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REPORTS
TO THE READER

The Journal’s first article is con
cerned with the adequacy and safety 
of our food supply, specifically it deals 
with an approach to the toxicological 
evaluation of food substances. Sherwin 
Gardner, acting Commissioner of Food 
and Drugs of the Food and Drug Ad
ministration, discusses the problem of 
toxicology in relation to reliable in
vestigation. The article “An Approach 
to Toxicological Evaluation,” which 
begins on page 640, was presented be
fore the Grocery Manufacturers of 
America, Inc., Technical Committee on 
Food Protection in Anaheim, Califor
nia, on June 8, 1976.

Twentieth Annual Educational Con
ference of the FDLI and the FDA.
The following papers were presented 
at the 20th Annual Educational Con
ference of the Food and Drug Law 
Institute and the Food and Drug Ad
ministration, which was held in W ash
ington, D. C. on December 7th and 
8 th, 1976.

John T. Walden, Assistant Commis
sioner for Public Affairs, Food and 
Drug Administration, shows in his 
article. “FDA W ith a Capital ‘L ’,” that 
the FDA is one of the most acces

sible and open agencies of government. 
His article, which begins on page 649, 
covers several aspects of FDA con
cern in the areas of legislation, litiga
tion, labeling, laboratories and animal 
feed.

In  his article “Consumer Interests— 
Do W e Get the Foods We W ant?,” 
William V. Whitehorn, presents food as 
an area of primary public concern. Mr. 
W hitehorn’s presentation focuses on 
increasing consumer involvement with 
the problem of nutrition labeling and 
emphasizes the need for adequate public 
information regarding such issues. Mr. 
Whitehorn, whose article begins on 
page 656, is Assistant Commissioner 
for Professional and Consumer Pro
grams in the Food and Drug Adminis
tration.

In “The Network of Consumer In
formation” beginning on page 664, 
H. J. Barnmn, Jr., presents a review 
of the network which supplies the 
consumer with information about food, 
drugs, cosmetics, and devices. Mr. 
Barnum, President of Barnurn Com
munications, Inc., concentrates on sources, 
routes and receivers of information.
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An Approach
to Toxicological Evaluation

By SHERWIN GARDNER

Mr. Gardner  Is Acting Commissioner of Food and Drugs of the 
Food and Drug Administration.

Y O U R  IN V IT A T IO N  could not have come a t a m ore opportune 
tim e, for I have been considering a sub ject th a t I hope m ay be 
of in terest to you. I t  is a sub ject th a t. I believe, goes to the core of 

the challenge facing the Food and D rug  A dm inistra tion  (F D A ) as 
a regu la to ry  agency and to you as experts in food technology. R & D 
and quality  control. Indeed, it is im p ortan t to  everyone concerned 
w ith  th e  adequacy and safety of our food supply. Specifically, it is the 
approach to  toxicological evaluation of food substances. T here are 
two general areas th a t are of in terest :

(1) the “how to do i t”—-involving lab standards, protocols, 
G C Ps, etc.— and ;

(2) the how  to approach it— involving adm inistrative, po liti
cal, social and economic factors (in short, the policy and philosophy).
W h e th e r one’s tra in in g  is in engineering, science, or m anage

m ent, a fundam ental issue is m easurem ent of th ings w ith which we 
are concerned. T he approach to m easurem ent, em ployed by these p ro
fessions, is a continual search for reliably m easuring  ju s t one factor 
o r variable.

T he fam ous experim ents conducted in the H aw thorne p lan t of 
the W estern  F lectric  com pany high ligh t w hat can happen when 
m ore than  one variable is being m easured— the engineers th o u g h t
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they  w ere m easuring  the ratio  betw een productivity and specific changes 
in w ork ing  conditions. As Dr. E lton  M ayo la ter discovered, they  were 
actually  m easuring  som eth ing en tirely  d iffe ren t: group dynam ics, as 
well as, perhaps, the relationsh ip  betw een w ork ing conditions and 
productiv ity .

T his difficulty in determ in ing  precisely w hat is being m easured 
faces each of us as we seek to in terp re t data. I t  is pa rticu la rly  dif
ficult w hen in te rp re ta tion  of data involves regu la to ry  decisions, de
cisions th a t m ay be lim ited to a single p roduct bu t w hich can involve 
an entire indu stry  or region of the country.

To us in the  F D A , the  necessity  of assu ring  th a t data  and de
cisions stem  from  proper and precise m easurem ent is no t a th eo re ti
cal m atter, it is v ita l to  our business.

The Paul Principle
In  the scientific area, decision m aking is com plicated by som e

th in g  I call the “ P aul P rinc ip le”.
W e have all heard of the  so-called “ P e te r P rinc ip le” which holds 

th a t by some irresistib le  force of nature , individuals in large o rgan i
zations tend to rise until they arrive at th e ir “ level of incom petence” . 
W hile I suppose the FD A , as all large organizations, exhibits a cer
tain am ount of the P e te r P rinciple, w hat really confounds us is P e te r 
P rincip le’s first cousin : the  P au l Principle.

In stead  of the incom petent m oving above levels w here th ey  once 
perform ed adequately, as in the  P e te r P rincip le, the P au l P rincip le 
reflects the fact th a t in a rapid ly  changing scientific env ironm ent 
scientific facts tend, over tim e, to becom e outm oded and, therefore, 
incom petent at levels w here th ey  once perform ed adequately.

F or exam ple, science continually  produces new and m ore reliable 
safe ty -testing  m ethodology. T he m ethodology often m akes past ju d g 
m ents about safe ty  sub ject to question. This, of course, is the  price 
we m ust pay for progress.

If the ac tiv ity  of the  Paul P rincip le is both welcom e and inevi
table, then the question that arises is, how can we be sure that new data, in 
regard to the safety of a chemical— a food additive, a drug, a cosmetic 
substance, is scientifically valid?

Reliable Investigation and Measurement
T he way, I suggest, is to  assure th a t the evidence is derived 

from reliable investigation  and m easurem ent before we act. F req u en t
TOXICOLOGICAL EVALUATION PAGE 641



ly, th a t is easier said than  done. T here  are m any factors u rg ing  a rush 
to m ake judgm ents. T he im portance of m any substances to individual 
health  and to econom ic health  is profound. T he ability  of the  in form a
tion m edia to com m unicate problem s and concerns about these 
m atte rs  to over 200 m illion people in stan taneously  is both w on
drous and frightening. Combine sub ject im portance w ith speed of 
ligh t com m unication and you have a situation  in which reliable 
m easurem ent of an effect assum es m ore significance than  usual, while 
at the same time failure to measure reliably also becomes more damaging.

In view of th is kind of pressure, w hen the  safe ty  of a chem ical 
substance is called into question, it is vital to  know  th a t the question 
stem m ed from toxicological data  th a t reflect the reliable m easure
m ent of an effect. W e need evidence of the influence of a specific dose 
to a specific organism , ra th er than  a vary ing  dosage of chem ical “X ” 
m ixed w ith unknow n im purities adm inistered  under vary ing  circum 
stances in differing periods of tim e in an uncontro lled  environm ent to 
mice of unknow n genetic background.

P lay ing  pool w ith “tw isted  cue on cloth un true  w ith elliptical 
billard  ba lls” m ay be fine for G ilbert and Sullivan bu t it doesn’t p ro
vide an acceptable approach for rigorous scientific m ethod.

W hen we hear th a t a chem ical produces a given kind of pathology, 
it w ould be good to  know  th a t the patho logy w as not the product of 
failure of the tem p era tu re  control in the laborato ry , jugg ling  of the 
experim ental and control anim als, sloppy record-keeping, excess dos
age, or the m any o ther uncontro lled  or unknow n variables th a t poor 
science is heir to.

Evidence of Impeccable Quality
W e m ust m ake decisions on the  basis of evidence of im peccable 

quality—w hich is ano ther w ay of say ing  th a t we m ust be sure th a t 
we are measuring just one thing, basing  cu r critical conclusions through 
attending to the tune, no t the  static.

In regard  to food, drugs, cosm etics and o ther substances con
sum ed purposely  or invo lun tarily  by people, the  process of reliably 
m easuring  ju s t one th in g  is com plicated by the fact th a t it involves 
the convergence of th ree  issues.

T he first involves techniques of toxicological testing . Just how  
good are th e  tools and m ethods used to determ ine tox icity?
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T he second involves expectations of safe ty  and protection. W h at 
should be the  toxicological standards em ployed to insure safe ty  of 
foods and drugs?

T he th ird  involves an allocation of burdens. W h a t is th e  proper 
division of labor involved in eva lua ting  tox ic ity?

Division of Labor
L et us take these  one a t a time. T he division of labor p resen tly  

used, and which has seem ed satisfacto ry , involves a petitioner-peti
tionee relationship . T he p arty  m aking the  petition , be it for a d ru g  
or a food additive, has the  burden of proof. Philosophically  and con
ceptually , th is is appropriate .

I t  is a division of labor th a t lias provided us w ith the safest food 
and d ru g  supply of any nation  in the  world. I t  also happens to  be a 
division of labor th a t is being accorded increasing criticism . For, as 
you are well aw are, such a system  rests  on a large am ount of tru s t, 
in the  sense th a t it is sim ply im possible for the  governm ent to carry  
its review  of test data  provided in support of an application to  the 
u ltim ate, by doing the whole business over to see if it flies.

Senator Nelson, am ong others, has proposed a different w ay of 
do ing business, th a t is by hav ing  a th ird  party  conduct the tests  on 
th e  assum ption th a t th ird  parties, som ehow, are above the  tem p tation  
to  cu t corners.

Personally , I do not believe th a t m erely changing who em ploys 
researchers w ould au tom atically  provide b e tte r data. W h a t is needed 
is a system  for assu rin g  th a t research m eets con tem porary  standards 
of ethics, and th a t it is sufficiently rigorous so th a t it is reliably 
m easuring  ju s t one thing.

W hile I am convinced th a t governm ent should not assum e indus
t r y ’s burden of te s tin g  food substances, as I will develop in a m o
m ent. th is kind of separation  does not necessarily  have to  mean divorce.

W e can cooperate while m ain ta in ing  a stric t division of labor 
and responsibility . A nd I believe th a t some form  of cooperation is 
necessary  for tw o in terre la ted  reasons. Society faces a ra th e r s trin gen t 
resource problem  in the  area of h igh ly  com petent researchers and 
first-class facilities. To cite a constra in t often overlooked, we sim ply 
do not have tim e to squander. Q uestions raised about substances a l
ready in the food supply m ust be answ ered prom ptly . S im ilarly, we
TOXICOLOGICAL EVALUATION PAGE 6 4 3



ou gh t no t delay the  in troduction  of new and po ten tially  beneficial sub
stances because the nation’s overburdened research capability  m eans 
th a t the best speed we can m ake is a dull plod.

Expectations Concerning Protection
L et us tu rn  now to the second po in t of view I cited earlier— th at 

of society’s expectations concern ing protection. If society ever arrived 
at a com m on agreem ent about its standards of expectation , m any of 
its safe ty  problem s w ould fall into place like the  last couple of pieces 
of a high ly pa tte rned  jig-saw  puzzle.

Some w ould set a very extrem e standard , indeed. T hey  w ould 
sim ply p roh ib it the  use of m any substances, such as colors and 
preservatives. T h a t is, of course, one option.

I t is not very  helpful to  oppose the use of individual substances 
on th is thesis. If th is is to be the basis for action, then  C ongress will 
have to be persuaded to change the  law— and th a t is certa in ly  one 
option th a t should be explored. B ut un til it is, the  consum er deserves 
the best approach we can devise to resolve safety questions.

M uch of the conten tion th a t enlivens our days a t the  F D A  in
volves precisely th is sub ject—-standards. I t  is im p ortan t to recognize 
and understand what we can do. W e can establish operational standards 
for risk (as a practical m a tte r  we m ust do so in order to establish 
criteria and ob jectives for scientific stud ies). Sooner or la te r we have 
to  agree on how to do testing . Are fifty anim als enough, or 5,000 or 
50,000? W h a t really  can be called “good evidence’’ and w hat fails 
the test ?

T he N ational Cancer In s titu te  (N C I), in particular, has been 
involved w ith the problem  of proper standards for the conduct of 
bioassays. I t recen tly  published a docum ent, “G uidelines for Carcino
gen B ioassay in Sm all R oden ts” th a t conveys w hat NCI considers to 
be sa tisfac to ry  protocols. I expect th is docum ent will be of consider
able im portance to the FD A  as we devise toxicology standards to 
carry  out our function. C ertain ly  our own regulations govern ing  Good 
L aborato ry  P ractices (G L P 's)  will be influenced by ideas from th is 
and o ther sources.

Techniques Used in Toxicology
L et us look now at the  th ird  po in t of view, or link in the  chain 

leading to proper scientific conclusions— the tools and techniques in
volved in toxicology.
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U nless these tools and techniques are above reproach, there  is 
sim ply no w ay to generate  precise scientific evidence ; no w ay th a t 
shuffling the division of labor is go ing to do m ore than  subdivide con
fusion ; no w ay th a t expectations are go ing to  be m et. S tan dards— 
no m atte r how high and allocation of resources— no m atter how well 
devised, are insufficient w ithou t good m ethods and tools.

So, I w an t to  spend a m om ent looking at tools. P erhaps the best 
w ay to begin th a t look is by saying th a t we in the FD A  are keenly 
aw are of the too often unm et need to m easure ju s t one th in g  reliably. 
Not only are we aw are of it, we are m aking w hat I believe to be a 
significant con tribu tion  to responding to th a t need. 1 am referring  
now to an im p ortan t “to o l” for determ in ing  the  proper standards to 
be used in toxicological research : the N ational C enter for T oxicologi
cal R esearch (N C T R ).

N C T R  is one of the n a tio n ’s finest tools for reliably m easuring 
ju s t one tiling. I t  has honed the  elim ination of extraneous variables 
to  a fine edge. By being confident of w hat variable it is in fact 
m easuring, it  is m aking im p ortan t progress in un derstan d in g  the in
credibly com plicated science of carcinogenity , m utagenesis, terato- 
genesis and estrogen mechanics.

Tire N C T R  has evolved very rapid ly  from a facility concerned 
w ith biological w arfare to  a facility concerned w ith m odern toxicology 
of foods and drugs. If you have not visited the N C TR recently, p re
vious im pressions should be abandoned as obsolete. T he F D A  has 
invested a m ajo r portion of its research budget in the  N C T R , and 
we are proud of the outcome.

Chemical Substances
I believe th a t w hat the N C TR  is doing and how it is doing it is 

of considerable po ten tial im portance to  your industry , b u t before I 
tell you how. let me m ake one observation about the chem ical indus
try  and the tox ic ity  of basic chem ical substances.

A chem ical th a t proves to  be suspect m ay be a m inor item  in the  
product mix of a single chem ical com pany. Because it is used in 
dozens, perhaps hundreds of processed foods, w hat is a m inor ripple 
in the  production m ix of a chemical com pany m ay tran sla te  into a 
financial and public relations d isaster for an entire  indu stry  for which 
the  chem ical is b u t one of m any raw  m aterials or ingredients. T hus, 
the  in terest of users in the toxicology of chem icals is at least as 
com pelling as th a t of the  com pany th a t produces them .
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T he com panies th a t produce chem icals are by no m eans unaw are 
of their own need to g a ther precise toxicological data. I t is for th is 
reason th a t the chem ical indu stry  decided to jo in to gether to establish 
the Chemical In d u stry  In s titu te  of T oxicology (C U T ).

Toxicological Problems
I also read w ith approval of the  high ly relevant proposal made 

last year by Dr. John  K irshm an of General Foods at a Conference on 
Chronic T oxicity  T estin g  and the  Food Industry . Dr. K irshm an urged 
th a t toxicological problem s be tackled by a group or consortium  
represen ting  the  drug, food, cosm etic, petrochem ical and o ther con
sum er product industries.

T hese actions and proposals on the part of responsible indu stry  
segm ents and represen ta tives are indicative of a picture th a t is be
ginn ing  to em erge. It is a picture of a society increasingly concerned 
about standards th a t determ ine the degree of protection. I t  is a 
society increasingly  concerned w ith  the adequacy of the te s tin g  being  
em ployed to assure those standards are in fact being met. And it is 
a society th a t is exam ining how best to allocate the  scarce resources 
of scientific ta len t, m oney and especially tim e to assure th a t te sts  of 
the highest quality are performed with the least amount of wasted effort.

It is within this context that I would like to pose several questions:
The N C T R  was established to serve the FD A  and E P A ’s needs 

b u t also, and quite specifically, to  serve as “a national resource.” It 
seems logical to ask w hether there is some app ropria te  role th a t the 
N C T R  and the F D A  can play in prov id ing the food in du stry  and 
perhaps o thers with the kind of excellence in toxicology th a t Dr. 
K irshm an w as seeking th ro ug h  his proposal.

L et th is not be construed as a “position w an ted” advertisem ent. 
I am not soliciting w ork for the N C T R . M y in ten t is ra th er to explore 
w ith you and w ith o thers concerned w ith the issues I have m entioned 
on how this nation best might uce the resources available to it in this area.

Role of NCTR
If the N C T R  is to be involved, w hat m ight th a t role be? Should 

it be viewed as a kind of referee or supreme court of toxicologv— seek
ing to determ ine which of conflicting findings is the m ost reliable 
m easurem ent? W e m ight look at and be guided by experiences in th is 
area. A couple of years ago. the question of Red No. 2 safety tu rned
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to  the  findings of em bryo tox ic ity  produced by gavage adm in istra
tion. T he question w as w hether or no t th e  gavage feeding m ethod 
w ould produce data  re levan t to hum an consum ption and, if so, w hat 
would the  findings be? W e p u t the  question to  an ad hoc com m ittee 
of sc ien tists—they  concluded th a t gavage tes tin g  w ould be useful and 
the  N C T R  along w ith o ther laborato ries conducted the  tests. T h a t 
successful experience w as overshadow ed by subsequent events— yet, 
it should not be overlooked as a m odel for the  fu .ure.

H av in g  raised the  question, let me suggest w h at som e of the 
considerations m ight be w hile stopp ing  ju s t sho rt of an answ er. 
W e are at a po in t w here fundam ental risk-benefit questions are being 
raised. T hey are raised by consum ers, the  C ongress, scien tists and 
industry . T hey  range from “W h y  colors at a ll?” . “W hy substance 
X ?, W h a t does it do for the consum er?” to  “ If th e re ’s a suspicion 
of anx ie ty  (read cancer-causing, m utagenic, te ra togen ic), w hy perm it 
its use un til w e’re su re?”

Public Examination of Standards
T he concerns behind such questions are s tro n g  incentives for a 

m ore deliberate  public exam ination of standards to be em ployed for 
safe ty  evaluation . T he XTC TR , to g e th er w ith our T oxicology A dvisory 
com m ittee, could be helpful in several w ays— from  protocol design, 
to  identification of issues head ing experim ental illum ination and to 
participation  in a collaborative te s t program .

A fair guess would be th a t we have ju s t seen the  tip  of the ice
berg. W hile recent a tten tion  has been focused on Red No. 2 and 
cyclam ates, o ther substances also are likely to becom e of concern. 
T he GRAS review , w ork of individual investigators and developm ent 
of new  substances all are po ten tia l sources for new safety  issues.

T he question is not should the governm ent become involved w ith 
evaluating  food substances— it already is :

(1) it is developing new standards,
(2) it is developing new m ethods,
(3) and it is reso lv ing safe ty  questions w hen o thers are un 

able to do so.
A more appropriate question is how the approach to safety evalua

tion  can be changed to provide a m ore coordinated and collabora
tive  approach— one th a t would be in the public’s in terest by resolving
TOXICOLOGICAL EVALUATION PAGE 6 4 7



controversies prom ptly , and one th a t would conserve public and 
p rivate  resources.

If we are to exam ine collaborative approaches, then o ther ques
tions will need to be answ ered—

(1) W h a t sources of nongovernm ental funds would be avail
able to the N C T R  and the F D A ?

(2) H ow  m ight such funds be provided so ob jectiv ity  of the 
w ork w as not com prom ised?
T here are a num ber of o ther questions I could raise, b u t m y 

purpose at th is point is not to  cover the conceptual w aterfron t, bu t to 
stim ulate som e th in k in g  about how we can apply the best know ledge 
w ith the  least lost m otion to the solution of public health  problem s. 
P a r t of th a t th ink ing  involves an assessm ent of w ho is doing w hat and 
how—this in order to determine if and where improvements can be made.

P rovid ing  food and prov id ing  for the safe ty  of food are tasks too 
im portan t to be dam aged by a kind of toxicological Babel. W e need 
answ ers, we need correct answ ers and we need to find the  shortest 
possible point betw een the safety question and its correct answ er.

If there is some additional constructive role that the FDA, through 
the N C TR  can play in th is process, I w ant you to know  th a t we are 
w illing to explore it. [ T h e  E n d ]

INGREDIENT LABELING RULE FOR COSMETICS 
PARTIALLY STAYED

In response to an order from a federal appellate court, the Food 
and Drug Administration has stayed the November 30, 1976 effective 
date for complying with the requirement in 21 CFR 701.3 that cosmetic 
labels bear a declaration of ingredients. The regulation was effective 
as to labeling ordered after May 31, 1976 and as to all cosmetic 
product packages labeled after November 30, 1976. The stay applies 
only to the November 30 date. As a result of the stay, labels not com
plying with Reg. § 701.3 that were ordered before May 31, 1976 may 
continue to be applied to cosmetic packages until the stay is ended.
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FDA W ith a Capital "L”
By JOHN T. WALDEN

Mr. Walden  Is Assistant Commissioner for Public Affairs, Food and 
Drug Administration.

FO R  T H IS  D IS C U S S IO N  O N L Y , I will spell “ Food and D rug  
A d m in istra tio n ’’ (“ F D A ") w ith a s trin g  of capital “ L ’s ” . T he 
first “L ” in F D A  is for “ L eadersh ip .” Dr. Schm idt resigned as of 

Dec. 1 and Sherw in G ardner, D epu ty  Com m issioner, is acting  Com 
m issioner of Food and D rugs and will continue as such until the 
new administration names Dr. S chm id t’s successor. (M eanw hile, the 
w ork goes on and 1 do not see the h ia tus th a t o thers are predicting.)

Focus of FDA Leadership
A con tinu ing  focus of FD A  leadership is along th ree parallel 

t r a c k s : order, accessibility and openness. By order I m ean orderli
ness of operation. A whole “book” of procedural regulations has been 
issued to  th is end. T hey  are “how to ” p ro ced u res : how to petition  
th e  A gency; how to ask for. how to conduct and how to participate 
in various kinds of hearings, etc.

A second “book” of new  procedural regu lations defines and clari
fies enforcem ent p rocedures— including recalls, regu la to ry  le tters, cri
te ria  for p rosecu tion  and use of publicity. F.xcept for one portion , the 
adm in istra tive  procedures are all published and all final. T he en
forcem ent procedures should all be published in final or as proposals 
by the year’s end.

Rules now in effect m ake the  FDA one of the most accessible and 
open agencies of governm ent. Each of our 60-plus advisory com m it
tees and 500-plus advisors m ust discuss and decide in public session 
on the advice they give the Agency. They must do this to  the  absolute 
ex ten t allow ed by law. T his policy of m axim um  openness is in place 
a full tw o m onths before the  new sunshine law  will m ake such pro
cedures m andatory.
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T he F D A ’s Freedom  of Inform ation (F O I)  regulations have been 
revised after an extended shake-dow n cruise. T he revisions will be 
published th is m onth. T here  are refinem ents b u t no basic changes in 
w hat already is am ong the m ost extensive and liberal F O I policies 
in the executive branch.

D uring  1976, the  A gency continued to live by the “ Public Calen
d a r”— a system  w hereby all top policy m akers report weekly and 
publicly on all m eetings w ith regula ted  industry .

One welcom e resu lt is th a t m y job of answ ering  press and con
sum er charges of “secret deals” has been considerably reduced.

Legislation
T he second “ L ” in F D A  is for “Legislation.” The biggest legisla

tive production  of the year was the M edical Devices law. T he biggest 
cu rren t job for F D A  is p u ttin g  the  new law to w o rk :

(1) In the  classification of m edical devices— the job is well 
along, about 2,500 product classifications have been made.

(2) In  the reg istra tion  of device m anufactu rers— the dead
line is Dec. 31 and there are 2200 reg istran ts. (W e still have 
som e “ho ldouts.”)

(3) In  se ttin g  rules for the investigation  and developm ent 
of new devices— a public hearing  will be held in February.

(4) In  prom oting  preventive regulations th rough Good M anu
factu ring  P ractices— these are still some m onths away.

(5) And, finally, in setting procedures for device standards and 
for pre-marketing approvals—both have high prio rity  for 1977.
I will no t dwell on the m any legislative proposals on specific 

new regu la to ry  au tho rities still hang ing  fire. F a r m ore pertinen t and 
m ore im m ediate are the legislative issues th a t deal w ith the reorgani
zation. relocation, redefinition and, in a word, the  reform  of the FD A .

L egisla to rs push ing  reorganization  generally  are e ither “ lum pers” 
or “splitters.” The splitters want to divide the Agency at least hv two. 
T he lum pers w an t to  m ake us one w ith o thers in a new bureaucracy 
to be called the CSA. (T he in itials stand for Consum er Safety A d
ministration but after January, CSA will likely be. in many minds, 
first rem em bered as the Confederate States of America.)

It is anybody’s guess w hat the resu lt of all the refo rm -reorgan iza
tion ta lk  will b e ; it is a p re tty  good guess th a t the  ta lk  will resu lt in 
changes. (F o r w h at it is w orth  I th ink the lum pers have the  edge.)
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Legislative Oversights
L egislative oversight continues. C ongressm an B um pers has called 

us to  a D ecem ber 15 hearing  to explain our fluorocarbon-vs.-the-ozone 
policy. C ongressm an M oss m ay w an t to ta lk  early  next year about 
antib io tics in anim al feed and about a ban on n itro fu rans— if for no 
other purpose than to ask why the FD A  still has made no final decision.

Senator N elson m ay tu rn  his a tten tion  from fat pills to  food and 
color additives; while Congressm an F oun tain  m ay well dig deeper 
into the FD A  use of advisory com m ittees.

One of the surest bets has to  be th a t Senator K ennedy will re tu rn  
to  the F D A  d rug  review  process. I say th is because the D epartm ent 
of H ealth , E ducation  and W elfare  (H E W ) D rug  Review Panel is 
still try in g  to produce a report and w hen it does the ball will bounce 
back into K ennedy’s court.

Litigation
The third “L ” is for “Litigation.” F irst in our minds, if not in our 

hearts , is L aetrile. I cannot even keep up w ith the  court m aneuvers 
on th is one. I do know  th a t honest L aetrile  believers as well as the 
purveyors of false hope for profit are well organized and vocal. They 
are before the  courts, before the C ongress and before the TV  cam eras.

In  p reparation  for w hat could m ushroom  into a legal con fron ta
tion over the whole system  of new d rug  clearances, the FD A , early  
next m onth, will publish a s ta tem en t reaffirm ing the new d rug  s ta tu s 
of L aetrile. W e also will b rin g  to ge ther and expand the adm in istra
tive record on th is sub ject and take th is record back to  court in de
fense of our case. M uch m ore will be heard about L aetrile  in 1977, in 
the courts and elsew here.

Labeling
T he fourth  “L ” is for “ L abeling .” The record here is a good 

one. T he m ost far-reach ing in itia tives are in paten t-package labeling 
for prescrip tion  drugs. W e are proposing to  require th a t dispensers 
of oral con traceptives (O C ’s) provide a special brochure to wom en 
each tim e they  fill a prescription . T he new patien t brochure is unique 
in the  depth and detail of language about risks and benefits. The 
m andato ry  brochure w ould be backed up by a revised, pa tien t label 
in each package of pills. Also, new  physician labeling for O C ’s are 
being issued as a final o rder to be effective w ith in  120 days.
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A sim ilar new labeling proposal for estrogenic drugs w as pub
lished in Septem ber and the  A gency is now preparing  physician and 
pa tien t labeling for in trau te rin e  contraceptive devices. T he IU D  label
ing  should be issued in final form th is  m onth.

L ate  in N ovem ber, the  A gency proposed a first-of-a-kind label 
w arn ing  on m ost of the aerosol products con ta in ing  a type of flurocar- 
bon gas know n to cause dam age to the  ozone. I t  should take 4-6 
m onths to  im plem ent. An eventual ban is in the  works.

L itiga tion  is still under w ay b u t the  FD A , nevertheless, is now 
requiring  th a t cosm etic m anufacturers prove claim s of superior safety 
for so-called hypoallergenic products. W e in tend th a t the regula tions 
shall apply to all cosm etics m aking claim s of relative safety.

Ingredient Labeling
Full ingredient labeling  for all cosm etics is now being phased in. 

W ith in  the past few days, a court deferred a N ovem ber 30 deadline 
for such labeling, b u t we do not expect any real delay in com pliance.

T he m ost innovative developm ents in food labeling continues to 
be “ drained w eigh t” for canned foods and the Septem ber proposal to 
require percentage of m ain ingred ien t labeling on baby foods.

T he N ational C anners A ssociation responded last m onth to the 
F D A ’s drained w eight proposal w ith its own “solid con ten t” labeling 
and the  F D A  will evaluate th is idea along w ith its ow n plan.

W e expect the results of a  professional cost analysis of the drained 
weight idea this month. This will be made public when received.

Percentage of main ingredient labeling for baby foods is intended as 
the fo rerunner of sim ilar regula tions for o ther classes of food. Be
fore C hristm as, we expect to  order sales restric tions and m andatory  
labeling to m eet the obvious need for consum er pro tection  w hen buy
ing hearing aids. W e also plan, in the days immediately ahead, to restate 
our proposal for requiring  blood and blood-product labeling to iden
tify  those  from  paid donors and those from  vo lun tary  donors.

W e th ink  both physicians and patien ts have a righ t to know  the 
source of transfusion  blood as well as the relative risks of hepatitis— 
a risk up to 10 tim es h igher w ith blood from paid donors.

Laboratories
The fifth "L ” is for “Laboratories.” By laboratories, I m ean the 

m ajor new FD A  program to expand surveillance of anim al research
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done by the food and d rug  industries in developing pre-m arketing  
product safety data.

K ennedy hearings, g row ing  ou t of the F D A ’s own investigations, 
have identified and broadcast the fact th a t som e of th is  research is 
less th an  dependable and, in some cases, less th an  honest.

T he com bination of F D A  investigations and Congressional hear
ings resu lted  in 16.4 m illion dollars in new m oney and nearly  a 10% 
increase in FD A  m anpow er w ith which to moun-: a m ore intensive 
data  surveillance program . W e call it the B io-Research M onitoring 
P rogram  and despite th is  horrib le  nam e the program  is im portan t, 
in tensive and of top priority . U nder the program , we are m oving im 
m ediately to su b stitu te  an orderly  system  of surveillance for the 
som etim es non-ex isten t p rogram s of the past. A lready, we have found 
enough problems to propose withdrawal of a m ajor new drug and to con
sider prosecution of some manufacturers and some test laboratories.

A t least 40 o ther anim al lab investigations are now g e ttin g  
sta rted . 1 th ink  we m ust expect fu rther regu la to ry  actions and pos
sible prosecutions.

T his is the short-te rm  picture. T he m ore positive long-term  resu lt 
of the B io-Research M onitoring  P rogram  to date is the  Good L ab o ra
tory Practices Regulations. Published for comment on November 19, the 
FD A  will hold public hearings in the spring, followed by final regulations.

Leftovers
T he nex t to last “L ” is one 1 shall call “T he L eftovers.” The 

recent decision to deny Parke, Davis & Co. permission to continue m arket
ing diphenhydramine as an over-the-counter (O T C ) cough m edicine 
tops the  list of “ leftover” issues. W ith in  recen t days, there  have been 
m ultip le seizures and a tem porary  in junction  which stopped fu rth er 
seizures as well as fu rther d istribu tion  of Benylin. W atch  alm ost any 
space for fu rther developm ents.

T he tw in issues of bioequivalence and bioavailab ility  are ju s t 
barely  leftover. F inal regula tions should be signed th is m onth. T hey 
will appear sho rtly  th ereafter in the Federal Register. T he new  regu la
tions m ean th a t in the  im m ediate fu tu re  all new d rug  app lican ts m ust 
prove bioequivalence and bioavailability . T he regulations have m ajor 
im plications for governm ent reim bursem ent for drugs and the  generic- 
vs.-brand-nam e controversy. I recom m end Dr. C rout for fu rther en
ligh tenm ent.
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D u rin g  N ovem ber, the Agency perm anen tly  approved 20 provi
sional color additives for use in drugs and cosm etics. L eftover are 
52 food, d rug  or cosm etic colors still on the  provisional list. D espite 
past hopes and repeated prom ises, these will not be finally decided 
for tw o to four m ore years.

A nim al studies on the last of the red dyes. No. 40. continue. A 
consum er group  says the  data now supports a ban and the  FD A  to 
day named an FD A -N CI review group which will meet December 16-17.

T he G RA S review  continues and the concept evolved into a 
broader program  for cyclical review  of safety data  for all food and 
color additives. T he B ureau of Foods has hired 20 people and is 
recru iting  and tra in ing  them . The'system is a reality.

T hen, there is the leftover program  of ingred ent labeling for 
alcoholic beverages. T he D epartm ent of Justice  is now try in g  to  de
cide w hether to  appeal as the F D A  w ants or to accept a low er court 
decision th a t rules the  FD A  out of bounds in try in g  to im pose such 
labeling. If Justice  decides against appeal, then your favorite booze 
will likely continue w ithout ingredient labeling until and unless the 
Congress gets into the act.

A relatively  new leftover is the issue of the new X -ray system  
know n as the  “C T ” scanner. T he F D A ’s problem  is to decide if regu
lar X -ray  em ission standards can be revised to serve or if we need 
a whole new set of standards. A very stale leftover is the so-called 
Sensitiv ity  of M ethod regulation. W e now project a regulation  bv 
D ecem ber 31.

B ut th is will not end the m atter. T his is no m ore or no less than  
a con tinu ing  effort to deal w ith the sticky fact th a t our technology 
for m easuring  any th ing  in any th ing  has go tten  ahead of our ability 
to  in te rp re t the health  im plications of such exquisite m easurem ents. 
T he entire concept of m ethod sensitiv ity  m ay eventually  bu tt directly 
against the  D elaney clause and the b u ttin g  could be explosive.

Animal Feed
I have already m entioned the A gency’s prolonged w restling  match 

w ith  the issue of antib io tics in annual feed. It has been studied  and 
re-studied and, at th is m om ent, is before the FD A  N ational Food 
and D rug  A dvisory Com m ittee. T heir recom m endations are due in 
Jan u ary  and the issues will be discussed in detail in one of vour 
w orkshops.
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A nother m eaty  leftover is D E S  as a g row th  p rom otan t in food 
anim als. A bout tw o years ago, a judge to ld  us we had to g ran t a 
hearing  on our la test proposal to ban the  d rug  for th is  use. On 
N ovem ber 26, the A gency decided th a t such a hearing  is justified. 
F u rth e r  decisions on th a t hearing  will be decided, beg inn ing  Janu ary  
5, 1977, at a p rehearing  conference.

T he final “ L ” is really an a llitera tive  phrase th a t goes like th is : 
“ Loud and L ikely to get L ouder.’’ T his refers to issues and events 
likely to m ake the m ost noise du ring  the new  year.

M y personal predictions for th is category  a r e :
(1) T he fu tu re  of the fat pills. Dr. C rout, in Novem ber, 

com m itted the FD A  to a decision based on data due at any 
m om ent from the D ru g  E nforcem ent A dm inistra tion .

(2) T he Benylin Case. It m ay well touch the w hole O TC  
Review— our use of advisory com m ittees and d rug  m arketing  
generally .

(3) T he L aetrile  C onfrontation . T his noisem aker has a real 
big clacker.

(4) The regu la to ry  reform  and reorganization  circus, the 
g rea test show on earth— com plete with cannons as well as clowns.

F inally , we face the con tinuing saga of the artificial sw ee ten e rs :
(1) Abbott is unhappy with FD A ’s latest ban on cyclamates and 

dem ands a hearin g ;
(2) Canadian studies, due in mid-1977, will likely lead to 

new  decisions about saccharin :
(3) and on aspartam e, the  F D A  this m cnth  reconfirm ed its 

support for th ird  p arty  au then tica tio n  of questionable safe ty  data. 
T he w ork has no t yet begun.
W ith  all th is, I come out w here I cam e in. T ran sition  or not, I 

see little  peace or quiet or inactiv ity  in the F D A ’s im m ediate future.
[ T h e  E n d ]

{5) Bio-medical research monitoring. It cannot be done quietly.

Artificial Sweeteners
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Consumer Interests—
Do W e Get the Foods W e Want?

By WILLIAM V. WHITEHORN

Dr. Whitehorn Is Assistant Commissioner for Professional and 
Consumer Programs in the Food and Drug Administration.

AS I P R E P A R E D  FO R  T H IS  T A L K , 1 w as im pressed by the 
natu re  and the com plexity of the questions posed for th is a fte r
noon’s discussion. T hese questions are no t answ ered easily. T hey  deal 

w ith a ttitu des, value ju dgm en ts and im perfect quantita tions. T hey 
cannot be answ ered by rules, regulations or legalism s.

B ut I am very pleased th a t they have been given a place in this 
conference since, unless they  are considered, the best in terests  of the 
public cannot be served.

As the D irector of the Office of P rofessional and C onsum er P ro 
gram s for the Food and D rug  A dm inistra tion  (F D A ), much of my 
tim e is spent g a th erin g  inform ation on consum er a ttitu des and per
ceptions on a wide varie ty  of F D A -regu lated  activities. In the  conduct 
of th is job, I have access to a highly com petent staff of consum er ex
perts— the FD A  Consum er Affairs Officers, located th ro ug hou t the 
country . M uch of w hat I say reflects th e ir inpu t as well as th a t of 
the o ther channels of com m unication the Agency actively m aintains 
w ith consum er advocates and consum er leaders across the country .

I am add ressing  you not as a rule-m aker, bu t as one who has the 
responsib ility  for the various program s which represen t the educa
tional com ponent of the A gency’s regu la to ry  activities. T oday, the 
FD A  firmly believes th a t protection of the public health  car. be 
achieved realistically  on a w ider scale by education, inform ation and 
involvem ent of the public. T he A gency is actively pu rsu ing  w ays of 
increasing public partic ipation  in its decision-m aking processes. F or
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instance, th ere  are cu rren tly  55 consum er represen ta tives on the 
F D A ’s advisory  com m ittees. On a regu lar basis the Com m issioner 
and his top  staff m eet w ith  consum er advocates in W ash ing ton , D. C. 
as well as in o ther m ajor cities to discuss w ith them  im p ortan t and 
tim ely health  issues. T he N ational A dvisory Food and D rug  C om m it
tee, the  top advisory com m ittee to  the Com m issioner, has particu lar 
consum er represen tation .

Primary Public Concern
From  all these sources, it is clear th a t food is an area of p rim ary  

public concern.
Today, shoppers confront a food supply th a t no longer is taken 

for g ran ted  as being healthful, safe and good sim ply by v irtue  of its 
being m arketed . Consum ers are bom bard ing  the FD A  w ith th e ir in 
quiries, com plain ts and dem ands concerning the  quality  and safe ty  of 
th e ir food. Y et, w ith these dem ands comes the  perplexing question— 
how m uch pro tection  does the  consum er w ant, need and can afford?

T he sim plicity  of th is  question belies the  com plexity of the re 
sponse. Take, for exam ple, the question of how much protection  con
sum ers w ant. W ith  conclusive scientific evidence now available th a t 
c igarette  sm oking and alcoholism  are not only “hazardous to your 
h ea lth ” bu t are con tribu ting  significantly to perm anen t body dam age 
—or, in the  extrem e, to death— consum ers continue to  drink and 
sm oke in increasing num bers. M oreover, m any of these sam e people 
vehem ently  oppose any governm ental in terference w ith their r ig h t 
to do them selves bodily harm  if they so choose. Consum ers w an t to 
know. “H ow  m uch risk ex ists?” A t the sam e tim e, they  w an t to  
retain  the righ t to take risks, if they  feel the benefits are g rea t enough.

On the o ther hand, when it comes to foods, an increasingly  vocal 
segm ent of our population is dem anding th a t the governm ent g u aran 
tee a 100 percent safety coefficient, which, of course, is neither realistic 
nor practical. Foods them selves are chem ically composed. Even the 
ord inary  po ta to  is m ade up of at least 150 different chem icals, and 
some of these  chem ical constituen ts are know n to be toxic. In actuality, 
there  are tox ican ts p resen t in na tu ra lly  produced foods th a t would 
raise serious questions by the  FD A  if offered as food additives. Does 
th is mean th a t we should do w ithou t the benefit of these foods because 
of the po ten tia l risks? O bviously not. A t w hat point, then, do the
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risks outw eigh the  benefits? H ow  m uch risk is acceptable, a t w hat 
p rice? W ho decides?

U nderstandab ly , the consum er desires th e  h ighest food stan dards 
possible, un til the nagging  reality  of cost enters th e  picture. In  gen
eral, shoppers w ith a h igher socioeconom ic s ta tu s  and education level 
are m ore w illing  to  pay an additional cost for g rea te r p ro tection  in 
relation  to  food quality . P ov erty  level consum ers strive to have enough 
food to keep themselves and their families alive and reasonably healthy. 
T hey  often cannot afford the  luxury  of p ro tection  to the sam e degree 
as the  m ore w ealthy.

Highest Quality Safety Standards
F D A  has the responsib ility  of p ro tec tin g  all consum ers by se ttin g  

the highest quality  safe ty  standards th a t are scientifically feasible 
and th a t are also econom ically reasonable. H ow ever, we realize th a t 
often there are tim es when we are unable to satisfy  all the people 
we serve.

The Agency, on the o ther hand, does no t have ju risd iction  over 
food quality  nor does it even have a reliable definition of food quality. 
I t cannot determ ine how  or which foods are processed, nor can it 
determ ine the  ingredients or the preservatives which go into these 
foods. As the  law presen tly  stands, th a t is in d u s try ’s dom ain.

B ut, we at the  FD A  m ust concern ourselves w ith  increasing 
con stituen t criticism  from a society th a t expects m ore and m ore from 
its public in stitu tions. Consum ers expect the FD A  to gu aran tee  the 
safety, pu rity  and w holesom eness of food. T hese quality  expectations 
are certain ly  the u ltim ate  goals of us all. W hen one considers the 
fact th a t there  are 200 m illion A m erican citizens each consum ing 
1.420 pounds of food a year, one realizes the difficulties in achieving 
consisten t quality—w hatever the  u ltim ate  m easure of quality  happens 
to  be. A large m ajo rity  of A m ericans eat no t only to  satisfy  their 
bodily needs, bu t also as a form  of social en terta inm en t and pleasure. 
In  fact, w ith  so m uch of our daily and social ac tiv ity  revolving around 
food and the pleasure of eating, food aesthetics and taste  often are 
given m ore consideration than  food quality  and quantity . T his de
m and for food to be appealing  to  the  eye, sm ell and taste  underlies 
ano ther benefit-to-risk and benefit-to-cost s itua tion— food additives 
and food colors. T here  is an increasing  public aw areness and suspicion
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of these substances, which, on the  positive side, preserve, aesthetically  
increase the  appeal of food products and keep costs down. On the 
negative side, m any of these additives and colors, th ro ug hou t the 
years, have been found to contain, or were suspected of containing, 
carcinogens or toxins. T hey  were, therefore, rem oved from the market 
o r w ere listed perm anently , depending upon the  F D A ’s assessm ent 
of the  proof of safety and the co u rts’ upho ld ing  of the A gency’s ju d g 
m ent. C onsum ers righ tfu lly  expect a p roduct which is safe, clean, 
fresh and, in th is sense, wholesom e. I t  is the FD A  s responsib ility  to 
assure the consum er of this.

Food Labeling Regulations
W hile the  A gency cannot determ ine the com position of foods 

produced, it does have the responsib ility  to see th a t the foods under 
its ju risd ic tion  are labeled properly. Because shoppers today are 
flooded by thousands of food choices, they  need to know, and are 
dem anding to know, the iden tity  and nu trition al value of w hat they  
are eating. Ideally, th is additional know ledge will even tually  lead to 
rational decisions enab ling  the  consum er to  eat be tte r and to pay 
less for food products T he FD A  recently  has im plem ented a pro
gram  of food labeling regulations. I ts  purpose is tw ofo ld : (1) to p ro 
vide the consum er w ith  b e tte r nu trition  in form ation on labels in a 
standardized w ay ; and (2) to  m ake all in form ation on food labels 
m ore com prehensible to  the public. D uring  the past year, the Agency 
has held approxim ately  600 sem inars and w orkshops to describe the 
various packages of regula tions th a t have been issued by the FD A  
th is  year. T hese w orkshops have included a broad group of “m u lti
plier people”— nutrition  educators, teachers, extension agents, di
eticians and other professionals— who deal w ith  the problem s of hunger 
and m alnu trition  and who in tu rn  react w ith the  consum ers and the 
public. T he em phasis has been upon explain ing th e  aim s and m ethods 
of the nu trition  education program  of the  FD A  and how nu trition  
labeling, d ie tary  supplem ent regula tions and various o ther regu la
tions con tribu te  to consum er education.

I t  w ould be incorrect to say th a t nu trition  labeling th us far has 
been an unqualified success. The FD A  fully recognizes th a t nu trition  
labeling will no t be an effective device until shoppers know  w h at the 
nutrients are, where to get them, and how much of them need, or need 
not. to be eaten. T echniques to  com m unicate th is m essage effectively
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are being explored constan tly . S ta tistica lly , how ever, we do know  
from a com prehensive FD A  consum er nu trition  know ledge survey 
th a t approxim ately  tw o-th ird s of the shoppers in terview ed in the 1975 
B ureau of Foods shopping survey have seen nu trition  labeling, al
though  only one-th ird  of them  affirmed th a t they  actually  used it. 
O ne significant factor was the  definite increase in the use of th is 
inform ation as the educational level of the consum er rose. Y ounger 
shoppers, college-educated individuals and m others w ith children 
under 18 years of age had a g rea ter tendency to  utilize in form ation 
on food labels.

A 1975 "R edbook" nu trition  survey conducted by the Gallup or
gan ization po rtrayed  a m ore optim istic ou tlook in relation to  con
sum er usage of food labeling. T his w as a national study  of women 
shoppers which revealed th a t 56 percent read and used food labels to 
decide w hat food they w ould purchase for th e ir families. T he poll 
also indicated a trend  tow ards a g rea te r desire for nu trition  labeling. 
In 1971, 39 percent of the wom en surveyed desired m ore inform ation 
on nu trition . A substan tia l increase is indicated by the fact th a t in 
1976, five years later, 50 percent of the wom en in terview ed expressed 
a desire for more nu trition  inform ation and m ost of them  expressed a 
w illingness to pay an ex tra  th ree cents per item  for increased n u tri
tion labeling.

Consumer Awareness
E specially du ring  these tim es of esca la ting  food costs, shoppers 

m ust analyze th e ir p rio rities in relation to nu trition  and costs for the 
food purchased. C onsum er aw areness is essential in th is regard as it 
is possible w ith the necessary know ledge to eat b e tte r  for less money. 
In the 1974 portion  of the  shopping survey conducted by the FD A , 
57 percent of the shoppers in terview ed replied th a t it is possible to 
cut food costs and still serve their families nutritious meals. Not sur
prisingly. the  individuals who responded in th is m anner tended to  be 
younger and rela tively  well educated in the realm  of nu trition .

W hen analyzing  the resu lts  of the surveys m entioned, we can 
conclude th a t there are beneficial effects from nu trition  labeling and 
th a t the  younger, better educated shoppers tend to use it more. The 
goal, however, is clear— H ow  can the A gency b e tte r educate ah  con
sum ers to use label in form ation so th a t m ore nu tritiou s food can be 
bough t at the low est possible cost?
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In addition to nu trition  labeling, the FD A  is concerned w ith  net 
and drained w eigh t labeling, ingred ien t labeling, baby food labeling 
and the labeling of the percentage of the characteriz ing  ingred ien ts in 
foods w ith a com m on or usual name. People on restric ted  diets, shop
pers who are anxious to  cut costs while m ain ta in ing  the  nu tritional 
quality  of th e ir m eals, m others who buy prepared in fan t food and the 
average shopper, are all dependent on the FD A  to help gu aran tee  the 
accuracy of the label inform ation. M any consum ers today  feel th a t 
th is is not enough and rem ain critical of the FD A  because the Agency 
has not m ade it m andatory  th a t in du stry  disclose the percentage of 
ingredients in standardized foods as well as the nu tritional value of 
th is processed food on the label. T he m ere listing  of ingred ien ts in 
the order of con ten t m ay be m isleading and, in m any cases, is con
sidered as such by the consum er. T his is again an exam ple of the 
A gency’s lack of ju risd ic tion  in th is  area. If the public really  w an ts 
th is inform ation, it m ust take steps to see th a t the appropria te  law s 
are enacted.

Consumers' Choices
I t  is my belief th a t food regulations have a very  lim ited effect on 

consum ers' choices. Ideally, we do no t w an t consum ers to eat anything 
th a t would be detrim en tal to th e ir health. Realistically, we know that 
consumers do not and will not have th e ir  food hab its dictated to them  
by a regu la to ry  agency. T he F D A  does not attempt to restrict con
sum ers in their choice of foods. W e are dedicated to prov id ing  the 
public w ith inform ation about proper nu trition  so individuals can 
know ledgeably make th e ir  ow n choices. Indeed, if an individual 
desires to exist by ea ting  no th ing  bu t convenience food, the  option 
is his. Convenience foods are available in the marketplace because there 
is a dem and for them .

I t  is the F D A ’s responsib ility  to  insure th a t food consum ed is 
healthful, safe, free from contamination and adulteration and accurately 
labeled. But, again, sim ple words lead to com plex questions. T here 
is no absolute definition of safety.

As technology becom es m ore sophisticated, our previous percep
tions of w hat is safe becom e obsolete and the benefit-to-risk question 
again presents itself. To offer one w ell-know n exam ple: cyclam ates, 
once deem ed safe, now are banned as a food additive.
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To consumers, such as diabetics and dieters, who previously counted 
on cyclam ates as an artificial sweetener, ra th e r than  saccharin, which 
left a b itte r  afte r-taste , th is move could be interpreted as lim iting the 
consum er’s choice. Some people believe th a t the  FD A  does not have 
the righ t to act “a rb itra rily ” in th is way. T he o ther school of thought 
insists that the FD A  is obligated to ensure the safest possible products 
for the consum er. U ltim ately , we cannot do either, yet we do a ttem p t 
to w ork tow ards the latter.

W hen I began th is discussion, I referred to the com plexities of 
the questions the panel was asked to consider. Now. after perhaps 
increasing the confusion, let me re turn  to the  them e for th is panel— 
“do we get the foods we w ant ?"

Variety of Foods Available
One need only visit the average superm arket to  see the enorm ous 

variety  of foods available to the Am erican public today. In addition 
to the general food sections, there are o ther sections devoted entirely  
to ethnic gourm et foods such as Chinese, M exican. Italian , Greek and 
Japanese. From  th is observation, it is obvious to me that the food 
industry  is responding  in its way to w hat it th inks the consumer wants. 
A ccordingly, if any new  product does not sell at a profitable rate, it 
is speedily rem oved from the shelves. T his devotion on the part of 
the food in du stry  to the culinary w an ts of the Am erican public goes 
deep indeed. T he resu lts of the millions of dollars spent on carefully 
designed marketing and prom otional cam paigns reveal inform ation on 
what brand X items Mrs. Jones will serve her familv. lrow often and 
even w hat Mrs. Jones is w illing to pay for the brand X ’s lining our 
favorite superm arket shelves. B ut can we determ ine by varietv  and 
num bers of food item s available in the superm arkets w hether or not 
the consum er really  is g e ttin g  the food he w an ts?  I th ink not. Let me 
quote from the  N u trition  F oundation , 1969-1970 R eport:
“The food supply in the United States is among the finest in the world. The 
amount produced is adequate for everyone to achieve good nutrition, and the 
food is of the highest quality. At every step, producers, processors, distributors 
and government agencies take great care to maintain this quality for the consumer . . . .
". . . notwithstanding the high quality of the food supply, poor eating patterns 
and lack of understanding of the basic principle of nutrition are prevalent 
among all socioeconomic levels of the population.”
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On the same sub ject Dr. B riggs, U n iversity  of California, P ro 
fessor of N u trition , had th is  to  say:
“The typical American diet is a national disaster. There is much malnutrition 
in this country among rich and poor alike. It shows up in many different 
ways—hunger and outright nutrient deficiencies, high incidences of anemia, in
creased infection, underweight and overweight, severe dental problems, reduced 
growth, needless problems in pregnancy, shortened life-spans and even, in be
havioral and mental problems in children and older people.”

W e m ust learn m ore about w hat the  public th inks about the ques
tions we are considering today. .And we m ust involve the public in 
our deliberations and decisions.

T he N u trition  Foundation  R eport which applauds the American 
food supply on the one hand and Dr. B rig g s’ s ta tem en t concerning the 
national diet on the  other, suggests th a t there m ay be definite differ
ences betw een the food we w ant and the food we need. Perhaps in order 
to have a m eaningful discussion of the issues raised by the question 
“do we get the foods we w an t?” we need first rephrase the question to 
read “do we get the  foods we really need?”

I t is my belief th a t w ith proper inform ational and educational 
p rogram s the  A m erican public will be in a be tte r position to answer 
th a t question for itself. [ T h e  E n d ]

NUTRITIONAL LABELING EXEMPTION ESTABLISHED 
FOR RESTAURANT FOODS

An exemption from full nutrition labeling requirements has been 
provided by the Food and Drug Administration for combinations of 
restaurant foods, such as a hamburger with french fries and a milkshake. 
According to the new policy, nutritional information may be included 
in the advertising for and packaging of a combination of foods, as long 
as such information is displayed at the point of purchase and at the 
place of consumption. Previously, if any nutritional claim was made 
for a combination of foods, regulations required that each article of 
food bear complete nutritional information. It is anticipated that the policy 
will result in greater availability of nutritional information to patrons of 
fast food establishments.

C C H  F ood  D r u g  C o s m e t i c  L a w  R e p o r t e r , If 41,764
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The Network 
of Consumer Information

By H. J. BARNUM, JR., M. D.

Dr. Barnum Is President of Barnum Communications, Inc.

S W E  C O U N SE L  T O G E T H E R  regarding that which consumers
should know  about foods, drugs, cosm etics and devices, perhaps 

it would be in order to review  the "network" which supplies such in
form ation.

L e t’s begin with the sources of information. In W ash ing ton . D. C\, 
there are the Food and D rug  A dm inistra tion  (F D A ), the  Federal 
Trade Commission, representatives of various professional and business 
associations, consum er groups, political figures and o ther representa
tives of various p arts  of the federal estab lishm ent who from time to 
tim e orig inate  inform ation, which in one form or another, and by one 
route or ano ther, u ltim ately  reaches the consum ing public. Beyond 
W ash ington , in form ation is generated  by a w ide varie ty  of sources in
cluding the academ ic and scientific com m unities, organizations head
quartered  ou tside of W ash ing ton , organ ized medicine and individuals 
acting  e ither on th e ir own o r as represen ta tives of a wide varietv of 
in terests  in both the public and private  sectors of American life.

W h a t are the routes over which inform ation travels to consum ers? 
It seem s to me the routes of im portance are four in num ber. Let us 
consider th ree now, sav ing  the fourth for la te r discussion :

The Receiver of Information
To com plete th is brief overview  of our inform ation netw ork, let 

us now consider the receiver of information— “the consumer.” T have

(1) obviously forem ost, the m ass m edia;
(2) via health  professionals—m ost notably, physic ians; anrl
(3) by w ord of m outh from consum er-to-consum er.
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ju s t made a serious m istake using the term  “the consum er." I t  is a 
m istake often  m ade (perhaps even in W ash in g to n ) because “ the con
sum er” is no t a single entity . R ather, the consuming public represents 
an infinite num ber of perm uta tions of intelligence, aw areness, in ter
est, education, m otivation, location, etc. All of these factors m ay bear 
heavily upon the ab ility  to receive information and to act upon it ap 
propriately .

I t  seem s a bit previous to discuss “what the consumer should know” 
as one view s an inform ation netw ork, which has only one com m on 
denom inator— com plexity. W e have multiple sources generating infor
m ation w hich is then  carried by a variety of routes to an audience char
acterized prim arily  by its heterogeneity. It is a small wonder that there 
are so m any im perfections in the system .

As we stu dy  the source, the route and the receiver, we m ight do 
w ell to  exam ine some of the problem s and to  challenge the reliab ility  
of the in form ation netw ork.

Package Literature
L et us begin in th a t source area sub ject to  closest regu la to ry  con

tro l— the package lite ra tu re  describ ing prescrip tion  d ru g  products. A t 
least one form er Com m issioner of the FD A  and one D irector of the  
B ureau of D rugs have called for w idespread revision of the package 
lite ra tu re  so th a t the in sert covering each product can be the  m ost 
accurate descrip tion of th a t product, s ta ted  in the clearest and m ost 
practical term s for the use of physicians not Only in d rug  selection, bu t 
also as a basis for the inform ation th ey  pass on to  their patien ts. 
D espite public s ta tem en ts  from individuals high in the m anagem ent of 
the FD A , it seem s th a t package in serts  for drugs are not yet all they 
should be. F or exam ple. Dr. W illiam  O ’Brien, of the m edical school 
of the U n iv ersity  of V irg in ia, was quoted recently  as describ ing the 
curren t insert for phenylbutazone as “ju s t a trocious” because there 
are so m any adverse reactions listed th a t it is difficult to tell which 
are serious and which are not. Package lite ra tu re  of th is character is 
just as w rong, ju s t as bad. itist as much a glitch in our system as: those 
in serts  of earlier days which w ere, in effect, prom otional documents. 
O ver the last decade, we have seen the insert as a con tinu ing  b a ttle 
ground over \vh»ch the issue of prom otion has been fought. The federal 
au tho rities describe the glass as half em pty  w hereas the m anufac
tu rers prefer to describe it as half full. N either approach is in the 
best in te res t of the public health . Package lite ra tu re  represen ts a 
controllable part of our information base. T his control should be exer-
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cised in the u ltim ate  in terest of consum ers, not as an in strum ent 
either to enhance or to  squelch prom otion. Benefits and risks should 
be quantified w herever possible and based on the best and m ost dis
passionate scientific in form ation available. T he “prc-m otability" of 
insert con ten t should not be at is su e ; scientific accuracy and clinical 
u tility  should be. T h is m ost im p ortan t information source simply must 
be reliable.

Benefit-to-Risk Ratio
One of the principal benefits of a be tte r body of in form ation for 

prescrip tion  products in the  form of package lite ra tu re  w ould be to 
pose m ore clearly, both to physicians and patien ts, the concept of the 
benefit-to-risk ratio. T his concept sim ply has not yet m et w ith w ide
spread understanding. The fact i s : information on health-related products 
cannot be used properly  w ithou t an u n derstan d in g  of the benefit-to- 
risk concept. D espite the shrill dem ands of those w ell-intentioned but 
not so w ell-inform ed, we do not live in a risk-free world. Even tine 
ba th tu b  m ay be “hazardous to hea lth " to those who slip and fall in it.

N ext, I will discuss o ther controllable parts  of our in fo rm ation 
base. All responsible sources should avoid the  dissem ination of m is
inform ation, incom plete inform ation and p rem atu re  inform ation. For 
exam ple, m the absence of clear hazard, I respectfu lly  question if it is 
e ither useful or app ropria te  to use the public press as a m eans of 
adv ising  pa tien ts  tak in g  a p rescrip tion  drug  to discontinue its use, 
or re tu rn  to their physicians for a lte rn a te  therapy, w hen the effective 
new drug  application s ta tu s of the drug  has been challenged but not 
yet resolved. I t seem s to me th a t such action tends to create fearful 
and even hysterical responses am ong consum ers. At the very least, 
it adds to  the  serious problem  of pa tien t compliance.

A nd w henever in form ation is to be generated  or dissem inated, 
m ay we please pause to consider the m erit of plain English? I submit 
th a t the  average A m erican understands the term  “cough m edicine” a 
great deal better than the term “antitussive.”

Bad Information
If I seem ed to  have dwelled excessively in these past few moments 

on the inform ation glitches in the federal estab lishm ent, let me quickly 
assure you th a t as m any bad exam ples are to be found am ong o ther 
generators of information, both in the public and in the private sectors. The 
follow ing are a few exam ples:
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(1) T he cancer cures we read about in the public press and 
then never hear of again.

(2) E xcept for the  cancer cure, the press o therw ise seems 
far m ore interested in H allow een stories than  it is in accurate re
p o rtin g  of scientific progress. (Som etim es, it seem s th a t good 
new s is no new s.)

(3) T here are lapses in th a t part of the netw ork  in which 
health  professionals figure. Som etim es these health  professionals 
are placed in positions in which they  do not wish to be, in which 
they  should not be. C onsider for exam ple, the poor pharm acist 
who gets the question, “H ey doc, w h a t’s good for system ic lupus 
e ry th em ato s is?” or the nurse w ho is told, “B ut you’re a nurse, 
you should know  all about cancer.” And, finally, the physician, 
th a t victim  of the short clock and the long know ledge explosion 
who is expected to know every th ing  and un fo rtuna te ly  does not 
and cannot. How about the consumer-to-consumer, word of mouth, 
pa rt of the netw ork? It is here th a t we find the am ulet, the  
black box, the rab b it’s foot, the  old w ives’ tales and, occasionally, 
even some useful information.
The problem  is, of course, d iscrim inating  betw een the good in

form ation and the bad. W here  do we draw  the line betw een the righ t 
to  know  and the inability  to  understand, knowing that we cannot send 
everybody to me 'ical school?

Quality of Information
T hus far. we have review ed sources of inform ation, routes over 

which inform ation travels, the reliab ility  of both sources and routes 
and the ab’litv  of the receiver to  absorb and use the  m essages flowing 
over the health inform ation netw ork. W e have seen a picture of com
plexity  and im perfection. W e are left. I believe, m ore w ith  the  ques
tion of how can we improve the quality of consumer information than to 
consider “w hat the  consum er should know .” In th is la tte r respect, 1 
would suggest to you th a t there  is inheren t sim plicity  ra th e r than  
com plexity. O nly tw o po in ts come to m ind :

(1) Consum ers should be sufficiently inform ed to  use, with 
reasonable safety, freely available foods, drugs, cosm etics and 
devices for those pimple uses not requ iring  the guidance and su
pervision of health professionals.

(2) Consum ers should have such in form ation as m ay be use
ful to their en tering  into responsible partnersh ip  w ith m em bers
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of the health  professions for the m anagem ent of personal health 
problem s, both preventive and therapeutic.
I deliberate ly have left the  sub ject of com m ercial com m unications 

un til last, sim ply because it w ould have been so easy to pu t it first. 
A dvertising  and the  m any other m odalities of com m ercial com m uni
cation often have high visib ility  in our society. D espite the elim ina
tion of m any of the  objectionable features of our com m ercial com m u
nications in the past, som e still persist and m ust be elim inated. T he 
w orld of com m ercial com m unications m ust abide by the  sam e high 
stan dards we have suggested  for o ther sources of inform ation. I t  has 
been said by one fam ous advertising  executive th a t adv ertis in g  itself 
is a m ultiplier. H onest advertising  of a good product m ultiplies its 
success, w hereas dishonest advertising  of a poor p roduct m ultip lies its 
failure. E very  genera to r of com m ercial com m unications m ust bear 
th is  in mind.

Advertising
In  our free society, we still hold th a t one has the rig h t to adver

tise  one’s wares. One, how ever, does no t have the righ t to m islead, 
to abuse or to  defraud. A dvertising  is m ore accessible to centralized 
control than  m ost o ther elements in our com m unications netw ork. This 
accessib ility carries w ith it the  danger th a t in our zeal to elim inate 
evils, we m ay go too far and th us close down one corner of our free 
society. If such com es to pass, fault m ay well lie both with the irre
sponsible advertiser and the overzealous regulator.

I believe, how ever, th a t som ehow, like the  E nglish , we will m ud
dle th rough . T here is a clear pathw ay to fu tu re  progress in g iv ing to 
the consum ing public th a t inform ation it needs and th a t to  w hich it 
is entitled.

T he critical po in ts along th is w ay include :
(1) M ore responsible generation of information a t all source

levels ;
(2) M ore responsible transport of information by all key links 

in the netw ork  ;
(3) More accuracy, more clarity and more balance in the informa

tion conveyed ; and
(4) M ore real concern for the  public interest and less self-con

cern am ong all w ho share in the task  of in form ing the public.
If we can b ring  th is about as a reality , not an illusion, th a t which 

should reach America’s eyes and ears shall. [ T h e  E n d ]
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NEW GRAS CRITERIA ISSUED— 11 ADDITIVES 
AFFIRMED AS GRAS

Criteria for determining whether a food ingredient is not a “food 
additive” under the Federal Food, Drug and Cosmetic Act but is, instead, 
“generally recognized as safe” (GRAS) or subject to a “prior sanction” 
have been defined by the Food and Drug Administration. They were 
proposed in September of 1974 and comments on the proposal were received 
through January 6, 1976. The language of the final regulation has been 
revised in part to reflect comments and objections, but the general impact 
of the criteria is the same as that proposed.

GRAS status must ordinarily be based upon published literature, 
but, where the affirmation of the ingredient is requested based on “common 
use in food,” does not require the same quality or quantity of scientific 
evidence necessary for approval of a food additive. The phrase “common use 
in food” refers to a substantial history of consumption of the sub
stance by a significant number of consumers in the United States. When 
GRAS status is granted without specific limits, the regulation will 
specify the levels of use which served as the basis of the agency’s conclusion 
that the ingredient is GRAiS. If use of the substance were then to in
crease significantly, it may no longer be GRAS. The FDA noted that 
•the limits listed in GRAS regulations are not rigid limitations but 
are more than a mere aid to good judgment. When an increase in use 
levels is considered, the manufacturer must assure itself that the sub
stance would still be GRAS.

Affirmations
The additives affirmed as GRAS concurrently with the issuance of 

the criteria for affirmation were: benzoic acid and sodium benzoate, acacia 
(gum arabic), karava gum fsterculia gum), guar gum, propyl gallate, 
pulps, dill and its derivatives, garlic and its derivatives, gum tragacar.th, 
gum ghatti, and oil of rue. The FDA has also proposed affirmation of 
rue as direct human food ingredient and has called for notice of asserted 
prior sanctions as well as comments on the proposal. Comments should 
be received by the agency by February 7, 1977. No reports of prior-sanc
tioned use for any of the affirmed ingredients were submitted in response 
to proposals to list the substances as GRAS; therefore, the right to 
assert any prior sanction under conditions different from those provided 
in the GRAS regulations has been waived.

Prior Sanctions
The procedure for considering the applicability of prior sanctions 

requires that anyone who asserts a prior sanction of which the FDA is 
not aware must come forward when the agency proposes a GRAS or 
food additive regulation after a general evaluation of the ingredient involved. 
In response to a comment that questioned the FD A ’s authority to 
require notification of prior sanctions, the Agency stated that the rule is 
necessary for the proper functioning of the ingredient review program 
and that, if the prior-sanctioned use is safe, all users should be permitted to rely upon it.
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. . . AND RELAXED LABELING RULE PROPOSED 
FOR AFFIRMED GRAS INGREDIENTS

The labeling of intermediate mixes containing ingredients affirmed 
as GRAS would not have to state the concentration of the GRAS ingredient 
if it provided other information needed by the food processor to in
dependently determine that the contemplated use of the mix will comply 
with the Food and Drug Administration’s GRAS limitations, under 
a proposed regulation published by the Agency. Comments filed in response 
to proposed affirmation of various natural ingredients indicated that 
varying composition makes composition labeling very difficult to deter
mine. In response to these comments, the final GRAS regulations for those 
substances did not include the composition labeling requirement. How
ever, concern that food processors would be unable to determine what use 
of the intermediate mix would be in compliance with the GRAS limits 
led the FDA to propose the substitute labeling. Comments on the proposal 
may be filed until February 7, 1977.

NEW COMMISSION WILL OVERSEE 
PRESCRIPTION DRUG USE

The creation of a Joint Commission on Prescription Drug Use was 
announced jointly by Senator Edward Kennedy and the Pharmaceutical 
Manufacturers Association on November 30, 1976. Set up to develop a 
system for identifying and reporting adverse drug reactions and trends 
in national drug use, the 18-member group is composed of a coalition 
of private and public groups, but will act independently of them. The 
life of the Joint Commission is three years. At the end of this period, 
it is presumed that there will be a mechanism for permanent data gathering 
and dissemination of prescription drug use information. Funding for the 
group in the amount of $750,000 will be guaranteed by the PM A, which 
sponsored the creation of the Commission.

CCH F ood  D r u s  C o s m e t i c  L a w  R e p o r t e r , fl 41,790
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LAST OF 20 COLORS ARE PERMANENTLY LISTED: 
52 STILL PROVISIONAL

On November 30, 1976, the Food and Drug Administration con
cluded its plans to "permanently” list the 20 color additives which have 
been on the "provisional" list since 1960 and for which all safety questions 
have been resolved. The final three colors to be removed from the 
provisional list and made the subject of specific certification regulations 
were guaiazulene (previously known as "azulene"), D&C lllue No. 4, 
and iron oxides. Guaiazulene may be used in externally applied cosmetics, 
iron oxides are approved for use in all cosmetics, and D&C Blue No. 4 
may be certified for use in externally applied drugs and cosmetics.

Still appearing on the provisional list of additives, signifying that 
the colors are approved for use while further safety data is being gathered, 
are 52 color additives. The FDA said that there are no significant safety- 
questions concerning the remaining provisionally approved colors, but that 
it has asked industry to conduct additional studies before the agency 
decides whether they should be permanently approved or prohibited.

Persons adversely affected by the approval of the three colors named 
above have until December 30, 1976 to file objections. Unless stayed by the 
filing of objections, the regulations will take effect January 3, 1977.

CCFT F o od  D r u g  C o s m e t i c  L a w  R e p o r t e r , f[ 41,782—41,784, 
6801. 6498, 6621, 6759, 6760, and 7540
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