pa rt of 
the governm ent to satisfy the F D A ’s 
expressed philosophy of telling  indus
try  “w hat the laws m ean.” T he article 
begins on page 301.

In his article beginning on page 308, 
V in c e n t A .  K le in fe ld , a  member of the 
D istrict of Columbia Bar, discusses “The 
Food and D rug Administration and N u
trition.” Mr. Kleinfeld discusses wheth
er recently established standards of food 
identification by the FD A  can be con
sidered “reasonable,” and whether various 
governmental actions have furthered con
sumer protection and interest.

Drug, Device, Cosmetic?— P a rt I I  of 
S te p h e n  W e itz m a n ’s  report on the chang
ing concepts of product classification, 
originally  scheduled for this m on th’s 
issue of the J o u r n a l , has been post
poned pending completion. It will appear 
in a forthcoming issue. P art I was pub
lished in May.
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The Benefits
of Government/Industry 

Cooperation
By KERMIT V. SLOAN

This Paper and the Two Following Were Presented at the Food and 
Drug Administrafion Regional Seminar on Labeling of Household 
Chemicals and Paints, Held in Cooperation with the Chemical Special
ties Manufacturers Association and the National Paint, Varnish 
and Lacquer Association, in Atlanta on February 5, 1969. Mr. Sloan 
Is Project Officer, Bureau of Voluntary Compliance of the FDA.

I T IS A P L E A S U R E  F O R  M E to appear on th is program  and 
speak to  you briefly about the benefits of g o v ern m en t/in d u stry  

cooperation. T his is a sub ject which, unlike m any o thers— some 
Federal Drug Administration i F D A ) regulations, for example—seems 
to be non-controversial. T here can be little  question, if any at all. 
th a t g o v ern m en t/in d u stry  cooperation benefits not only governm ent 
and industry , but. m ore im portan tly , the great Am erican public—con
sum ers. if you will. A fter all. the purpose of the law and regulations 
th a t we are d iscussing here today, indeed, the u ltim ate purpose of 
ou r being here to gether as rep resen ta tives of governm ent and indus
try  is to  benefit consum ers.

W hat are the benefits to industry  th a t are expected from th is 
cooperative effort? You as businessm en who m anufacture a g rea t 
varie ty  of household products which can be hazardous if mishandled 
or m isused are in terested , of course, in producing quality  products 
and labeling them  to conform  w ith requirem ents of the law  and gov
ernm ent regulations. Above all. you do not w ant any of your
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products to be responsible for in juries w hich can be prevented  by- 
proper labeling to  identify po ten tia l hazards and provide suitable 
w arnings and p recau tionary  inform ation.

T he value to  in du stry  of such m eetings I th ink  is obvious. T his 
one m ay help som e of you to  avoid v io la ting  the law  unw itting ly  
and thereby  sub jec ting  your com pany to  product seizure or o ther 
legal action, w ith a tten d an t econom ic loss and dam age to  your com 
pany’s prestige.

W h a t is the value of these m eetings to governm ent? I t  is fre 
quently  said th a t ignorance of the law  is no defense if you violate 
it. T h is is true. B u t there is ano th er side to the coin. W e at the 
F D A  believe th a t we should do every th ing  possible to  m ake sure th a t 
the industries sub ject to  the law s we adm inister are provided w ith  
in fo rm ation— th a t they  are given an oppo rtun ity  to  know  w hat the 
law  requires of them . P ro v id in g  such in form ation is the  p rim ary  
m ission of the  B ureau of V o lu n tary  Com pliance w hich I represen t. 
A nd partic ipa tin g  in m eetings such as th is  is ju s t one of m any w ays 
in w hich we try  to  m ake available to  the  regula ted  industries the 
inform ation they  need to  u n derstan d  the  law  and our regulations.

W e happen to believe the  old adage th a t an ounce of prevention 
is w o rth  a pound of cure. E very  legal action th a t we are able to  
p revent by our educational and in form ation program s and by co
operative activ ities w ith  in du stry  groups resu lts  in savings of tim e 
and public m oney. C onsum er pro tection  is enhanced and, of course, 
industry is spared the expense of costly legal proceedings and dam aged 
reputations. T hus, it is app aren t th a t the governm ent, the  public 
and in du stry  benefit sub stan tia lly  from  our cooperative efforts.

As a m atte r of fact, en tirely  ap a rt from  the  very  obvious benefits 
of our w ork ing together, g o v ern m en t/in d u stry  cooperation in th is 
m odern age is an abso lu te necessity if consum er p ro tection  is to  be 
a rea lity  and not ju s t a catch-phrase. F o r exam ple, consider th is : 
P ro du c ts  covered by the law s enforced by the F D A  have a sales 
value far in excess of 100 billion dollars annually . T here  are m ore 
than  100,000 factories and w arehouses, and som e 700,000 re ta il e stab 
lishm ents sub ject to these laws. In  con trast, F D A  has few er than
5,000 em ployees overall, in W ash in g to n  and th ro ug hou t the nation, 
to  inspect food, d rug  and estab lishm ents to  see th a t the consum er 
pro tection  law s are observed. Sim ple arithm etic  will indicate th a t 
w ith ou t vo lun tary  com pliance by the overw helm ing m ajo rity  of the
BENEFITS OF GOVERNM ENT/lNDUSTRY COOPERATION PAGE 2 7 3



com panies in these vast industries— w ithou t g o v ern m en t/in d u stry  
cooperation— it w ould be a practical im possib ility  to m arshall a su f
ficient force to police th is g rea t industrial complex.

Voluntary Compliance
F or m any years the F D A  has subscribed to a creed enunciated  

in 1947 by the late form er Com m issioner Paul B. D unbar. H e said 
in p a r t :
W e believe th a t m ost A m erican m anufactu rers of foods, drugs, and cosm etics 
(and hazardous substances) have the scientific know ledge, the technical equip
m ent, and the will to produce articles w hich m eet both the spirit and lette r 
of the law ; th a t m ost A m erican m anufactu rers recognize th a t consum er in
terest and producer in terest are identical; and th a t practices adverse to con
sum er in te rest are likewise co n tra ry  to the in te rest of indu stry ; and th a t m ost 
A m erican m anufactu rers are m aking sincere and effective efforts to m eet all 
legal requirem ents not only because they are the law but because it is the 
righ t th ing  to do.
Mr. D u nb ar's  s ta tem en t is ju s t as true  today  as it was 23 years ago. 
M ore than  95% of the com panies sub ject to our ju risd ic tion  w an t 
to, and do, vo lun tarily  com ply w ith  the  law. I t  is the  sm all pe rcen t
age of reca lc itran ts w ho deliberate ly fail or refuse to com ply w ho 
m ust face the consequences of our enforcem ent action.

F orm er C om m issioner Goddard, a few m onths ago, said th a t 
“ F D A  had a m andate not only to  enforce the law, bu t also to in fo rm ; 
and one responsib ility  was not to cancel out the  other. R ather, they  
w ere to  be m ixed in the  proper am ounts and necessary p roportions.”

O ur a lte rn a tiv e  to enforcem ent procedures is a policy designed 
to  encourage m axim um  self-regulation  by industry . T he basic tool 
used to promote voluntary compliance is communication. But it must 
be a tw o-w ay com m unication. T here m ust be frank and open dis
cussion ; you will ask for our help and we will ask for yours. In  th is 
w ay we learn of the problem s you face in a ttem p tin g  to  com ply. 
And we can better keep you up to date on what the law requires, what 
it prohibits, and how it applies to different products.

T his conference today  is a prim e exam ple of the kind of com 
m unication I am ta lk ing  about. H ere, th rough  the presen ta tions of 
your indu stry  experts and your questions, we are g e ttin g  a b e tte r 
idea of your problem s. L ikew ise, th ro ug h  the FD A  presen ta tions 
and the pan elists’ discussions and answ ers to  your questions I th in k  
both of us have go tten  a b e tte r un derstan d in g  of com pliance problems 
and how to solve them . Some of your problem s have been caused
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by the very growth of your industry . T here has been a trem endous 
increase in the  num ber and types of chem icals used in the home. I t 
is estim ated  th a t m ore than  50% of the products now sold by the 
chem ical specialties and pain t industries w ere no t in com m ercial 
production in 1939. T he average A m erican hom e had about 10 chemi
cal p roducts on hand 20 years ago. T oday the average home con
ta ins about 40 different chem ical products. A long w ith  technological 
progress and proliferation  of different chem ical products have come 
new  plants, w ith  new  firms en te ring  the field. Some of these new 
firms have been com pletely unaw are  of w hat the  law  requires.

History of Actions
To help us an tic ipate  fu tu re  problem  areas, let us scan the 

record of past legal and o ther actions and the  types of products 
involved. T he first year th a t the  F ederal H azardous S ubstances 
L abeling  A ct (now  F ederal H azardous Substances A ct) becam e 
effective, in 1962, there  were 14 seizures of m isbranded hazardous 
substances. T hese included 3 lacquer th inners, 2 of carbon te tra 
chloride, 3 of tu rp en tine  and 6 of so ldering flux. In 1963 the number 
of seizures jum ped to 59 and several additional products appeared 
on the list. T hese included w ater repellants, drain  cleaners, model 
engine fuel, and floor cleaners. The 1964 to ta l of 538 seizures in
cluded 504 seizures of X-33 w ater repellant. T he X-33 episode in
volved a product so hazardous that no amount of cautionary labeling 
could m ake it safe for use. U nder the F ederal H azardous Substances 
A ct, as am ended in N ovem ber 1966, th is product has now been 
banned by the Com m issioner of Food and D rugs. U nder th e  1966 
am endm ents, such action is based on a finding th a t, regard less of 
labeling, the  hazard  involved is so g rea t th a t the public health  and 
safe ty  can be served only by keeping such a p roduct off the market.

D u rin g  the  years 1965 th ro ug h  1967, there  were a to ta l of 316 
seizures. Included in the to ta l w ere several special problem s such as 
m isbranded firew orks and flam m able rag  dolls. H ow ever, the yearly  
to ta ls  con tinued to  include consum er household item s such as paints, 
th inners, ligh ter fluid, clean ing com pounds and household repair 
and care products.

In  fiscal year 1966 there  w ere 6 recalls of hazardous su b s ta n c e s ; 
and in fiscal 1967 there  w ere 16. M ost of these recalls w ere for m is
brand ing . In  fiscal year 1968 there  were 9 recalls. A m ong the  p rod 
ucts involved were flammable and explosive oven cleaners, a rust stain
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rem over w ith  inadequate w arnings, a w indshield de-icer packaged 
in over-pressurized cans, a stain  rem over and polish, bo th  of w hich 
carried inadequate w a rn in g s ; and ch ild ren’s toys con tain ing  methanol 
or m ethyl alcohol.

T hese sta tis tics  show th a t indu stry  continues to have som e prob
lems w ith  com pliance. B u t the problem s could have been far greater 
had no t steps been taken to  acquain t in du stry  w ith  the requirem ents. 
In d u s try  guidance has come from  the  in du stry  itself, th ro ug h  its 
trade associations, and from  FD A . You all are aware, of course, of 
the excellent labeling guides prepared by the  N ational P a in t, V a r
nish and L acquer A ssociation, the Chem ical Specialty M anufac
tu re rs  A ssociation and the M anufactu ring  C hem ists A ssociation. 
T hese labeling guides represen t an o u ts tan d in g  exam ple of self
regula tion  by an industry . T he  associations recognized in som e cases 
even before the F ederal H azardous S ubstances A ct w as enacted th a t 
th e ir m em bers, while generally  w illing  to  properly  label th e ir p rod
ucts, w ere very  m uch in need of guidance.

The Spirit of the Law
Before closing I w ould like to  leave w ith  you one fu rther though t. 

W e have talked  here about com pliance w ith  the law. By th a t usually  
is m eant com pliance w ith  the le tte r of the law. Sem inars such as 
th is are designed to prom ote such com pliance. In d u s try  can go 
beyond th is and consider the  sp irit of the law w ith  its larger social 
obligations. In  our m odern society, private  en terp rise is being called 
upon m ore and m ore to  share w ith  governm ent responsib ility  for 
solving the  g rea t social problem s.

New products go on the m arket at such a rapid  ra te  th a t the 
possibility  alw ays exists th a t a substance too hazardous for public 
use m igh t un in ten tionally  be m ade available. F D A  now, of course, 
m ay ban such a p roduct regardless of labeling, bu t th is is equ ivalent 
to closing the barn  door after the horse has run away. In  th is 
regard , labeling w hich m eets the le tte r of the law  does no t change 
the  danger inheren t in a hazardous substance. T herefore, you m ight 
w an t to  consider such th ings as safety closures on certain  products, 
or som e type of lim ited flow closure so th a t the to ta l con ten t of a 
con tainer will no t be readily  accessible.

R ecently , several d rug  chains began p lacing safe ty  closures on 
all bo ttles of tab le ts  and capsules. T his is no t required  by the  Fed-
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eral Food, D ru g  and Cosm etic A ct b u t is definitely in the public 
in te re s t; and it is a prim e exam ple of action taken in the  sp irit of 
the law. As you know , m any com panies regu larly  place public 
service ads in m agazines. T w o trade associations, the  N ational 
A gricu ltu ra l Chem icals A ssociation and the  A nim al H ea lth  In s titu te  
have recen tly  adopted eye-catch ing sym bols cau tion ing  users of th e ir 
p roducts to observe label d irections and are using  these in com m uni
cations, packaging and prom otional m aterials. T here  is no requ ire
m ent e ither in the F ederal Insecticide, Fungicide and Rodenticide Act 
or the Federal Food, D rug and Cosmetic A ct to have such rem inders 
for pesticides or veterinär}- drugs and m edicated feeds. B u t educa
tion of users of such products is view ed as a social obligation. And, 
looking a t it pu rely  from  a business standpoin t, it could be th a t th is 
kind of public service enhances the  saleab ility  of products. Con
sum ers are quick to recognize and respond to  action taken voluntarily 
in th e ir in terest. [The End]

Revised Prescription Drug Advertising Regulations Issued by FDA
P rescrip tion  drug  advertising  th a t is tru thfu l, fairly  balanced, and 

inform ative is the them e of the final prescrip tion  d rug  advertisem ent 
regulations issued by the Food and D rug  A dm inistra tion  to revise and 
clarify its regula tions published in June, 1968. T he revisions, w hich set 
fo rth  guidelines for the type of inform ation th a t m ust be included in 
d rug  ad vertisin g  and the  advertising  practices th a t m ust be avoided w ith 
prescrip tion  drugs, are the resu lt of objections filed by the P harm aceu 
tical M anufacturers A ssociation to  the regula tions issued in 1968.

T he revised regulations require d rug  m anufactu rers to include in
form ation in advertisem en ts using radio, telephone and television 
com m unications on a d rug 's  m ajor side effects and contraindications.
If the m anufactu rer does not also adequately dissem inate the FD A  
approved package labeling of the d rug  in connection w ith the broad
cast presentation, then a brief summary of all necessary information related 
to side effects and contraindications must be included in the presentation.

In  addition to tw en ty  prohibited practices which would m ake an ad 
false, lacking in fair balance, or otherw ise m isleading, the regulations 
include th irteen  o ther practices th a t could result in a violation of the 
F ederal Food, D ru g  and Cosm etic Act.

U nder the  revised regulations, a pa rticu lar d rug  advertisem ent could 
include a  prohib ited  practice if p rior w ritten  approval is obtained from  
the FD A .

Reg. § l.lOSe, CCH F ood D r u g  C o s m e t i c  L a w  R e p o r t s  fl 9922.
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How to Label Products 
Under the

Fair Packaging and Labeling Act
By F. DALLAS SPARRE

Mr. Sparre Is Associated with E. I. du Pont de 
Nemours and Company, Wilmington, Delaware.

T h e  f a i r  p a c k a g i n g  a n d  l a b e l i n g  a c t  ( f p l a )—
Public Law  89-755— was approved N ovem ber 3, 1966, and became 

effective Ju ly  1, 1967. H ow ever, T he S ecretaries of H ea lth , E du ca
tion and W elfare  (H E W ) and Com m erce and the  F ederal T rad e  
Com m ission (F T C ) had to  prom ulgate  regula tions before there  was 
an y th in g  to  com ply w ith , so effective dates vary  from  D ecem ber 
31, 1967, to July 1, 1969, depending on the consumer commodity specified.

C ongress declared the purpose of the  A ct— nicknam ed from  the 
early  days, am ong o ther titles, as “T ru th -in -P ack ag in g ”—to be th a t 
packages and th e ir labels should enable consum ers to  ob ta in  accurate 
in form ation as to  the q u an tity  of the con ten ts and should facilita te  
value com parisons. T he A ct is on the books, certain  regula tions 
have been published in final form  ; and we now  exam ine w h at m ust 
be done to  labels to  have them  com ply.

You will no t ord inarily  be able to p repare a com plying label 
for a consum er com m odity or be fully aw are of exem ptions and spe
cial situations solely from  the in form ation contained in th is paper. 
You should w rite  to  the  enforcing agencies for a copy of the  law  and 
th e ir respective regula tions and request each th a t you be placed on 
th e ir m ailing list to  receive new and am ended requirem ents. (Y ou 
will also need a tape m easure or flexible ru ler g radu ated  in six 
teen ths of an inch.)

T he A ct covers consum er com m odities in in te rsta te  com m erce 
w hether packaged or m erely labeled and defines them  as any food,
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drug, device, or cosm etic (as they  are defined in the F ederal Food, 
D ru g  and Cosm etic A ct) and any o ther article, product, or commodity 
of any  kind or class w hich is custom arily  produced or d istribu ted  
for sale th ro ug h  retail sales agencies or in strum enta lities for con
sum ption by individuals, or use by  individuals for purposes of per
sonal care or in the  perform ance of services o rd inarily  rendered 
w ith in  th e  household, and w hich usually  are consum ed or expended 
in the  course of such consum ption or use. A rticles expressly exem pt 
include: (1) any m eat or m eat p roduct, poultry  or po u ltry  product, 
tobacco or tobacco product, (2) any com m odity sub ject to  the  F ed 
eral Insecticide, Fungicide, and R odenticide A ct or the  V irus-Serum - 
T oxin A ct, (3) any d rug  sub jec t to  section 503 (b) (1) or 506 of the  
F ederal Food, D ru g  and Cosm etic A ct, (4) any  beverage sub jec t to  
the  F ederal A lcohol A dm in istra tion  A ct, or (5) any  com m odity sub
jec t to  the F ederal Seed Act.

“ P ackag e” m eans any con tainer or w rapper in w hich any con
sum er com m odity is enclosed for use in delivery or display to  reta il 
pu rchasers bu t does no t include shipp ing  containers or w rapp ings 
used solely for tran sp o rt to  non-consum ers or to w rapp ings used by 
re ta ilers to  deliver a com m odity to  re ta il custom ers. Com m odities in 
standard ized  berry  and fru it baskets are exem pt. Included in con
sum er com m odities th a t are no t packaged b u t are m erely labeled 
w ould be item s such as broom s and tools.

T he A ct required  th a t the  com m odity bear a label specify ing the 
id en tity  of the  com m odity and the nam e and place of business of 
the m anufactu rer, packer, or d is tr ib u to r ; th e  ne t q u an tity  of con ten ts 
in te rm s of w eigh t, m easure, or num erical count w hich shall be 
separate ly  and accurate ly  s ta ted  in a un iform  location on the p rin 
cipal display p a n e l; th is separate  s ta tem en t is required  to  be in both 
to ta l avoirdupois ounces as well as pounds (w ith  necessary ounces 
or fractions of pounds), if the to ta l q u an tity  is a t least one pound 
b u t less than  four pounds, or in to ta l fluid ounces as well as p in ts 
or q u a rts  if the to ta l q u an tity  is a t least one p in t bu t less th an  one 
gallon. Com m odities sold by linear or area m easure also require dual 
declarations w ith in  sim ilar lim its.

A long stan d in g  requirem ent has been included in th a t the 
declaration  of con ten ts shall be conspicuous, easily legible, and in 
d is tin c t co n tra s t by  typography , layout, color, em bossing, or m old
ing w ith  o ther m atte r on th e  package.
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T he A ct requires th a t the le tters or num erals used in the con
ten t s ta tem en t be in a type size w hich shall be estab lished in re la
tionsh ip to the area of the principal display panel and uniform  for 
all packages of sub stan tia lly  the  sam e size and th a t the lines of 
p rin ted  m a tte r be generally  parallel to  the base on w hich the pack
age rests  as it is designed to be displayed.

Also required  is a sta tem en t of the net q u an tity  of each “serv in g” 
if the label bears any represen ta tion  as to the num ber of serv ings in 
the package.

T he A ct defines a random  package as one of a lot or sh ipm ent 
of the sam e com m odity w ith no fixed w eight p a tte rn  and perm its the 
declaration of q u an tity  (if m ore than  one pound) in term s of pounds 
and decim al fractions.

T he A ct p roh ib its the use of any qualify ing w ords or phrases 
w ith  the con ten ts s ta tem en t which tends to  exaggerate the  am ount 
of com m odity contained in the package bu t does perm it supple
m ental sta tem en ts  in non-deceptive term s elsew here th an  on the 
principal display panel.

T he A ct requires th a t if e ither the S ecretary  of H ealth . E du ca
tion and W elfare  or the F T C  determ ines th a t o ther requirem ents 
are necessary to p reven t deception, the  agency m ay require the  label 
to bear the com m on or usual nam e of the com m odity and if it con
tains tw o or m ore ingredients, the com m on or usual nam e of each 
such ingredient, bu t they  cannot require divulgence of trade  secrets.

T he Secretary  of Com m erce is au thorized to determ ine w hether 
there is undue proliferation of w eigh ts, m easures or quan tities of 
any consumer commodity or comparable consumer com m odities which 
would im pair the reasonable ab ility  of consum ers to  m ake value 
com parisons. If he so determ ines, he m ay request m anufacturers, 
packers, and d istribu to rs  of such com m odities to develop a vo lun
ta ry  s tan dard  for reducing the proliferation . If th is m eets sufficient 
resistance, the  S ecretary  is required to  report to  Congress th a t a 
s tandard  is no t likely to be developed (or a developed stan dard  is 
not being followed) and recom m end am endatory  legislation.

T he th ree  federal agencies involved have issued regulations for 
detailed com pliance w ith  m ost of the aforem entioned requirem ents 
of the A ct and for com plete or lim ited exem ptions for som e com 
m odities. B u t to  our know ledge, neither H E W  nor F T C  have p ro 
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posed regu lations for th ree o ther requirem ents if the agency de ter
mines that more is needed to prevent deception. T hese are (1) estab 
lish and define stan dards for characteriz ing  sizes of packages, such 
as “sm all” , “m edium ", or “ large” ; (2) regulate things, such as “cents- 
off” prom otions; and (3 ) p reven t non-functional-slack-fill.

Regulatory Requirements
W hile the  regula tions issued by H E W  and F T C  are no t iden ti

cal in all respects— prim arily  due to  special features of foods, drugs, 
devices, and cosm etics and the requirem ents of the F ederal Food, 
D ru g  and Cosm etic A ct—-it is reasonable to  suggest th a t if the fol
low ing regu la to ry  requirem ents are adhered to, an acceptable label 
can be prepared.

1. T he principal display panel is th a t surface m ost likely to 
be displayed or exam ined under custom ary  conditions of retail sale. 
I t must be large enough to accommodate all mandatory label informa
tion required to  be on th a t panel w ith  c larity  and conspicuousness, 
unclu ttered  by fancy background designs or crow ding. In  the  case 
of very sm all con tainers a firm ly a ttached  ta g  m ay be used. T he 
label need no t cover the entire  panel of the package, b u t the  area 
of the  package panel itself— not a label patch— m ust be used for 
determ in ing  type size of the q u an tity  sta tem en t. A lte rna te  principal 
display panels frequently  occur because of package in form ation lay 
out and if so, each m ust contain all the required inform ation.

In  the case of a rec tang u lar package, one entire  side can prop
erly  be considered principal, and the area w ould be the  heigh t tim es 
the w idth  of th a t side.

In  the case of a cylindrical or nearly  cylindrical con tainer, the 
area is 40% of the heigh t tim es the circum ference.

In  the  case of any other shaped container, the  area is 40% of 
the  to ta l surface of the container.

In  the  case of a com m odity m ounted on a display card (such 
as b lister pack), the  dim ensions of the  card con stitu te  the  area.

In  determ in ing  area, you m ay exclude tops and bo ttom s and 
flanges at tops and bo ttom s of cans and shoulders and necks of b o t
tles or jars.

2. T he  quan tity  s ta tem en t m ust appear w ith in  the  bottom  
30% of the  principal display panel, generally  parallel to  the base on
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w hich the package rests  and be in characters of a heigh t in relation  
to  the  package panel area as fo llo w s:

not less than 1/16 inch for an area 5 square inches or less; 
not less than y  inch for an area 5 to 25 square inches; 
not less than 3/16 inch for an area 25 to 100 square inches; 
not less than y  inch for an area over 100 square inches ; except 
not less than y2 inch height if the area is more than 400 square

inches.
W here  the  s ta tem en t is blow n, em bossed or m olded in a  glass or 

plastic  surface, increase each charac ter size by 1/16 inch.
L e tte r  heigh ts are for capital le tters, bu t if initial capitals and 

low er case or all low er case are used, the  low er case “o” shall m eet 
the  m inim um  size. F ractions shall equal half the heigh t of the m ain 
characters.

T he q u an tity  s ta tem en t shall be on a plain co n tras tin g  back
ground  separated  above and below by at least the heigh t of the  char
acters used, and by a t least tw ice the w id th  of the  le tte r “N ” of the 
characters used to  e ither side from  any o ther p rin ted  m atte r on the 
label.

T he characters m ay no t be m ore th an  th ree  tim es as high as they  
are wide. T he requirem ent th a t the characters be in bold type refers 
to  conspicuous display and not a p rin tin g  trade designation of type 
face. T he q u an tity  s ta tem en t m ay not be qualified by exaggerated  
sta tem en ts , such as “w hen packed,” “m in im um ,” “g ian t gallon,” “full 
q u a rt,” or term s of sim ilar im port. H ow ever, it m ay be supplem ented 
in non-deceptive te rm s on ano ther panel. D ual declarations w hen 
required , m etric  equ ivalents, dilu tion directions, and sim ilar s ta te 
m ents are no t considered supplem ental declarations.

3. T he q u an tity  s ta tem en t shall be expressed in term s of 
the avoirdupois pound and ounce for “net w eigh t,” and this term  must 
be used w ith  the sta tem en t. S ta tem en ts of fluid m easure shall be in 
term s of the U. S. gallon and the pint, quart, and fluid ounce sub
divisions th e reo f; and it is not m andato ry  to  use the term  “ N et Con
te n ts .” E xcep t in the case of petro leum  products for w hich the  dec
lara tion  shall be by volum e a t 60°F., the q u an tity  shall be expressed 
a t 68°F. S ta tem en ts of linear m easure shall be in term s of yards, 
feet, and inches. S ta tem en ts of d ry  m easure shall be in term s of the 
U. S. bushel and the peck, dry quart, and dry p in t subdivisions th e re 
of. S ta tem en ts of cubic m easure shall be in term s of the cubic yard,
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cubic foot, and cubic inch. Specified abbrev iations of these term s are 
perm itted .

T he sta tem en t shall, as alw ays, be m ade in term s of the la rg est 
whole un it w ith  any excess in term s of the  nex t sm aller unit. W here  
com m on fractions are used, th ey  shall be reduced to  th e ir low est 
term s in halves, quarters, eighths, six teen ths and th irty-seconds. 
D ecim al fractions m ay be used b u t shall no t be carried ou t to  m ore 
th an  tw o decim al places.

4. T he sta tem en t of q u an tity  shall accurately  reveal the 
q u an tity  of com m odity in the  con ta iner exclusive of w rappers ex
cept that labels for self-pressurised containers shall declare the quantity 
that will be expelled when the directions for use are followed. The pro
pellant is included in the quantity statement which shall be by net weight.

V aria tions from  the  s ta ted  qu an tity  shall be perm itted  w hen 
caused by unavoidable deviations in w eighing, m easuring , or cou n t
ing  which occur in good m anu fac tu ring  practices, b u t such variations 
shall not be perm itted  to such an ex ten t th a t the  average of the 
quantities in the  packages com prising  a lo t or sh ipm ent is below the 
s ta ted  quan tity . No unreasonable sho rtages are perm itted  a t any tim e 
and cannot be com pensated for by overages in o ther packages in the 
lot. V aria tions shall no t be unreasonab ly  large.

5. If the  com m odity is in d istinct usable un its m ade up of 
m ore th an  one com ponent or ply, the  q u an tity  s ta tem en t shall— 
in add ition  to the  area m easurem ent of each u n it—sta te  the  num ber 
of usable un its  and the  num ber of ply.

6. If the label bears any rep resen ta tion  as to  the  num ber of 
serv ings, uses or applications, such represen ta tion  shall be augm ented 
— im m ediately in con junction  th erew ith—b y  a s ta tem en t of the  qu an
ti ty  in te rm s of w eigh t, m easure, or count of each such serving. H ow 
ever, com m on term s, such as cupful and tablespoonful, m ay be sub
s titu ted  here.

7. T ran sp a ren t w rappers or con tainers w hich do no t bear 
w ritten , p rin ted  or g raph ic m a tte r ob scuring  any part of the required 
label in form ation are exem pt from  the  m ark ing  requirem ents. A 
con tainer sold in an ou ter w rapper or box w hich is m arked to  com 
ply fully w ith  the  requirem en ts does not have to meet type sise or place
ment provisions.
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8. A specification of iden tity  shall appear as a principal fea
tu re  of the principal display panel and be so placed in large type as 
to  be easily read  and understood. I t  shall also be in lines generally  
parallel to  the  display base.

T erm s used shall be e ither a nam e specified by any applicable 
F ederal law  or regulation , the  com m on or usual nam e of the  com 
m odity, a generic nam e, or ano ther app ropria te ly  descrip tive term , 
such as a term  w hich includes a s ta tem en t of function. Ing red ien ts  
or com ponents w hich are no t p resen t in sub stan tia l or significantly  
effective am ounts m ay no t be m entioned in the  id en tity  sta tem en t.

9. T he nam e and place of business of the  m anufacturer, 
packer, or d is trib u to r m ust appear conspicuously som ew here on the 
la b e l; and if the nam e is no t th a t of the m anufac tu rer, it m ust be 
qualified by a phrase w hich reveals th a t person’s connection w ith  the 
com m odity. T erm s, such as “M anufactured  for,” “ Packed for,” “ D is
trib u ted  by ,” are acceptable.

In  the case of a corporation , the  nam e shall be the  actual co r
porate nam e— divisional designations m ay be included. In the  case 
of an individual, partn ersh ip , or association, you m ust use the nam e 
under w hich the  business is conducted.

T he place of business shall include city, sta te , and zip code. T he 
s tree t address m ust also appear if it is no t available in a cu rren t city 
d irectory  or telephone directory.

U nless such sta tem en t w ould be m isleading, the  address m ay be 
the principal place of business ra th e r than  a specific m anufacturing , 
packing, or d is trib u tin g  point.

10. W ith  respect to  ingred ien t declarations on food labels, 
the  regu la tions for the  Federal Food, D ru g  and Cosm etic A ct are 
augm ented  by a requirem ent th a t in the case of fabricated  foods or 
m ix tures a qu an tita tiv e  declaration  shall be required  for certa in  ex
pensive ingred ien ts if necessary to  avoid crea tin g  the im pression th a t 
m ore is p resen t th an  is really there.

Other Details
M any requests have been m ade to  H E W  and F T C  for com plete 

or partia l exem ption from  the  labeling  requirem ents of the act and 
regu lations and a num ber have been g ran ted . T he usual partia l ex 
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em ption request has to  do w ith  dual declaration, type size, and the 
bo ttom  30% of the m ain panel. T hese have been g ran ted  for an ti
freeze, coffee, b u tte r, milk, w heat flour p roducts, and a num ber of 
o thers. Ice cream  and sim ilar frozen products are exem pt from  dual 
declaration , and they  may use the terms p in t and y2 gallon instead 
of 8 oz. and 64 oz.

F T C  has declared a large num ber of commodities to be covered 
by the  A ct follow ing requests for full exem ption bu t has indicated 
they would be inclined to rule favorably on requests for partial exemptions.

Don’t forget that the various state and municipal weights and meas
ures law s are still in effect for in te rs ta te  products to the ex ten t their 
requ irem en ts do not differ from  the  F ederal requirem ents. F or in tra 
sta te  consum er com m odities and all non-consum er com m odities they  
are fully effective. T he National Conference of W eights and Measures, 
a t its annual meeting in June, 1968, adopted revised model regulations 
substantially conforming to Federal requirem ents; and you may expect 
these to be adopted fairly rapid ly  by the sta tes and m unicipalities.

The N ational B ureau of S tan dards of the D ep artm ent of Com 
m erce has been ho ld ing inform al m eetings w ith  various industry  
segm ents in an a ttem p t to  begin correc tin g  areas w here th ere  seem s 
to  be undue proliferation  in packages of the sam e class of com m odity. 
T o date, we are aw are only of inform al ten ta tive  agreem ents to  re
duce th e  num ber of package sizes. W e believe no one has ye t found 
it necessary to  go th ro ug h  the entire  vo lu n tary  s tandard iza tion  p ro 
cedures. Com m odities in process of “dep ro lifera tion” so far include 
too thpaste , salad oils, pow dered coffee, som e detergen ts, and cereals.

As a final w rinkle, the In te rna l R evenue Service, Alcohol and 
Tobacco T ax  D ivision, has ruled th a t denatu red  spirits (no t booze) 
are to  com ply w ith  F P L A .

In  the tim e a llo tted  we have no t tried  to cover every detail 
spelled ou t or im plied in the regulations. W e believe we have cov
ered the  im p ortan t item s and indicated  the range of details. I t  is 
stron g ly  recom m ended th a t you consult trade  association bu lle tin s 
and w ith  counsel and in du stry  associates before re leasing  final label
copy. [The End]
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FHSA:
Requirements and Exemptions

By DALE C. MILLER
Mr. Miller Is the Assistant to the Director in the Division of 
Case Guidance, Bureau of Regulatory Compliance, FDA.

Ba s i c a l l y , t h e  f e d e r a l  h a z a r d o u s  s u b s t a n c e s
A C T  (F H S A ) applies to containers intended or packaged in a 

form  suitable for use in the household or by children. T his is quite 
a  broad definition and som e fu rth e r exp lanation  is probably  necessary  
in order to  clarify its m eaning. A ccord ing to our regula tions (Sec
tion  191.1(c)), “H azardous substances in tended or packaged in a 
form  suitable for use in the  household m eans any hazardous su b 
stance th a t under custom ary  or reasonably foreseeable conditions of 
purchase, sto rage or use m ay be b rou gh t in to or around a house, 
apartm en t, or o ther place w here people dwell or in or around any 
re la ted  bu ild ing  or shed, including bu t no t lim ited to  a garage, car
port, barn  or sto rage  shed.” In  our opinion, th is includes farm s, 
apartm en ts, and schools. I t  does no t include substances taken into 
a household by a servicem an or a repairm an, nor does it include in
du stria l articles th a t m ay be m isappropria ted  by a w orker for his 
ow n use. If th ere  is any doub t about the availab ility  of your p roduct 
for sale to  householders, we believe th a t th e  question should be re
solved in favor of the  public by app ly ing  app ropria te  cau tionary  
labeling.

T here are also circum stances w here it m ay be advisable to  label 
large  con tainers of substances, even though  they  are obviously no t 
in tended for household use. F o r exam ple, a 55 gallon drum  of a 
hazardous d ry  clean ing solvent w ould no t norm ally be regarded as 
a  household item , b u t w here such containers m ay be sold for repack
ing or for use as a com ponent of a m ix tu re  for household use, we 
believe it w ould be p ruden t to  apply cau tionary  in fo rm atio n ; th is 
w ould serve no t only as a w arn ing  for the  individuals doing the
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repacking or form ulating , b u t w ould also provide them  w ith  labeling 
th a t w ould be app ropria te  for the  repackaged product, or a t least 
helpful to them  in devising app ropria te  cau tionary  labeling  for the 
new  m ixture.

I m entioned th a t the  A ct applies to  hazardous substances in 
tended for use in or around the  household. H ow ever, th ere  are som e 
exceptions.

Q uite  often there  are substances or m ix tures of substances th a t 
are toxic, irritan t, flam m able, or possess o ther hazardous properties, 
b u t are no t required  to  bear w arn ing  sta tem en ts  under th is  Act. 
These, of course, are th e  exem pted articles and fall in to  tw o ca te
g o ries : those exem pted by the statute, and those exem pted by the 
regulations. Based on the  num ber of inquiries received over the  years, 
considerable confusion seem s to  exist, so le t us take a  look a t those 
exem ptions, s ta r tin g  w ith  those in the s ta tu te .

Exemptions in the Statute
Section 2 ( f) (2 )  s ta tes  “T he te rm  ‘hazardous sub stance’ shall 

n o t apply to  econom ic poisons sub ject to  the  F ederal Insecticide, 
Fungicide and R odenticide A ct.” T h is  is clear enough w ith  respect 
to  insecticides, fungicides and rodenticides, b u t it also includes some 
o ther classes of p roducts th a t are no t so clear. F or exam ple, if a 
con ta iner of a hazardous household product bears d irections for use 
only as a bleach, or room  deodoran t, or cleanser, it is sub ject to  con
sideration  under the F ederal H azardous Substances Act, b u t if the 
sam e product bears label d irections for use as a “ d isin fec tan t” or 
“san itizer,” it m ust be reg istered  and approved by the United States 
Department of Agriculture under the F ederal Insecticide, Fungicide 
and R odenticide Act and is exem pt from  the F H S A . T he sam e th in g  
is true  w ith respect to  a can of pain t sold w ith  claim s th a t it will 
p reven t m ildew, or kill insects, or keep barnacles and seaw eed off a 
sh ip ’s bottom . Or. in the case of a p roduct th a t is dum ped dowm the 
drain, if it m erely cleans ou t the plum bing, it falls under the  F H S A , 
b u t if it is claim ed to  kill roots, it is exem pt and sub ject to  the  F ed 
eral Insecticide. Fungicide and Rodenticide Act. T h a t A ct also re
quires cau tionary  labeling b u t differs from  the  F H S A  in th a t specific 
approval of a label is required , w hereas under the  F H S A  the respons
ib ility  for m eeting  the requirem en ts of the law  rests  w ith  the  sponsor 
of an article.

Also exem pted from  coverage un der the F H S A  are “foods, drugs 
and cosm etics sub ject to  the  Food, D ru g  and Cosm etic A ct.”
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M ore and m ore d rug  and cosm etic products, and even foods, are 
being  sold in p ressurized containers. W e all know  th a t these possess 
a degree of hazard, and Section 191.110' of the hazardous substances 
regu la tions specifies an app ropria te  w arning . B u t w h at about hair 
sprays, cans of shave foam lather, or even cans of w hipped cream  ? 
Do they  no t have the pressure hazard  (and possibly o ther hazards) 
also? Y et, since these are sub ject to the Food, D rug  and Cosm etic 
Act, they  are no t required  to  bear a p ressure w arning . Bills have 
been before C ongress w hich w ould am end the  law  to require cau
tion ary  labeling on hazardous articles sub ject to  the  Food, D ru g  and 
Cosm etic A ct, b u t un til som e such am endm ent is passed, we cannot 
insist on w arn ings except in certain  specific cases, such as “D is
pensers P ressu rized  by G aseous P ropellan ts for D rugs for E x te rn a l 
U se” (Section 131.15). W e do, how ever, urge th a t the  m anufacturers 
and d istribu to rs  vo lu n tarily  use a w arn ing  in the public in te rest and 
a good m any firms do so.

T he law  also exem pts “ substances in tended for use as fuels 
w hen sto red  in containers and used in the heating , cooking, or re fr ig 
era tion  system  of a house,” as well as “any source m aterial, special 
nuclear m ateria l or by-product m aterial as defined in the  A tom ic 
E nergy  A ct of 1954.” I don’t believe there  is m uch confusion about 
these  exem ptions so I ’ll m ove on.

Exemptions in the Regulations
So m uch for the exem ptions in the Act. Now le t’s look a t the 

exem ptions in the regulations. T hese exem ptions are listed in Sec
tion  191.63 of the  regu la tions and som e 35 or 40 have been gran ted . 
I t  m igh t be w orth  w hile to  look at a few of them  to see the  basis 
for th e m :

M atches, paper item s, th read  and tw ine, etc., are probably 
all “flam m able” or “extrem ely  flam m able” b u t th is is such com 
m on know ledge th a t a w arn ing  would serve little or no useful 
purpose. (Section 191.63(a) (2) (3) and (4 )).

T he ink in ballpoin t pens is som etim es very toxic and could 
cause in ju ry  if ingested , bu t because of the construction  of ball
po in t pens, ingestion is very  unlikely (Section 191.63(a)(7)).

P orous tip  ink-m arking devices often contain over 10% 
xylene and according to  the  regula tions they  should, therefore, 
bear ingestion  and hazardous vapor w arnings. B u t if the xylene 
is all absorbed in to a porous m aterial and can only come o u t
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th ro ug h  the  tip, th ere  is no ingestion hazard. F u rth er, the 
am ount of xylene in each pen is so sm all th a t even if it all 
evaporated into the air at one time, it is not likely that a harmful 
level of vapor w ould be reached (Section 191 .63(a)(9)).

C ertain  asphalt em ulsion adhesives contain m ore than  4 °/c 
by w eigh t of m ethyl alcohol and according to  the regulations 
would need special labeling unless exem pted. M ost of the ad
verse hum an experience w ith  m ethyl alcohol has resu lted  from  
drink ing  potable form s of the  chem ical. Ingestion  of enough 
black sticky  adhesive to  ob tain  a harm ful am ount of m ethyl al
cohol is extrem ely  rem ote, a t best, so an exem ption regard ing  
ingestion was granted, but the label w as required  to  bear some 
cau tionary  sta tem en ts  as to  adequate ven tila tion  (Section 191.63- 
(a ) (34 )).'

O ccasionally  certain  types of p roducts are sold in the  form 
of a kit con ta in ing  tw o or m ore containers of hazardous sub
stances. L ite ra lly  in terp re ted , the A ct w ould require th a t the 
ou ter carton  bear several w arnings, one for each con tainer of a 
hazardous substance in the  kit. H ow ever, we received requests 
to  g ran t an exem ption th a t w ould perm it a single w arn ing  call
ing a tten tion  to  the fact th a t the  k it con tains certain  hazardous 
chem icals and th a t the w arn ings on the  individual con tainers 
should be carefully  read. T his w as a reasonable request and the 
exem ption w as g ran ted  (Section 191.63(a ) (25) ).
T hese  few exam ples m ay give you som e idea of the  types of 

exem ption th a t are possible. B u t before leav ing th is sub ject, I w ish 
to  em phasize th a t m ost of the exem ptions g ran ted  have one or m ore 
conditions th a t m ust be m et. T hen , anyone w ho has a p roduct m eet
ing the conditions of the exem ption may take advantage of it, not 
ju s t the petitioner. A nd you don 't have to  have a lawyer to ask for 
an exem ption, a lthough  an experienced one can be very  helpful.

T he nex t question m ay be how  one goes about g e ttin g  an ex
em ption. R egard ing  th is. Section 3(c) of the A ct s ta te s :
I f  the S ecre tary  finds tha t, because of the size of the package involved or 
because of the m inor hazard  presented  by the  substance contained therein, or 
for o ther good and sufficient reasons, full com pliance w ith the labeling require
m ents otherw ise applicable under th is A ct is im practicable o r is not necessary 
for the adequate protection  of the public health  and safety, the Secre tary  shall 
promulgate regula tions exem pting such substances from  these requirem ents to 
the ex ten t he determ ines to be consisten t w ith adequate protec tion  of the 
public health  and safety.
FHSA : REQUIREM ENTS AND EXEM PTIONS PAGE 2 8 9



Section 191.1(f) of the  regula tions specifically provides for con
sideration  for exem ption of toxic substances in the L D /5 0  range of 
500 m g to 5 gm  per kilo of body w eigh t of tes t anim als, w hen, be
cause of the physical form  of the  substance, the size or closure of 
the container, hum an experience w ith  the substance, or o ther re le
van t factors, it can be show n th a t the s ta tu to ry  labeling is in whole 
or in p a rt no t necessary. S im ilar consideration  will be afforded 
substances w hich are irritan t, corrosive, flam m able, stron g ly  sensi
tizing , or th a t generate  pressure.

You should request an exem ption by a petition , w hich m ay be 
in the form of a le tte r d irected to the Com m issioner of Food and 
D rugs. W ith o u t full inform ation about your product it is difficult to 
be entire ly  specific as to  ju s t w hat in form ation should be subm itted  
in the petition . G enerally speaking, how ever, we w ould suggest th a t 
any petition  include the follow ing item s :

(1 ) The complete quantitative formula (percentage by weight) 
of the product and a brief descrip tion of the m ethod of m anu
facture. (F o rm ula  inform ation is held strictly confidential.) Each 
ingred ien t should be designated  by its chem ical nam e ( trade 
names are not sufficiently in form ative).

(2) Com plete labeling now applied and th a t in tended to be 
applied if th e  exem ption is g ran ted . T his should include all 
collateral labeling w hich w ould include directions for use. L abels 
subm itted  should include all sizes for w hich exem ption is re
quested . Include a brief descrip tion of the  package.

(3) Com plete toxicological reports  of te s ts  on anim als. If 
such data  are not available on the  finished product, you m ay 
subm it toxicological inform ation on the  ingredients. If pu b 
lished da ta  are involved, rep rin ts should be subm itted  w here the 
particu lar publications are no t generally  available.

(4) P hysical data. Specific g rav ity , flam m ability, viscosity, 
and pH  of the  substance (if w ater soluble) at a given concen
tra tion .

(5) H um an experience. Include a description of any  diffi
culties your em ployees have experienced and a complete listing 
or sum m ary of in ju ry  com plain ts received from  users of the 
product. A ny data from  controlled hum an experience should be 
included.

(6 ) Sam ples. Sam ples should be subm itted  w hen the  size, 
form  or construction  of the  con tainer or the type of closure is
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an im p ortan t p a r t of the  petition . E m p ty  con tainers m ay be 
sub m itted  for labeling. Physical sam ples of the  product should 
accom pany the  petition  w hen the  physical s ta te  of the  product 
is an im p ortan t consideration.

(7) A summary outlining the reasons why you believe the par
ticu lar exem ption you request should be gran ted .
W e realize th a t all of the listed item s m ay no t be appropria te  

for every product for w hich an exem ption is requested  and we can 
visualize s itua tions w here som e of the  tox ic ity  data, for exam ple, 
m ight no t be a necessary  factor in the  evaluation of a particu lar 
substance. P erh aps the  best w ay to  proceed w ould be to  supply 
in form ation under each head ing w here it is available and s ta te  w hy 
you are no t supply ing  the o ther inform ation. T hen , if on evaluation 
of your petition  we conclude th a t som e additional in form ation is 
needed, we will p rom ptly  no tify  you.

W hen  a final decision has been m ade on your request, e ither a 
regula tion  g ran tin g  the  exem ption will be published in the  Federal 
Register and you will be so notified, or you will be advised th a t your 
request has been denied.

L e t’s take a look a t w hat type of cau tionary  in form ation m ust 
be on  the  label of household products sub jec t to  the F H S A . T he 
requirem ents, in general, are all specified in Section 2 ( p ) ( l )  of the 
A ct, b u t le t’s take a look a t them  one by  one.

Label Requirements
As an exam ple, le t’s take a com m on household product, a liquid 

bleach con tain ing  about 5% Sodium  H ypochlo rite  (A s I m entioned 
earlier, th is could be sub ject to the F ederal Insecticide, Fungicide 
and R odenticide A ct if it bears d isin fectan t or san itizer claim s, so 
w e’ll assum e it is labeled only as a bleach).

SIG N A L  W O R D  ( 2 (p ) ( l ) ( C )  or ( D ) ) :  B ecause the only haz
ard involved w ith  th is  type of bleach is th a t it is an “ ir r i ta n t” , the 
signal w ord “C A U T IO N ” or “W A R N IN G ” m ay be used. As a gen
eral rule one or the o ther of these signal w ords (the A ct gives a 
choice) is acceptable for substances th a t are toxic, flam mable, irri
tan t, s tron g  sensitizers or p ressure gen era tin g  substances ; for highly 
toxic, extrem ely  flam m able or corrosive substances, “D A N G E R ” 
m ust be used. H igh ly  toxic substances m ust also bear the  w ord 
“ P O IS O N ” and the skull and crossbones.
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H ow ever, there  are som e exceptions to the foregoing. T he w ord 
“P O IS O N ” (w ithou t the skull and crossbones) is required  on the 
12 caustic substances form erly  sub ject to  the  F ederal C austic Poison 
A ct, instead of a signal w ord (Section 191.109). Also, Section 
191.7(b) specifies special labeling for M ethyl Alcohol, certa in  pe tro 
leum  distilla tes, carbon te trach loride , tu rp en tine  and ethylene and 
diethylene glycols.

T he signal w ord m ust be p rin ted  in capital le tte rs, m ust appear 
on the  m ain panel or panels and should be in 18 po in t type, unless 
the  label space is too sm all, in w hich case it m ay be reduced. I ’ll 
say m ore about type size and conspicuousness a little  later.

ST A T E M E N T  O F P R IN C IP A L  H A ZA R D  OR H A ZA R D S
(2 ( p ) ( 1) ( E ) ) : In  th is case, th e re ’s only one: “ IR R IT A N T ” ; b u t for 
some products, depending on the com position, there  m ay be tw o or 
more, including statements such as FL A M M A B L E , V A P O R  H A R M 
F U L , C A U SE S B U R N S, H A R M F U L  O R  F A T A L  IF  S W A L 
L O W E D . or sim ilar w ord ing  descrip tive of the hazards. T hese s ta te 
m ents should also be on the m ain panel (s) , in capital le tte rs  and 
should be in 12 po in t type unless available label space is too  sm all.

T he rest of the cau tionary  labeling m ay also be on the  fron t 
panel, bu t it does no t have to be. T he balance m ay be on a side or 
rea r panel, provided the  label calls the  reader’s a tten tion  to  th is fact. 
A sta tem en t such as “ Read carefully  cautions on back panel” w ould 
do. The rear or side panel cau tionary  in form ation should be prin ted  
in 10 po in t type unless the available label space is too sm all, in w hich 
case it m ay be reduced, bu t it should be no sm aller than  the  rest 
of the type on the  panel. T he in form ation should be p rin ted  “to 
g e th e r” w ith o u t in terven ing  prin ted  or graphic m atte r and should 
be m ade conspicuous, no t hidden. If th is cannot be done by  app ro 
pria te  typography , the in form ation should be w ith in  a borderline.

N A M E OF H A Z A R D O U S IN G R E D IE N T (S ) ( 2 (p ) ( l )  ( B ) ) :
T his in form ation is indispensable w hen there  has been an accident 
and enables the physician to s ta r t any necessary trea tm en t prom ptly , 
w ith o u t hav ing  to  w aste valuable tim e try in g  to  find ou t w h at is in 
the product. I t  should, therefore, be as specific as possible, keeping 
in m ind its purpose. If a p roduct contains perchloroethylene, it 
should be declared as “perch loroethy lene” and no t “organic so lven ts” 
or “chlorinated  solven ts,” as we have seen on a num ber of labels.

IN ST R U C T IO N S FO R SP E C IA L  H A N D L IN G  OR ST O R 
AG E (2 (p ) ( 1 ) ( I ) ) : T h is m ay no t alw ays be necessary, b u t in the
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case of our bleach we believe it is, and recom m end the s ta tem en t, 
“Do not m ix w ith  acids or o ther household chem icals.” W e believe 
th is s ta tem en t is necessary because w hen hypochlorite  bleach is 
m ixed w ith  acid, dangerous chlorine gas is liberated. O ther chem i
cals, such as certa in  types of de tergen ts, and am m onia, are also 
know n to cause sim ilar reactions, and we have had a num ber of 
reports  of in ju ry  and com plaints.

O ther exam ples are “K eep aw ay from  heat and open flam e,’'  
“ Do not allow  w ater to get in to con ta iner” and the  like.

PR E C A U T IO N A R Y  M E A SU R E S TO BE F O L L O W E D  (2 (p )-
( 1 ) ( F ) ) :  “Avoid con tact w ith  skin, eyes and o ther m ucous m em 
b ran es” is a s ta tem en t in tended to  supplem ent the s ta tem en t of 
hazard  by se ttin g  forth , briefly, m easures to  be taken  to  avoid in ju ry  
or dam age from  the  sta ted  hazards. A pprop ria te  sta tem en ts  for 
o ther products m igh t be “Avoid b rea th in g  du st,” “ Do not take in 
te rna lly ,” or “U se only in a w ell-ven tilated  area .”

F IR ST  A ID  W H E N  N E C E SSA R Y  OR A P P R O P R IA T E  (2-
(F )(1 )(G ))  : T h is is in tended to  in s tru c t the householder as to  ap p ro 
priate  first aid, should th ere  be an accidental exposure. I t  should 
be sim ple enough for a ra ttled  m other to  be able to  follow, and 
should u tilize th in gs th a t are readily  available in a household—w ater, 
milk, vegetab le oil, fru it juice, bak ing  soda, etc., as app ro pria te . 
Som etim es the  best advice is to  leave all trea tm en t to  the  doctor 
because any treatm ent the m other could give m ight do m ore harm than 
good. F o r exam ple, for low viscosity  petro leum  d istilla tes the first 
aid sta tem en t, “ If sw allow ed do no t induce vom iting. Call physician  
im m ediately .” is required . T o  do som eth ing  th a t m ight induce 
vom iting  could in tu rn  cause a fatal chem ical pneum onitis by caus
ing  som e of the  product to  get in to the  lungs.

K E E P  O U T O F T H E  REA C H  OF C H IL D R E N  (2 (p ) ( 1 ) (J )) r
T his s ta tem en t or a practical equ ivalent is required . If every user o f 
a household product would follow th is rule, there  w ould be very  few 
children in ju red  from  household products.

I m entioned certa in  type sizes earlier, bu t there  is m ore in
volved in proper labeling th an  type size alone. T he regulation  speci
fying type sizes is som ew hat loosely w orded. T his is because it is 
in tended prim arily  as a guide to  assist in terested  persons in m eeting

PAGE 2 9 3 ’FH SA  : REQUIREM ENTS AND EXEM PTIONS



th e  requirem ents of the s ta tu te  th a t the  cau tionary  in form ation be 
s ta ted  conspicuously. As you will recognize, conspicuousness involves 
various factors such as color, sty le and boldness of type, and overall 
label design, in add ition  to  the  he igh t of the le ttering . F o r th is  rea 
son, we prefer to  evaluate the  overall im pact of the cau tionary  s ta te 
m ents, ra th e r th an  to  try  to  set a m inim um  stan dard  based on type 
size alone.

I have seen con tainers w here the signal w ord was in 18 point 
ty pe  b u t w as less conspicuous th an  o ther con tainers w here the  signal 
w ord  w as in sm aller type. F or exam ple, I found th a t the w ord 
D A N G E R  in 18 po in t dark  blue type on a ligh ter blue background , 
o r in red type on a m irror-like reflected background, is not only in
conspicuous. bu t alm ost invisible.

Some tim e ago, we considered a request from  an indu stry  group 
th a t the regu la tions be revised to  set certain  type sizes based on the 
size of the  label fron t panel in square inches. F o r the foregoing rea 
sons, it w as finally decided to  leave the regula tion  unchanged.

T he A ct also calls for the  nam e and place of business of the 
m anufactu rer, packer, d istribu to r, or seller. T here  are no placem ent 
or type size requirem ents in the hazardous substances regula tions 
for th is inform ation. H ow ever, the regula tions prom ulgated  under 
the F air P ackag ing  and L abeling  A ct (16 C F R  Section 500.5) do 
have som e requirem ents.

In  addition  to  appearing  on the labeling of the  im m ediate con
tainer, the required  w arn ings m ust also appear on the ou ter retail 
carton and on any accompanying literature that bears directions for use.

In leaving my topic, I call your attention to Section 191.108 of the 
regula tions w hich s ta te s :
T h e  Com m issioner will offer inform al com m ent on any proposed label and 
accom panying lite ra tu re  involving a hazardous substance if he is furnished 
w ith: (a ) Complete labeling, which may be in draft form, (b) Complete quanti
tative form ula, (c) A dequate clinical, pharm acological, toxicological, physical, 
and chem ical data applicable to the possible hazard of the substance, (d) Any 
other information available that would facilitate preparation of a suitable label, 
such as com plain ts of injuries resu lting  from  the p roduct’s use, o r o ther 
evidence tha t would furnish  hum an-experience data.

W e are alw ays glad to  w ork w ith  you and to help you com ply 
vo luntarily , since th is  is obviously to  our m utual advantage.

[The End]
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Procedural Reforms 
in FDA Hearing Procedures

By WILLIAM R. PENDERGAST

The Following Report W as Delivered Before the Food and Drug Committee, 
Federal Bar Association, April 29, 1969. Mr. Pendergast Is a Member of 
the Condon, McMurray and Pendergast Law Firm, Washington, D. C.

A S P E C IA L  C O M M IT T E E  H A S B E E N  F O R M E D  to consider 
the s ituation  at the  Food and D rug  A dm in istra tion  (F D A ) 

w ith  regard  to its adm in istra tive  hearings and to  propose, w here in
dicated, im provem ents e ither by w ay of regu la to ry  m odification or, 
if necessary, new legislation. Such im provem ents in these procedures 
w ould hopefully achieve the desired resu lt of fair and, a t the  same: 
tim e, m anageable and expeditious hearings.

T he o ther m em bers of our C om m ittee are W alte r  E. Byerley, 
M ichael F. M arkel, V incen t A. K leinfeld, Selm a Levine, H . T hom as 
A ustern , D aniel M arcus, C harles W . W hitm ore, F ran k lin  M. Depew, 
A lan K aplan, and Rodney M unsey.

W e have considered and debated at som e length  m any possible 
techniques rang ing  from  legislative proposals to drastically  revise 
the  entire  s ta tu to ry  setup to  the m ore m undane m atte rs  of how  to 
contro l cross-exam ination  and how to conduct m eaningful p re-hear
ing  conferences.

Problems of Attitude
H ow ever, before I ge t in to the various techniques under consider

ation, there is a preliminary m atte r w hich I should like to  discuss. 
T he m ore I look in to th is situa tion  and the  m ore I consider it, the 
m ore it becom es app aren t th a t the problem s w ith  F D A  ad m in is tra 
tive hearings are no t necessarily  problem s of insufficient procedural 
techniques or too m any procedural techniques bu t are often prob
lem s of a ttitu de . I t  is the  fashion to  describe these procedures as 
fact-finding hearings at the  adm in istra tive  le v e l; th a t the  goal to be
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achieved is a record con tain ing  the  best possible evidence concerning 
w hatever regula tions are a t is su e ; and th a t, therefore, the norm al 
ru les of courtroom  evidence and procedures should no t and are not 
designed to  apply. B u t w hen you get down to the actual conduct of 
such a hearing  you often find th a t the  testim ony and other eviden
tia ry  m aterial is presen ted  in the m ost adversary  a tm osphere possi
ble. W itn esses are presented, no t for the  purpose of p lacing in the 
record  th a t w itn ess’s entire  expertise in the relevan t area, bu t for 
the  purpose of p resen ting  only th a t p a rt of the  w itn ess’s opinions 
w hich support the  p rop on en t’s position. A u thorities in various scien
tific disciplines are often surprised  to find th a t th e ir entire  testim ony 
is no t desired and th a t because of the narrow  area in w hich they  
often  do testify , it becom es im possible to place into the record the 
com plete th in k in g  of these m en relative to the regu la tions in issue. 
A lso, there  very often is a lack of openness as to  w h at is being a t
tem pted. T here is an unw illingness a t the hearing to  face up to 
the  real purpose of these hearings, th a t is, to  lay the entire  evidence 
on the  record. T his unw illingness and th is adversary  a ttitu d e  in the  
actual conduct of the  hearings by  F D A  leads to  a sense of d is tru s t 
and suspicion on the  p a rt of any parties p resen t a t the hearings and 
forces counsel to take an equally adversary  position.

T herefore, no m a tte r  w h at techniques we develop, the hearings 
will continue to  be unnecessarily  adversary  and p ro tracted  unless 
and until all the parties to  these hearings recognize certain  funda
m ental considerations w hich m ust be followed. F irs t of all, the 
a tto rney s w ho bear the burden of proof in these hearings m ust be 
prepared to  be com pletely candid about th e ir p o s itio n s ; about the 
precise fact issues they  believe they  can support and the m anner in 
w hich they  in tend to  support them . T here  m ust be no surprises or 
tricks w hen the hearing  actually  begins. Counsel for parties opposing 
regulations m ust be equally candid w hen th e ir tim e comes. All of 
the a tto rney s and th e ir  clients, w hether in the F D A  or out, m ust be 
w illing  to  recognize these hearings for w hat they  are and not allow 
these proceedings to  degenerate  into a bu tton , bu tton , w ho’s go t the 
b u tton  gam e. If they  will recognize th is and particu larly  if the FD A  
will approach the  actual conduct of these hearings w ith the a ttitu d e  
of encourag ing  experts to a ttend  and p resen t th e ir entire views, then 
a  good deal of the adversary  natu re  of hearings to  date will disap
pear. for there sim ply will no longer be a need for it.

B ut, of course, procedural problem s will no t en tirely  disappear, 
and it wmuld be u top ian  on m y part to  expect th a t all counsel wall
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vo lun tarily  cooperate to the  fullest possible extent. Some procedures 
will alw ays be needed to  control proceedings in a m eaningful m an
ner. T he  problem s also will not go aw ay for the  sim ple reason th a t 
these hearings are now and will continue to  be extrem ely  complex.

In  fact, one of the reasons for adm in istra tive  hearings has a l
w ays been a C ongressional recognition  th a t there  are m atters  w hich 
should be held in some sort of public forum , bu t th a t they  w ere too 
burdensom e for the  cou rt system . F u rth erm ore , as ano ther w rite r 
has po in ted  out, p ro trac ted  adm in istra tive  hearings m ay be inevitable 
in th is  m odern w orld. As he s a id :

Society is m ore com plex, and our realization of its com plexity is m ore 
vivid, w ith  the resu lt th a t it becom es increasingly  difficult to isolate single issues 
ou t of the in terlock ing  web of events and circum stances which shape it.1
T his is certa in ly  the  case today  a t F D A  w hich, as we know, is now 
concerned w ith  reg u la tin g  our en tire  environm ent.

Improved Techniques for Hearings
Therefore, even if we do achieve a g rea te r a ttitu d e  of openness 

in F D A  hearings, im proved techniques of actually  conducting  such 
hearings m ust still be form ulated . U nfo rtun ate ly , they  are no t now 
explicit in F D A  regulations, and a ttem p ts  to  b ring  new ideas into 
hearings on an ad hoc basis have proven unsatisfacto ry . M ost of 
the  suggestions w hich we are cu rren tly  debating  are those which 
will b e tte r con tro l the  actual conduct of hearings and elim inate con
fusion. T he key to  im proving our hearings is to  require disclosure 
by all parties of th e ir  evidence prio r to  the  actual hearing itself. T his 
can be done in a num ber of w ays. D iscovery techniques, w here 
feasible under cu rren t F D A  law, can be u tiliz e d ; p re-hearing  con
ferences can be b rou gh t to  bear by using  them  as vehicles for re 
qu iring  the parties to  concede non-disputable fact is su e s ; and the 
use of w ritten  d irect testim ony subm itted  well before the hearing  
can also be considered.

A well conducted pre-hearing  conference is perhaps the m ost 
sensible, d irect and best so lu tion .2 T his requires th a t, w hen the  first 
p re-hearing  conference is held, all the  a tto rney s are com pletely pre-

1 G ardner, “ Shrink ing  the Big Case,’’ 
16 Administrative Laiv Revieiv 5 (1963).

2 G allagher, “U se of P re-tria l as a 
M eans of O vercom ing U ndue and U n 
necessary Delay in Administrative Hear-

ings,” 12 Administrative Law  Bulletin  
44 (1959-1960); Cox, “A dherence to 
the R ules of Evidence and Federal 
Rules of Civil P rocedure as a M eans 
of E xped iting  P roceedings,” 12 A d 
ministrative Law  Bulletin  5 (1959-1960).
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pared w ith  th e ir cases so th a t they  can discuss all the  issues w ith  
au tho rity . B u t m ost of all, it requires th a t the hearing  exam iner 
him self be com pletely p re p a re d ; th a t he has read and considered 
every th ing  applicable to  the particu lar hearing, and th a t he be in a 
position to  ask the r ig h t questions to  force the a tto rney s to  concede 
th a t w hich they  know  they  must eventually concede, and so that any 
discovery w hich is to  be conducted can be properly  controlled.

To see to  it th a t the exam iner is so prepared, it w ill be neces
sary for the F D A  to appoint the exam iner to  a particu lar hearing  as 
far in advance as possible and th a t he be given specific in struc tions 
to  conduct m eaningful p re-hearing  conferences. T he F D A  will have 
to  g ran t him  the au th o rity  to  cull out, a t the pre-hearing  conference, 
repetitious exhibits, repetitious testim ony  w here th a t is indicated, 
and to  require adm issions of facts from  a tto rney s, even a tto rney s for 
the FD A .

I t  has also been suggested  th a t w hen discovery appears to  be 
necessary after such a p re-hearing  conference, th a t it be provided 
for.3 In  th is connection, I believe th a t under cu rren t s ta tu to ry  law  
it is possible for the  exam iner to  superv ise and require the answ ering  
of requests for adm issions and to  provide for the use of depositions, 
all w ith  the tw in  goals in m ind of elim inating  surprise and narrow 
ing the issues w hich actually  have to  be heard in open hearing. To 
do th is it will be necessary for the agency to  recognize th a t the ex
am iner has the au th o rity  to  exclude from  the  hearing  any party  or 
w itness w ho fails to abide by his orders regard in g  such discovery, 
even if they  be F D A  w itnesses. A nd there  is no reason w hy even a 
g ian t case, such as the  v itam in  hearing, could not utilize these sam e 
discovery tools. F or instance, w hile no one w ould w an t his expert 
w itness to  be deposed 110 tim es by 110 partic ipan ts in a hearing, it 
should be possible for the  exam iner to  provide for one a tto rney  to  
depose the  w itness, and if there  are any fu rther questions w hich o ther 
a tto rney s believe necessary, they  w ould have to  show  good cause to  
the  exam iner w hy they  should be asked. T h is tim e-saving procedure 
was used in the  electrical a n titru s t cases w here the  a tto rneys for the 
m ultip le plain tiffs and defendants ro ta ted  the  tak in g  of depositions 
so th a t each deponent w as only deposed once, w ith  additional ques
tions being perm itted  only in rare  circum stances.

3 K in tner, “Discovery in A dm inis
trative A djudicatory  P roceedings,” 16 
A d m in is tr a t iv e  L a w  R e v ie iv  233 (1964).
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A t the p re-hearing  conference, the exam iner should be sufficiently 
prepared on the issues so th a t he can require the  parties to  disclose 
those fact issues w hich are really  in dispute. T his w ould be a m ajor 
im provem ent over the cu rren t situation , w here the issues are s ta ted  
by F D A  and are usually  couched in such s ta tu to ry  language as to 
be useless.

As for the  hearing  itself, the responsib ility  for its expeditious 
conduct rests  upon the  hearing  exam iner in the first instance, bu t 
also upon all the  a tto rn ey s  appearing. F or som e reason, a tto rney s 
a t adm in istra tive  hearings do no t act as they  do in court. T here is 
too m uch w rang ling  betw een opposing co u n se l; there  is a lack of 
decorum  ; and there  is a failure to  recognize the m eans by  w hich 
evidence is properly presented. I refer to  the  tendency of a tto rney s 
to  get up and ask questions or speak whenever they feel like it. All of 
us should take it upon ourselves to  discipline ourselves in th is  re 
gard, and I am  only casting  the  first stone because I ’ve go t the  rock 
in m y han d ; not because I have no t sinned. W e m ust avoid rep e ti
tion  even if it m eans th a t on occasion our clients will no t read in 
the  record the w onderful and trench an t com m ents which we m ade 
th a t clay.

If we will do th is, then  the  burden on the hearing  exam iner in 
conducting  a proper hearing  will be m uch easier. H e still has the 
burden of e lim inating  repetitious d irect and cross-exam ination and, 
here again, the agency m ust support the exam iner so th a t he know s 
he has the authority to  p roperly  control these hearings. T h is m eans, 
na tu ra lly , th a t F D A  counsel m ust take the  lead in these m atters. 
T hey  them selves m ust be sure th a t they do no t offer repetitive te s ti
m ony and they  m ust help the exam iner to see th a t no one else does. 
A s one au tho r pu t it, in com m enting on the problem  of repetition  
in adm in istra tive  hearings; “ In general, the Federal Judge is likely 
to  have a g rea te r arrogance than  the hearing  exam iner and con
siderab ly  less patience w ith  counsel.’’4 T here  is no reason w hy the 
exam iner could no t borrow  th is leaf from  the ju d g e’s book. W e need 
that here. In these hearings we are m aking a record— we are not 
im pressing a ju ry , and I am quite confident th a t we do no t im press 
each other.

4 G ardner, see footno te 1, page 12.

Conference Conduct
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A nother technique th a t can im prove bo th  the  fairness and ex
peditiousness of hearings w ould be the  adoption of rules to  govern  
the  so-called Jencks concept. I believe th a t w hen a governm ent w it
ness takes the  s tan d  and testifies under oath, all of his p re-hearing  
w ritten  s ta tem en ts  and m em orandum s of in terview s should be m ade 
available to  the  opposing parties under proper contro l by  the exam 
iner. If you are no t w illing to  p resen t th is  docum entary  background  
for a w itn ess’s testimony, you are not entitled to  p resen t the  w itness 
a t all. T here  is now am ple au th o rity  for ex tend ing  the  Jencks doc
trin e  to  all adm in istra tive  hearings to  require th a t w hen a govern
m ent w itness is placed on the  s tan d  to  testify  about certain  facts, and 
it is show n th a t th is w itness has prepared prio r w ritten  reports  about 
these facts, then  the  governm ent should be required  to  produce all 
such docum ents, sub ject to  proper safeguards. T he  reason ing  beh ind 
th is  is sim ple and w ell-sta ted  in brief te rm s in the  Communist Party  
case: “W e th in k  [th a t]  sim ple justice, [and] the fundam entals of 
fair play require no less.”5 O ther agencies such as the N ational 
L abor R elations B oard, the Civil A eronautics B oard and the  F ederal 
T rade Com m ission have done it, and it can properly  be done here so 
as to  b rin g  bo th  th is elem ent of fair play to  all F D A  hearings and, 
if good safeguards are w ritten  in the regulations, to  p ro tect the 
governm ent’s ob ligation regard in g  confidential docum ents.6

O ther suggestions no t re la ted  d irectly  to  the  conduct of the  ac
tu a l hearing  are also being considered. T hese include m ore precise 
guidelines govern ing  ex parte communications, the  question of w hether 
the exam iner should file an in itial decision, and the  question of 
w hether any  steps are needed in order to  assure the  com plete inde
pendence of the  hearing  exam iners. [The End]

Jencks Concept

6 C o m m u n is t P a r ty  o f U . S . v . S . A .  
C. B „  254 F  2d 314, 328 (C. A. D. C„ 
19S8).

fl (CA B) G rea t L a k e s  A ir l in e s  v . C A B ,  
291 F  2d 354 (9th Cir., 1961) cert. den. 
368 U. S. 890; (F T C ) E rn s t M ark 
H igh, 56 F T C  625 (1959); L. G. Bal
four Com pany, F T C  D ocket #8435 
(1965-1967 Transfer Binder) T rade Reg.
PAGE 3 0 0

Rep. If 17,532 (1966); and In te r-S ta te  
B uilders, Inc., F T C  D ocket #8624 
(1965-1967 T ran sfe r B inder) T rade 
Reg. Rep. 17,532; and, see Alleyne, 
T h e  J e n c k s  R u le  in  N L R B  P ro ce ed in g s , 
9 B oston College C orporation and In 
dustria l L aw  Review 891 (1968); for 
the N L R B  regulation  see 29 C. F . R. 
102.118 (1968) as am ended by 33 Fed. 
Reg. 9819 (Ju ly  9, 1968).
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Regulations—
The Industry View

By EDWARD BROWN WILLIAMS
The Two Following Articles Were Presented at the Boston 
Food Update Conference of the Food and Drug Law Institute 
on February 9, 1969. Edward Brown Williams, of W ash
ington, D. C., Is a Former Principal Attorney of the FDA.

D E S P IT E  T H E  S U B JE C T  O F  T H IS  P A P E R — “T he Industry 
V iew ”— I should like to  en ter the  disclaim er th a t I rep resen t no 

position bu t m y own. I suspect, how ever, th a t some of the  views 
w hich I shall express are ra th e r w idely held in industry .

As a so rt of pream ble, I should like to delineate m y concept of 
th e  respective positions in the  regu la to ry  area of a governm ent 
agency and the  regu la ted  in d u stry  and its m em bers. O ne of the  
sub jected  to  crim inal penalties un der a s ta tu te  such as the Federal, 
m ost significant aspects of the  position of a governm ent regu la to ry  
agency, as contrasted with th a t of the  regu la ted  indu stry  and its 
m em bers, is th a t if the  governm ent m akes a m istake, the  indu stry  
or its m em bers suffer bu t the governm ent does not, and, if the in 
dustry or a member makes a mistake, exactly the same result follows— 
th e  in du stry  or m em ber suffers and the governm ent does not.

T hese are facts of life in the regu la ted  industries. T hey  place 
th e  responsible governm ent em ployee in an enviable position indeed, 
as con trasted  with the vulnerability of responsible em ployees of in
dustry . In d u s try  em ployees, as well as th e ir corporations, m ay be 
sub jected  to  crim inal penalties under a s ta tu te  such as the F ederal 
Food, D ru g  and Cosm etic Act.

I m ake the  po in t because to  me it is an e lem entary  principle of 
fairness th a t governm ent should use an exceedingly high degree of 
care in im posing regu lations upon industry , the  violation of w hich 
may, if the regulations are valid, result in the im position of crim inal 
penalties, w hereas, if the regu la tion  exceeds the  au th o rity  of the 
agency or is invalid for som e o ther reason, the  agency and its em 
ployees suffer n o th ing  except, perhaps, d isappoin tm ent. A regu la
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to ry  agency has no m ore im p ortan t du ty  th an  th a t of w ritin g  and 
pu rsu ing  policies w hich are concise, understandable, and w ith in  the 
law. L isted  here are a few exam ples of regu la tions and policies w hich 
I th in k  clearly  fail to  m eet such a standard . T he exam ples are from  
activ ities of the  Food and D rug  A dm in istra tion  (F D A ), because 
those activ ities are forem ost in m y m ind rig h t now, not because 
th a t agency is regarded  as the sole offender.

FDA “ Philosophy”
T he basic tra in in g  m anual of F D A  for beg inning inspectors 

lists, as basic policy objectives, the  pro tection  of the  health  and 
w elfare of the  consum er and the pro tection  of the honest m anufac
tu re r  from  his unscrupu lous com petitor. I t  also sta tes  in part, t h a t : 
“This policy embraces the philosophy, first of all, th a t the  consum er and 
the regulated industries are entitled to know what the laws mean . . A1

T his “ph ilosophy” m eshes nicely with fundamental concepts of 
fairness and w ith  the constitu tional principle th a t the  law  “m ust 
adequately  inform  those w ho are sub ject to  . . . [it] w h at conduct 
will be considered evasive so as to  b rin g  the  crim inal penalties of 
the act in to operation  . . . the elem ents of evasive conduct should 
be so clearly  expressed . . . th a t the  o rd inary  person can know  in 
advance how to avoid an unlaw ful course of action .”2

I t  has been noted th a t the F ederal Food, D rug  and Cosm etic 
A ct is a crim inal s ta tu te  and th a t responsible em ployees of corpora
tions can be sub jected  to  crim inal penalties. T his m ay include fines 
and im prisonm ent. M oreover, liability  for violations a ttaches even 
though  th ere  is no aw areness of w rongdoing  by the  accused. I t  
cannot be over-em phasized, therefore, th a t the regulation  of an in 
du stry  under a liab ility -w ithou t-fau lt s ta tu te  like the  F ederal Food, 
D rug  and  Cosm etic Act, places upon the  regulators and the courts 
a  heavy obligation, as a m atter of fairness alone and w ith ou t regard  
to  the constitu tional requirem ent th a t in du stry  be fully inform ed of 
“w hat the  law s m ean.”

In  all candor it should be recognized th a t the FD A , for m any 
years, has fully partic ipa ted  in som e and in itia ted  o ther FD A -indus- 
try  activ ities designed in substan tia l p a rt to  acquain t in du stry  w ith  
F D A ’s view of the  law  and the m eaning of its regulations. T his we 
applaud and for it we are grateful.

1 B arnard , “T he R egula tor and the 2 M . K r a u s  &  B ro s. In c . v . U n ited
R egulated ,” 23 F ood D r u g  C o s m e t i c  S ta te s , 327 U. S. 614, 621-622 (1946). 
L a w  J o u r n a l  (December, 1968).
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The reverse side of the coin presen ts a less agreeable picture. 
H ere  are som e exam ples of it.

“ Mandatory” or “ Directory”
F D A  has recen tly  republished a proposal for Good M anufactu r

ing P rac tice  (G M P ) regulations in the F ederal R eg ister of D ecem 
ber 20, 1968 (33 Fed. Reg. 19023). T he proposed regulations are 
based upon Section 40 2 (a)(4 ) of the  Food, D ru g  and Cosm etic Act, 
under w hich a food is m isbranded if it is prepared, packed, or held 
un der in san ita ry  conditions w hereby it m ay have becom e con tam i
nated  w ith  filth. I t  is s ta ted  in the  proposal, w ith  respect to  the 
so-called “stan dards of san ita ry  food processing” therein  provided 
t h a t : “ Some of these stan dards are set forth  in m andato ry  te r m s ; 
o thers are d irectory . All should be observed to sa tisfy  the requ ire
m ents of cu rren t good san ita tion  practice in food processing and 
holding.” The “m andatory” provisions are phrased in term s of “shall.” 
T he so-called “d irec to ry ” provisions are in te rm s of “should .”

T he w ord “d irec to ry ” has various applications. I ts  m eaning in 
the G M P proposals is no t sta ted . P erhaps it is in tended to  have the 
m eaning illustra ted  by Section 305 of the  Food, D rug  and Cosm etic 
Act. T h a t section provides—

Before any violation of this A ct is reported  by the Secre tary  to  any U nited  
S tates A tto rn ey  for institu tion  of a crim inal proceeding, the person against 
w hom  such proceeding is contem plated shall be given appropriate  notice and 
an  opp o rtun ity  to  p resen t his views, either orally  or in w riting , w ith  regard  
to  such contem plated proceeding.

T his m eans, according to  the Suprem e C ourt, th a t the  Secretary 
does no t have to do w hat the  s ta tu te  d irects him to do, th a t is, he 
does not have to give a prospective defendant notice and an opportunity 
to  p resen t his view s, as the  s ta tu te  d irects.3

It is obvious th a t failure of the  S ecretary  to  obey the  direction 
of Section 305 w ould no t resu lt in any sanction being invoked 
agains: him , even if the Suprem e C ourt had not spoken, since no 
such sanction is available. I t  is no t so obvious th a t the failure of a 
m em ber of the food indu stry  to  com ply w ith so-called “ d irec to ry” 
provisions of the  proposed G M P ’s re la ting  to  san ita tion  w ould no t 
resu lt in a civil or crim inal proceeding against the com pany or its 
product and, perhaps, against a responsible individual of the company.

T he p roposal4 provides in p a rt th a t “ all reasonable precautions, 
including the  follow ing, should be taken  to  assure th a t production

3 U n ite d  S ta te s  v .  D o tte n v e ic h , 320 * Section 128.7.
U. S. 277, 64 S. Ct. 134 (1943).
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procedures do not contribute contamination . . .  to the finished 
product:" Then follow paragraphs (a) through (j) of that section 
which purport predominately to be mandatory or "shall" provisions 
relating to conditions of storage, requirements of washing and clean
ing, cleanliness of ice used, maintenance of processing equipment, 
and some “should” provisions concerning such m atters as inspection 
of containers of raw ingredients and conditions of processing to avoid 
bacterial growth.

Thus, a spate of both “m andatory” and "directory” provisions 
is injected into Section 128.7, following the “directory” sentence of 
which they purport to be examples.

Given such a format, not even an expert, much less a small 
businessman who cannot afford to turn to an expert for a judgment 
of the liability of his every move, can “know what the laws [in this 
case the regulations] mean.” This puzzlement is certainly not dis
sipated by the statem ent in the current proposal that all the stand
ards set forth in the proposal, including the so-called “directory” 
ones should be observed “to satisfy the requirements of current good 
sanitation practice in food processing and holding.” If it is advisable 
to comply with the “should” or “directory” provisions in order to 
obtain good sanitation and prevent contamination, a failure to do so 
appears to invite a charge that the food was prepared or held under 
insanitary conditions in violation of Section 402(a)(4) of the statute— 
the very provision upon which the so-called “m andatory” provisions 
are based.

This sets one to wondering just what the purpose was, in such 
a situation as that which I have outlined, in setting up an apparent 
dichotomy between “m andatory” and “directory” provisions. The 
term “directory” is ill-chosen, and in the case of some of the pro
posed provisions, there has been a failure, by a substantial margin, 
to satisfy the FDA's expressed philosophy of telling industry “what 
the laws mean.”

Crepe Labels
Other examples of the failure to tell what the law means, or 

its effect, are available in the proposed GMP's. But let me pass 
to the proposed order relating to foods for special dietary use, which 
is now the subject of what has been re erred to as a monstrous 
administrative proceeding because it involves more than a hundred 
formal participants, an unconscionable number of lawyers, the life 
or death of industries, and uncounted millions of dollars worth of 
vitamins and minerals and the r'oods in which they are incorporated
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or to which they may be added; and it is truly a marathon proceed
ing, having been under way since May, 1968 and promising to be 
with us for one to two years in the future.5

It might be thought that clarity of purpose and a clear exposi
tion of the meaning of the regulations would have been incorporated 
in such an important document as this one. Instead we find that 
provisions which have the force and effect of law when legally adopted 
by the agency (that is, their violation is itself a violation of the 
statute) are commingled in the regulations with provisions which 
are interpretative only, in that their violation is not a violation of 
the statute unless a violation of the statute itself is actually shown 
to the satisfaction of the court.

Thus, the regulations purport to require in Section 80.1(f) that 
the label of each dietary supplement bear the following sta tem ent:

V itam ins and m inerals are supplied in abundant am ounts by com m only 
available foods. E xcept for persons w ith special m edical needs, there is no 
scientific basis for recom m ending routine use of d ietary  supplem ents.
This is the "crepe label.” Aside from its vagueness and the question 
of its accuracy, this provision appears in a section of the proposal 
(Section 80.1) which purports to establish definitions and standards 
of identity for dietary supplements. Such standards, if legally adopted, 
have the force of law\ and failure of a dietary supplement to conform 
with such a standard would subject the shipper of the article to the 
criminal penalties of the statute. The statem ent quoted does not 
have the force and effect of law, and the validity of the requirement 
that it appear on the label would have to be established in a court of 
law in order to punish the shipper of the supplement. Yet there is 
no indication on the face of the regulation itself that whatever author
ity there is for it is not derived from the same provision as that 
relied upon for the standards for dietary supplements. Here again 
I have cited only one example, of which there are many, of the 
failure of the agency to achieve clear and understandable regulations.

Drug or Device?
As a final example I shall deal briefly with the recent case of 

A M P , Inc.6 In that proceeding the United States Court of Appeals 
for the Second Circuit held that under the Food, D rug and Cosmetic

5 T he O rder is technically stayed 
pending cu rren t public hearings on its 
provisions. T he tex t is found at 31 
Fed. Reg. 15730 and following.

6 A M P  In co rp o ra te d  v. G ard ner, CCH 
F ood D rug Cosmetic L aw R eports

IT 80,192 389 F . 2d 825 (CA-2, 1968); 
cert, denied, LT. S. Sup. Ct., under the 
nam e A M P .  In c . v . C ohen , 89 S. Ct. 86 
(1968). A petition for rehearing  is 
pending (as of F eb ru ary  6, 1969).
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Act, certain suture products used for ligating or tying blood vessels 
during surgical procedures were “drugs” and not “devices” as con
tended by AMP. The court relied primarily on the theory that the 
distinction in the statute between “drug” and “device,” for which 
there are separate definitions,7 was not considered very important 
by Congress; that the purpose of Congress in enacting the new 
drug provisions of the A ct8 was to keep out of interstate commerce 
inadequately tested medical and what it referred to as “related” 
products, which might cause widespread danger to human life ; and 
that, since this purpose could only be achieved by classifying the 
AM P products as drugs, they would be so classified. The court also 
noted that “A M P’s ligatures are of nylon suture material of the type 
recognized in the United States Pharmacopeia,9 and such suture material 
has always been regarded as ‘drugs’ by the Food and Drug Administra
tion” (389 F. 2d at 830).10 Instead of relying on this narrow ground, 
which would have been defensible, the court in effect obliterated the dis
tinction between “drugs” and “devices” except for apparatus such as diag
nostic machines referred to in the legislative record.

The D istrict Court, whose decision was affirmed by the Court 
of Appeals, had even gone so far as to state that—

A ssum ing a rg uend o  th a t the products fit w ith in  both  definitions,11 the 
rem edial nature of the Food. D rug  and Cosm etic Act w arran ts  a liberal con
struction  for the protection  of the public health  and, thus, a finding th a t p la in
tiff’s products are drugs
and—

T h e  public will be be tter protected  by classifying plaintiff’s products as 
d rugs ra ther than devices so that proper testing, contro lled by he governm ent, 
can be pursued.12

The Government can use such a “remedial purpose” concept as a 
basic argument to pull under the coverage of “drug” perhaps thousands 
of articles which have never been regulated as drugs, such as chemicals 
used in laboratory procedures and oilier laboratory testing materials. The 
Government says that the courts should apply the Act “functionally” to 
afford the public the protections of the statute.

7 Sections 201(g) and (h).
8 Section 505.
“ 691 (17th revised edition, 1965).
10 389 F. 2d at 830. T he court added,

in a foo tno te: “As the D istric t Court
noted, the exclusion clause of Section 
201(g) of the A ct [excluding devices 
from  the definition of 'd ru g ']  prevents 
listing  in the P harm acopeia from  being
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conclusive on the classification issue.” 
T his approach ignores the fact th a t if 
a substance is “recognized” in the 
P harm acopeia it is a “d rug” under the 
s ta tu to ry  definition.

11 T his assum ption is directly con
tra ry  to the express exception of “de
vice” from  “drug .”

12 275 F. Supp. 410, 414 (D C  NY, 
1967).
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It may occur to some that if these protections are needed, the 
Government might ask Congress to give it explicit authority to 
provide them. Instead it seeks in effect to develop a judicial rule 
that would result in the application of the definition of “drug” to any 
article which, in the opinion of the FDA, should be subjected to its 
detailed supervision and control under the statutory requirements 
relating to drugs, new drugs and antibiotic drugs.

By thus in effect destroying the distinction between “drugs” and 
“devices.” despite the clear statutory dichotomy, the government 
may. indeed, in some cases increase the protection of the public. In 
most, however, it will have done little, if anything, constructive 
except to impose the heavy hand of bureaucracy upon another industry.

It will have accomplished something worse than that. I t will 
have made it next-to-impossible, in the language of the Supreme 
Court, “for the ordinary person to know in advance how to avoid an 
unlawful course of action” because the classification of an article is 
based, not upon law, but upon how FDA wants to regulate it.

Conclusion
It would be more consistent with our legal and constitutional 

traditions for the government to give some attention to the plight 
of the businessman who is faced with the necessity of guessing whether 
the courts will say, for example, that a particular article should, in 
the interest of the public, be treated as a drug despite the fact that 
it falls within the category of an instrument, apparatus, or contrivance, 
and is not recognized as a drug in an official compendium—the United 
States Pharmacopeia or the National Form ulary—or the necessity 
of guessing what the courts will say about the classification of articles 
which have, for many years, been regulated as devices but now are 
regarded by the FDA as drugs because of the AM P  decision.

A regulatory agency such as the FDA is not without its own 
problems and tribulations: and too often industry is slow to recog
nize the need for improvement in its own performance, thus inviting 
the imposition of regulatory measures by government. Nevertheless, 
when such measures are imposed we must insist, to the full extent 
of feasibility, that they be reasonable and understandable. The stakes 
are too great to do otherwise.

Long ago it was written that “The law is a hocus-pocus science."13 
It need not be all that bad. [The End]

J3Macklin, Charles (1690-1797) “Love 
a la M ode,” Act I I ,  Scene 1.
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The Food and Drug 
Administration and Nutrition

By VINCENT A. KLEINFELD
Mr. Kleinfeld, a Former Food and Drug Law Attorney, Depart
ment of Justice, Is a Member of the District of Columbia Bar.

TH E D E SIR E  O F T H E  STA TE to protect the consumer from 
the adulteration and misbranding of foods can be traced back 
virtually to the beginning of recorded history. Athens and Rome 

enacted laws to prevent abuses. In France and Germany, food con
trol laws were enacted in the Thirteenth Century, and in 1266 a 
statute was passed in England requiring bakers to mark each loaf so 
that if a bad one turned up “it will be knowne in whom the faulte 
lies.” Flemish innkeepers who sold unmarked breads were some
times hanged, and thus treated almost as severely as some of our 
officials wish to handle present day offenders.

No one can contend, with any semblance of reason, that there 
must not be strong regulation of the production and marketing of 
foods. Certainly in this field the consumer must be protected. This 
is true not only because foods so vitally affect health and well being, 
but also because the food field traditionally appealed in the past to 
the dishonest and unscrupulous entrepreneur looking for an easy way 
to make his fortune.

The enactment of federal legislation in the United States has 
always been the result of long, drawn out congressional struggles. 
It is only after serious abuses have arisen and public opinion strongly 
aroused that legislation becomes possible. I t may be said, parenthe
tically, that although the legislation that comes to pass is traditionally 
a compromise between those who wish extreme and unnecessary 
regulation and those who desire practically no effective controls, the 
construction given to the laws by the Food and D rug Adm inistra
tion (FD A ) and ordinarily accepted by the courts often obliterates 
these compromises.
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Pure Food and Drug Act of 1906
It was the muckrakers in the early part of this century who re

vealed the flagrant abuses existing in the United States in the 
m arketing of foods and drugs. Their articles in magazines such as 
The Ladies Home Journal and Collier’s Weekly helped create a strong 
public ferment for legislation. As a result, President Theodore 
Roosevelt recommended to Congress “that a law be enacted to regu
late interstate commerce in misbranded and adulterated foods, drinks, 
and drugs. Such law would protect legitimate manufacture and 
commerce, and would tend to secure the health and welfare of the 
consuming public.” The resultant enactment of the first national 
statute, the Pure Food and Drugs Act of 1906, after extended and 
controversial debates and hearings, was a long step forward in con
sumer protection and in aiding the legitimate manufacturer to resist 
the pressures of his marginal and unscrupulous competitor. Certainly 
the food and drug industry did not suffer from passage of the law, 
despite the contention by many that the law was unnecessary, social
istic, and an unconstitutional invasion of the right of the states to 
legislate in the field of foods and drugs.

It was realized, not long after the passage of the 1906 statute, 
that there were a number of serious inadequacies. For example, 
there was nothing in the law directed against the use of slack fill 
containers. The “distinctive name” provision made it very difficult 
to proceed against trade-marked food products. The FDA was not 
authorized to promulgate definitions and standards of identity for 
foods. There was no provision for inspections, and the penalties for 
violations were such that they amounted to “license fees” to violate 
the law.

These serious defects were magnified by the economic and social 
changes which had taken and were taking place. Millions of persons 
were moving to the cities. The number of manufacturers of food 
increased tremendously as did the value of their products. As a 
result of decisions of the Supreme Court preventing control, by a 
manufacturer, of the resale prices of those of his products which 
were covered by a patent or trademark, there was an increase in 
competition which in turn had an effect on the administration and 
enforcement of the 1906 Act. This was due to the fact that that law 
was designed to affect the pocketbook as well as the health of the 
consumer, and as competition grew increasingly bitter there were 
concomitant efforts by some in industry to cut economic corners.
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Federal Food, Drug and Cosmetic Act
It was finally realized that amendments to the 1906 law would 

not suffice and that an entirely new and broader statute was needed. 
After five years of legislative strife, the Federal Food, Drug and 
Cosmetic Act was passed in 1938. Although, of course, the usual 
compromises had been made, it was a broad and comprehensive 
statute. I t met most of the problems which had disclosed themselves 
subsequent to the passage of the prior law. The provisions bearing 
on the adulteration and misbranding of foods were tightened, and 
economic adulteration was forbidden. Factory inspection was author
ized. The “distinctive name” loophole was sh u t; special provision 
was made with regard to foods purporting to be or represented for 
special dietary u ses ; slack-filling was made a specific offense; and 
section 401 authorized the Secretary to promulgate regulations establish
ing, for almost any food, a reasonable definition and standards of 
identity, a reasonable standard of quality, and reasonable standards 
of fill of container. The use of the word “reasonable” is to be noted.

The food industry can take real credit for its part in stim ulating 
research in food technology and nutrition. There is no question but 
that this research has caused an improvement in the health and 
nutritional status of millions. But the consumer is not qualified to 
determine the quality of foods in the marketplace, and industry, as 
well as the public, is aided by firm, reasonable legislation, administered 
by reasonable men, which gives the consumer the reasonable protec
tion which he requires.

A major task of the FDA should be to engross itself in the field 
of nutrition, to do what it can to assist in assuring and advising the 
population of this country of the appropriate foods for a nutritionally 
sound and balanced diet. Yet, there is no point in unnecessary or 
unreasonable restrictions or in basing regulations on unproven as
sumptions with respect to which the scientific community differs, 
even though government attorneys or enforcement officials have 
strong personal views on nutritional problems and how to meet them.

One of the problems which most concerned Congress during its 
consideration of the Federal Food, Drug and Cosmetic Act was that 
which dealt with definitions and standards of identity for foods. 
There is no question but that the marketing of inferior products 
purporting to be superior commodities was a substantial evil. A 
classic example was a product sold as “Bred Spread,” a highly in
ferior jam in which considerable water had been substituted for fruit.

The result was the inclusion in the 1938 Act of Section 401, 
authorizing the Secretary to establish definitions and standards of
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identity for foods whenever, in his judgment, this would promote 
honesty and fair dealing in the interest of consumers. As stated, the 
only legal criterion was that any standard was required to be “reason
able.” Have standards which have recently been established been 
“ reasonable” ? Have nutrition and the consumers’ interest been 
furthered by various governmental actions? Some of the positions 
taken in the fairly recent past appear to be in accord with the philo
sophy of some of those now in our universities that “ I’m right and 
you’re wrong, and you can’t talk because you’re wrong.”

Government Attitudes
For example, for approximately ten years the FDA has declared 

that a truthful and accurate representation of the amount of polyun
saturated fats in a product may not be set forth on the label of a 
food. The attitude of the government was that the mere mention of 
the fact that a food product contained polyunsaturates was equi
valent to a representation that the product was being offered to 
reduce cholesterol and aid in the prevention of a heart attack. It 
appears to me that this had no underlying scientific basis. Perhaps 
it will be finally determined that the effect of a diet rich in polyun
saturates has no relationship to cholesterol and heart attacks. But 
certainly many in the scientific professions believed that there was 
at least a possible cause and effect relationship. The governm ent’s 
position prevented those portions of the population who wished to 
consume foods rich in polyunsaturates from purchasing them in the 
marketplace, for industry meekly acquiesced in a governmental pro
nouncement of dubious legal validity.

Now, at long last, the government may change its position, 
apparently in part because of the release of a statem ent by the 
American H eart Association calling on the government to permit the 
labels of vegetable oil products to set forth accurately the levels of 
polyunsaturated fats so that the consumer, frequently on the advice 
of his physician, may or may not choose to purchase particular food 
products containing these ingredients. In connection with this situa
tion. we can employ the statem ent of criticism supposed to have been 
made bv one of Napoleon's ministers, to the effect that something 
which had been done “was worse than a crime; it was a blunder.”

Let us consider another step taken by the government in the 
field of nutrition. As you are probably aware, there is a definition 
and standard of identity for margarine which requires a fat content 
of not less than 80 percent. The FDA took the firm position, in
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speeches and otherwise, that under no conditions could a margarine- 
type product be marketed if, notwithstanding a truthful and accurate 
statem ent of the ingredients, the food contained less than 80 percent 
of fat. Although the Act authorized the sale of imitation foods, the 
government declared that even a product labeled as “imitation m ar
garine” would be an illegal commodity if it did not conform in all 
respects to the definition and standard of identity for margarine.

There must have been some great evil thought to be present in 
such a product, although I have not as yet been able to determine 
w hat it was. In any event, the food industry, as is frequently the 
situation, meekly genuflected until one brave company refused to go 
to Canosa and make humble submission to the government. Although 
warned by its counsel that the dreadful specter of regulatory action 
would probably arise, the company accepted the opinion that such a 
food was legal and produced and marketed it. The FDA did make 
a seizure, which was ultimately resolved in favor of the manufac
turer. Presumably the government, at that point, realized that the 
position taken by it was a somewhat peculiar one, not only from a 
legal viewpoint but also from the viewpoint of many thousands of 
persons who wanted to be able to purchase a product that organolep
tically was virtually identical with standardized margarine and pos
sessed the same general benefits, but which was specifically formulated 
so that it contained half the fat and half the calories of the stand
ardized food. For the government determined not to appeal the 
decision to a higher court. As with respect to the polyunsaturates 
position of the FDA, the query can be raised whether the stand 
taken by the government contributed to the nutritional status and 
best interests of the consumer.

There is no question but that the standardization program of 
the FDA, after the passage of the 1938 Act, was a real aid in better
ing the nutritional status of the population of the United States. 
This program, together with the programs of other agencies and 
advice from scientific organizations, resulted in the elimination, to 
a very considerable extent, of frank nutritional deficiency diseases 
such as scurvy, pellagra, and beriberi. But somewhere along the line, 
as the years passed, the requirement of the Act that a food be defined 
and standardized when this will promote honesty and fair dealing 
in the interest of consumers, and the statutory criterion of reason
ableness, seem to have been lost sight of.

Does it make any sense to operate under a procedure which requires 
the expenditure of hundreds of thousands of dollars and many months
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of time on the part of government and industry to determine whether 
there shall be 87% or 90% of peanuts in peanut butter? The ques
tion is particularly pertinent since some of the nation’s leading 
nutritionists testified, without contradiction, that it made no difference, 
from a nutritional viewpoint, where there is 90%, 85%. or 80% of 
peanuts in the product. Yet, in the decision reached by the govern
ment, there was not even a mention of this fact.

W hat can be done to remedy this situation, to place the stand
ard-making authority back in the high esteem it once possessed? 
First, there should be an eagerness on the part of the government 
to discuss the provisions of a proposed standard informally but ex
tensively with consumer organizations, scientific bodies, other in
terested federal agencies, and industry. There should be no reluctance 
to publish proposals for the purpose of obtaining the views, com
ments and recommendations of all interested parties before issuing 
a final regulation. After the issuance of a proposal and the passage 
of many years, perhaps the government should realize that it makes 
sense, under those circumstances, to issue another proposal in order 
to secure contemporary recommendations.

Another possible step should be carefully considered. As you 
are aware, a procedure was recently devised by the FDA pursuant 
to which drugs which had received new drug clearance prior to 1962 
were referred, for opinions on efficacy, to committees established 
by the National Academy of Sciences-National Research Council. 
This was a highly constructive step which should at least be given 
consideration in the establishment of food standards. W hy shouldn’t 
the FDA, when it issues a proposal to define and standardize a 
food, seek the advice and recommendations of the Food and Nutrition 
Board of the National Research Council, the Council on Foods and 
Nutrition of the American Medical Association, and other highly 
reputable and authoritative scientific bodies ?

Hearings on Nutrition
Peculiarly enough, even though in the special dietary foods 

regulations now being thrashed out at the hearings which have taken, 
and from present appearances will continue to take, an inordinate 
period of time and require the expenditure of hundreds of thousands 
of dollars, the FDA adopted the “Statement of General Policy in 
Regard to the Addition of Specific Nutrients to Foods” adopted 
jointly by the American Medical Association Council on Foods and 
Nutrition and the Food and Nutrition Board of the National Re
THE FDA AND NUTRITION PAGE 313



search Council, the proposed regulations were never forwarded to 
those organizations by the government for comments, suggestions 
or recommendations. Yet the FDA apparently felt so strongly 
about the importance of positions taken by these bodies that one 
section of the special dietary foods regulations specifically provides 
that no amendment for the addition of specific nutrients to food 
adopted in the regulations shall be permitted that is not in accord 
with the Statement of General Policy. Can anyone maintain that 
the transm ittal to such bodies, and perhaps to other prestigious 
organizations devoted to and interested in the field of nutrition, 
could be or would be a disservice to the consumer? It appears, 
furthermore, that the government should produce, in vitally impor
tan t fact-finding hearings involving nutrition, the top scientists of 
the agency to testify and not rely on subordinate officials. Experts 
in other agencies in the government should be encouraged rather 
than discouraged to testify.

In connection with hearings and their aftermath, several steps 
should be given consideration. It would be advisable to place all 
examiners who are to conduct standards hearings in the Office of the 
Secretary of Health, Education, and W elfare rather than in the 
Office of the Commissioner of Food and Drugs, and these examiners 
should preside at all hearings of any bureau of that department, in
cluding the FDA. It would be advisable to have the Secretary or 
an assistant secretary of the department, rather than the Commis
sioner, issue the final regulations. It should be made abundantly 
clear, also, that those zealous, sometimes over-zealous, officials of 
the government who participate in and testify at the hearings have 
nothing whatever to do with respect to the reaching of decisions.

Law and the Government
A different philosophy should be inculcated into those officials 

of the government, particularly enforcement officials, who are put in 
charge of the preparation of standards and presenting the govern
m ent’s position at standards hearings. It should be made abundantly 
clear to these officials that such a hearing was designed by Congress 
to be fact-finding and not adversary in nature, and that they are 
representatives of the United States and not of an ordinary client. 
Not long ago, an eminent scientist was approached by the govern
ment with regard to the possibility of his testifying at a hearing. 
W hen the government learned that he was vigorously opposed to 
some provisions of the regulations, it determined not to request him 
to testify. W hen industry representatives raised the point at the
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hearing, the government officials chuckled merrily at the absurd 
thought, to them, that a leading expert opposed to some positions 
taken by the government should be asked to testify.

I do not find this humorous or proper. I am old-fashioned 
enough to believe that, particularly in a fact-finding hearing which 
will result in regulations having the force and effect of law which 
will affect every person in this nation, it is the duty of the agency 
involved to present all the facts, the entire picture, all the important 
scientific data. How can an agency of the United States justify the 
following procedure? The government places a scientist on the 
stand and examines him with regard to only one section of these 
regulations or on several specific subsections of a particular section. 
The government then refuses to permit the expert, chosen by it, to 
testify on another section or even on the subsection it has studiously 
avoided in its examination of the scientist, apparently because in 
some particular he is of an opinion contrary to the government's. Is 
this an appropriate method of conducting a fact-finding hearing or 
ascertaining scientific truth?

It may be maintained that those people who wear horns, lawyers, 
are to be blamed for the inordinate length of time which hearings now 
take. Many scientists may feel that they should not be subjected to 
cross-examination. I cannot agree, and I must say that a scientist 
who is qualified and prepared (and who does not go off half-cocked 
or engage in evasions or half-truths) need not fear any lawyer.

In any event, the reduction in the esteem in which standards 
were formerly held is not due in any appreciable amount to the in
dustry lawyer. Certainly it is not his client who determines to spend 
hundreds of thousands of dollars on peanuts, or publishes regulations 
which, by their very nature and scope, must necessarily take years 
before conclusions are reached. It is not he who prepares regula
tions which are strongly opposed by leading scientific authorities in 
the field of nutrition. It is not the industry lawyer who goes forward 
with regulations of tremendous significance to the entire popula
tion of the country, as well as to industry, even though important 
studies and surveys are being presently conducted, the results of 
which will undoubtedly be of substantial importance with respect to what 
standards shall ultim ately be adopted, because “it’s time to get some
thing started.” It is not he who produces experts at hearings who 
proffer nutritional gems of scientific lore such as the following, 
offered by a pharmacologist (I do not employ the word “nutrition
ist”) attem pting in every possible and adroit way to support every 
contention made by the governm ent:
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Q. Then would it be your opinion that the average layman 
is eating a well-balanced diet from the foods commonly avail
able supplying the nutrim ents ?

A. Yes, just for the same reason that for centuries, from the 
time man appeared on earth, he seemed to get along without 
much knowledge, long before nutrition, vitamins, other sciences 
were discovered. There is a natural, instinctive force that 
drives the individual. I said their knowledge [of “the average 
American housewife” ] was poor, they would not pass an exami
nation that I could give on the basic principles of nutrition. 
T hat still gives them sense enough when they go into the gro
cery to know from taste, as their ancestors for centuries and 
millenia have done, to get proper foods.1

0 . Are you saying that since man has lived on the face of 
the earth for many thousands of years he must have eaten 
adequate diets in that period?

Sj«
A. Certainly adequate for his survival.
Q. For how long, Doctor?
A. Well, depending upon your theory as regards how long 

man has been on earth. Certainly for, I think—I think all would 
agree it has been a long period, during which time he was able 
to keep in sufficiently good state to reproduce and survive. I 
think that is evidence that he got what he needed in the way of 
nutrition.
My final recommendation would be that the Secretary appoint 

an ad hoc committee composed of representatives of the foremost 
scientific bodies of the nation and of the FDA, Public Health Ser
vice, and Departm ent of Agriculture, together with consumer rep
resentatives and leading experts in adm inistrative law, to go into the 
entire problem of standard making. This committee would make 
recommendations to the Secretary and perhaps to Congress for the 
purpose of streamlining the procedures to be pursued in connection 
with the promulgation of regulations defining and standardizing foods.

[The End]
1 In “F ac ts A bout N u tritio n ” , pub

lished by the Public H ealth  Service, 
U. S. D epartm en t of H ealth , E duca
tion, and W elfare, (Public H ealth  Ser
vice Publication  No. 917), the follow 
in g  s tatem ent is m ade: “T he lower 
form s of life are guided by instinct in 
their selection of the ‘rig h t’ foods—

those which contain all essential nu
trients. T he food choice of civilized 
man, however, is not based on instinct. 
I t  is influenced by m any o the r factors, 
such as background, habit, taste prefer
ence, susceptibility to advertising, family 
finances, economic situation, and many 
others.”
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