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REPORTS
TO THE READER

1966 Annual Meeting of the Divi
sion of Food, Drug and Cosmetic Law of the American Bar Association.—The
concluding papers presented at the meet
ing are featured in this issue of the 
J o u rnal . Previous papers presented were 
published in the March issue.

V in c e n t  A .  K le in fe ld , a member of the 
District of Columbia Bar, discusses recent 
developments in “Some Observations 
on the Current Status of Drug Law,” 
beginning on page 200. In speaking 
of FD A ’s construction of the 1962 
Amendments, the author notes certain 
fallacies inherent in those liberal inter
pretations of the statute claimed to be 
“in the best interests of the industry” 
or “for the good of the public.”

In “Industry Problems in the Drug 
Field in Canada,” several of the major 
problems encountered by Canada’s 
Pharmaceutical Manufacturing Indus
try are discussed by F r e d e r ic k  R .  H u m e ,  
Q. C. His article begins on page 211.

“Food and Drug Advertising and 
Pricing Problems Under the Combines 
Investigation A ct” begins on page 222. 
D a v id  H .  W .  H e n r y ,  Q. C., Director of 
Investigation and Research under the 
Combines Investigation Act, discusses 
the three broad classes of conduct pro
hibited by this Act: (1) combinations 
that prevent or limit competition un
duly; (2) monopolies operating against 
the interest of the public; (3) unfair 
trade practices mainly relating to pric
ing policies.

In “What the Public Expects of FDA 
-—A Third Party Arbiter,” beginning 
on page 234, W ill ia m  W .  G o o d r ic h  ex
amines public expectations and FD A ’s 
response to them. Mr. Goodrich is 
Assistant General Counsel, Food and

Drug Division, U. S. Department of 
Health, Education & Welfare.

Question and Answer Panel of the FDA—FDLI Tenth Annual Educa
tional Conference.—The Question and 
Answer Panel held during the after
noon session of the Tenth Annual 
FD A —FD L I Educational Conference 
is featured on page 238 in this issue 
of the J o u rn a l .

Members of the panel were: W ill ia m  
W . G o o d r ic h , Assistant General Coun
sel to the Department of Health, Edu
cation & W elfare; R o b e r t  J . R o b in s o n ,  
M. D., FD A ; D o u g la s  C. H a n s e n , Di
rector of the Division of Program 
Operations with the Bureau of Regu
latory Compliance, Food and Drug 
Administration; I r v in g  H .  J u r o w ,  Vice 
President and General Counsel of the 
Sobering Corporation, Bloomfield, N. J . ; 
and L .  P a u l  S in o t te ,  Director, Quality 
Control, Merck Sharp & Dohme, W est 
Point, Pa.

Wanted—Lawyer-Statesmen. — The
Charles Wesley Dunn Memorial Lec
ture is presented as the article begin
ning on page 242. The lecture was 
delivered by B r a d s h a w  M in tc n e r  at the 
New York University School of Law 
on October 18, 1966. Mr. Mintener, 
who is with Mintener & Mitchell of 
Washington, D. C., outlines the achieve
ments attained by Charles Wesley Dunn.

Industry Views on FD A ’s Labeling 
Proposal and State Regulations.—In
these remarks, beginning on page 254, 
E d w a r d  D u n k e lb e r g c r ,  Counsel for the 
National Canners Association, discusses 
the labeling regulations issued by FDA 
under the Fair Packaging and Labeling 
Act.
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Food Drug Cosmetic Law
------------------------------------------------

Some Observations 
on the Current Status 

of Drug Law
By V IN C EN T  A . KLEINFELD

The Following Article, Reprinted from T h e  B u sin e ss  La w y e r  (November 1 966, 
p. 175) with the Permission of the Publisher and of the Author, Was Pre
sented at the Division of Food, Drug and Cosmetic Law of the Annual 
Meeting of the American Bar Association in Montreal on August 10, 
1966. Mr. Kleinfeld Is a Member of the District of Columbia Bar. The 
Three Succeeding Articles in This Issue Were Presented at the Same Meeting.

IT IS CLEAR TO A N YONE CONN ECTED , however remotely, 
with the drug industry or with the disciplines involved in diagnos

ing, treating or preventing disease that we live in a world of medicine 
entirely different from that which existed when the Federal Food, 
D rug and Cosmetic Act was passed in 1938. I t would seem primitive 
indeed to the fledgling practitioner to practice his art without having 
at his fingertips the various and potent antibacterial agents, hormones, 
steroids, tranquilizers for the neurotic and psychotic, and other cate
gories of products which, in fact, can be denominated as wonder drugs.

But virtually by definition, the birth and growth of these tre
mendous weapons in the battle against disease and aging created 
concomitant hazards, side effects and contraindications. There was 
no question, therefore, that greater precautions were necessary with 
respect to these new and marvelous weapons, and that if the Federal 
Food, D rug and Cosmetic Act of 1938 did not in fact require such 
vigilance, further legislation was essential. In any event, if any doubts
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existed as to whether there would be additional legislation in the drug 
area in the 1960’s, these were resolved by the thalidomide case.

The D rug Amendments of 1962 were considered revolutionary 
when they were enacted and, of course, many important changes in 
the 1938 Act were made. Actually, much of what was added 'by Con
gress to the then existing statute was being or could have been re
quired by the Food and D rug Administration (FD A ) or taken care 
of by court action or threat of regulatory proceedings.

N ew  Drug Applications
For example, consider the criterion of effectiveness which was 

added to the definition of a “new drug” by the 1962 Amendments. 
Most of us know that, before the passage of the Amendments, a new 
drug application for an inefficacious product offered for a serious con
dition would not have been permitted to become effective by the 
FDA. E ither the government would have “incompleted” the applica
tion by repeated communications on the basis of various arcane rea
sons, or the direct approach would have been taken that a drug, 
although demonstrated to be directly safe, could not be said to be 
free from hazard if it had not been shown to be effective for the serious 
ailment for which it was offered.

And as far as other new drugs, not utilized for serious disorders, 
were concerned, a strong letter from the FDA perm itting the appli
cation to become effective but including the caveat that the claims of 
efficacy were on the m anufacturer’s responsibility and were by no 
means being approved by the government, or a subsequent seizure 
predicated on Section 502(a) of the Act, or a citation hearings under 
Section 305, could cover most situations. Even where a doubt could 
he said to exist with respect to effectiveness, Section 201 (n), provid
ing for the affirmative disclosure of material facts (a tremendously 
powerful section never employed to its fullest extent), certainly could 
be interpreted as requiring a label disclosure of the actual facts—that 
a doubt as to the effectiveness of the product existed. I t is to be borne 
in mind, also, that the far-reaching investigational new drug regula
tions could have been, and finally were, issued on the basis of the 
authority vested in the FDA prior to the passage of the 1962 
Amendments.

This is not to say that the Amendments were not a distinct step 
forward in the direction of greater governmental controls (which it 
appears will lead inevitably to complete licensing), but rather that
OBSERVATIONS ON CURRENT STATUS OF DRUG LAW PAGE 2 0 1



it was Congress which specifically set forth, at least in some instances, 
its mandate and philosophy concerning the authority it wished the 
FDA to have in various areas, including new drugs, prescription 
drugs and antibiotics. Yet, anyone who is familiar with the construc
tion which the FD A  placed on many sections of the 1938 Act and 
would nevertheless state that the Agency could not have taken, prior 
to the passage of the 1962 Amendments, many steps which were 
subsequently required by the Amendments would be falling into the 
error of the scientist who proved that the wing area of the bumble
bee is just too small to support the creature in flight.

Because of thalidomide, the FDA probably could have gotten 
from Congress as part of the 1962 Amendments virtually any author
ity it wished. Nevertheless, hardly had the Amendments been passed 
when various sections were adm inistratively construed to a point 
which Congress had not appeared to contemplate. Certainly the 
Amendments do not state specifically, for example, that the established 
name of a drug m ust accompany each appearance of the proprietary 
name in labeling and advertising. The position taken by the govern
ment may have pleased some of the Congressional sponsors of the 
1962 Amendments, but that is hardly a sound or affirmative reason 
for reaching a conclusion which is of little utility. How is the physician 
or the public protected by a requirement that the generic name must 
follow the proprietary name of a drug each and every time the latter 
is employed? W ould not a requirement that the generic name appear 
in the most prominent spot, or at the beginning and the end, or per
haps on each page, suffice? I t  would seem that a different position 
could have been and should have been taken by the government, 
although I admit that some of our friends in Congress might have 
been offended.

The late Mr. Justice Brandeis once stated that “Experience 
should teach us to be most on our guard to protect liberty when the 
governm ent’s purposes are beneficent. The greatest dangers to liberty 
lurk in insidious encroachment by men of zeal, well-meaning, but 
w ithout understanding.” It is not only in this field of law that the 
officials concerned take stands on the basis that they know w hat is 
good for us, so that any construction of the statute involved which 
will aid in achieving the beneficent end of protecting the public is 
warranted. In any event, let us consider briefly some aspects of 
current drug law in this general context.
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The Amendments Interpreted
I t  was expected that the deletion in the D rug Amendments of 

1962 of any provision for the automatic approval of a new drug appli
cation upon the expiration of a stated period of time would result in 
the removal of the “incomplete” ploy. Since there was no automatic 
approval, the practical, if not the legal, rationale for the “incomplete” 
stratagem  no longer existed. This ingenious artifice is still employed, 
however, “for the good of the industry,” although the practical basis 
for it has disappeared and it is doubtful that any legal basis ever existed.

The regulations creating exemptions pursuant to the “directions 
for use” section (Section 502(f)(1)) for prescription drugs under 
specified conditions are still of interest, if only from an academic 
viewpoint. Is it not a tenable position that a drug m anufacturer may 
not wish to be granted an exemption by adm inistrative regulations 
and may follow the statute by employing adequate directions for use 
in the labeling of his product? The government, as we know, has 
always taken the stand that there can be no adequate directions for 
the use of a prescription drug. W hether this is true in every factual 
situation is a m atter for some conjecture. Is it not reasonable to hold 
that the Rx legend may constitute adequate directions for use? As 
far as the legend itself is concerned, no one appears to have pursued 
the lead given by the Supreme Court in 1948 in the Sullivan case. In 
the second footnote of its opinion, the Court pointed out that the use 
of the legend then required by the FD A  “would appear to constitute 
adequate directions since it is required by regulation issued by the 
A dm inistrator pursuant to authority of the A ct.”

The problem also remains whether, as a m atter of law, fill pro
motional material (with the exception of a reminder price) forwarded 
to physicians is “labeling” under Section 201 (m) of the statute so 
that, as required by the FD A ’s regulations, there must be a full dis
closure of side efifects, contraindications and the like. Again, as in 
the case of the “incomplete” piece of sleight of hand, perhaps there 
was some practical rationale for the position originally taken by the 
FDA, although the legal basis for it always seemed somewhat dubious. 
This is because, prior to the 1962 Amendments, the FD A  did not have 
direct control of prescription drug advertising and the Federal Trade 
Commission (FTC ) had not seen fit to enter that area. But under 
the Amendments (Section 502(n) of the Act) all advertising “and 
other descriptive m atter” (it is interesting to note that the term 
“labeling” is not employed) must contain information in “brief sum
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m ary” relating to side effects, contraindications and effectiveness. W e 
now have the anomalous situation where a piece of promotional 
material, obviously an advertisement, which is forwarded to the doctor 
must contain a “full disclosure” although the identical material in a 
medical journal may contain only a “brief summary.” This just does 
not make good sense or good law.

The difficulty is compounded by the vagueness and ambiguity of 
the terms employed and the undisputed fact that men of honesty, 
experience and good judgm ent (including physicians) may disagree 
as to w hat is full disclosure and what constitutes a brief summary. 
Thus, one medical officer may be of the opinion that it is sufficient, 
at least in “advertising,” to advise a physician that a drug is contra
indicated in asthm a; another medical officer may insist, for some 
reason, that the reasons for the drug being contraindicated in asthma 
m ust be set forth. As a practical matter, what is gained by requiring 
a full disclosure in every single piece of printed material which men
tions dosages or indications? To be absolutely safe with respect to the 
reaction of every government medical officer or official who may re
view the material, it is probably necessary to employ the entire 
lengthy and laborious package insert. This, instead of guiding and 
aiding the busy practitioner, may only keep him from reading the 
really significant data, which he might be much more likely to do if 
he were presented with a sensible brief summary. In other words, 
the full disclosure requirement in all material forwarded to doctors 
(which, in my opinion, is more properly denominated advertising) 
may well be self-defeating.

Tlfere are omens, signs and portents that some officials intend to 
construe “liberally” (I employ the term  in a most invidious manner) 
the statem ent in section 502(n) that the subsection “shall not be ap
plicable to any printed m atter which the Secretary determines to be 
labeling as defined in section 201 (m) of this Act.” These officials 
appear to hint, rather delicately at this time, that the FDA, in its 
complete discretion and, in reality, without reference to section 201 
(m), may convert “advertising” into “labeling.”

It certainly can be argued with reason that Congress did not 
insert the language in question into section 502(n) without some pur
pose in mind. Perhaps Congress contemplated that there might be 
grey areas where the determination whether promotional material 
was labeling or advertising should be resolved by the government. 
But section 201 (m) has not been stricken from the statute and it
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would be absurd to take the position that an advertisement in the 
Journal of the American Medical Association or on a closed circuit TV 
program directed to doctors was “labeling.”

“ M e Too” Drugs
An unpublicized change may be taking place in the thinking of 

the FD A  in connection with at least a certain category of “me too” 
d ru g s; that is, drugs similar to products which were on the m arket 
on October 9, 1962, and which latter preparations on that date were 
no longer new drugs since they had become generally recognized as 
safe. Apparently, when the problem was originally considered by the 
FDA, there were two schools of thought. The “hawks” took the posi
tion that “me too” drugs should not be given the grandfather protec
tion which appeared to be conveyed by the Amendments. The “doves” 
took the contrary stand, perhaps because of the realization that other
wise unmerited monopolies would be vested in the manufacturers of 
various preparations. The sensible view of the “doves” prevailed, 
although no formal pronouncement or statem ent of general policy or 
interpretation was ever issued.

W ithout any fanfare or pronouncement, the FDA may be attem pt
ing to reverse itself. This is probably due to the unfair criticism of 
the agency by congressional committees and the press that the gov
ernment has been “soft” on the producers and distributors of drugs. 
The bruised and battered industry knows, of course, how erroneous 
this is, but it always makes a good story to lambaste drug manufac
turers. In any event, requests (these letters, of course, might better 
not have been transm itted) for opinions on the status of “me too” 
drugs which companies now wish to manufacture or distribute are 
receiving disingenuously worded replies that it would be “advisable” 
to submit new drug applications.

It seems clear, from the D rug Amendments of 1962, that “me too” 
drugs which are essentially identical in formulation and labeling to 
the “once new drugs” they are mimicking may be marketed without the 
filing of a new drug application, although the facts in each instance 
m ust be appraised carefully. Certainly, the “Proceedings FD A  Con
ference on the Kefauver-Harris Drug Amendments and Proposed Reg
ulations, February 15, 1963” substantiate this. And in a speech by 
a prominent official of the FD A  in 1963 it was made clear tha t although 
the ultimate fate of a “me too” drug m ight depend on w hat hap
pened to the drug it imitated, the “me too” drug could be marketed
OBSERVATIONS ON CURRENT STATUS OF DRUG LAW PAGE 2 0 5



without the submission to the FDA of a new drug application. I t 
appears to me that industry had and has a right to rely on these 
public pronouncements. Thus, in the contemporary FDA Reports on 
Enforcement and Compliance the following statem ent is m ade:

Food and Drug Administration Speeches are Source Information for Indus
try—speeches presented by FDA officials reflect official policy and the informa
tion they contain may assist regulated industries to voluntarily comply with the 
Federal Food, Drug and Cosmetic Act and other Acts enforced by the Food and 
Drug Administration.

The FD A  has taken and still takes the position that a product 
which had lost its new drug status prior to October 10, 1962, does not 
have the grandfather protection with respect to effectiveness pos
sessed by products which were never new drugs. This problem has 
not been resolved by the courts, but it would appear unreasonable to 
construe the Amendments so as to afford grandfather protection to a 
product which had never received approval as to safety from the FDA 
and not to grant the protection to a drug which at least had received 
such sanction in the past. The applicable language of the Drug 
Amendments does not support the FDA’s stand. A reasonable approach 
is that Congress played safe by excluding from the grandfather ex
emption not only products which were still new drugs on October 9, 
1962, and were covered by effective new drug applications, but also 
products which were in fact new drugs since they were not generally 
recognized as safe but nevertheless were being marketed without 
effective new drug applications.

I t  is the view of the FDA that an article not falling within the 
definition of a “new drug” today because it is generally recognized by 
experts as safe and effective in the conditions for which it is offered 
may become a new drug tomorrow on the basis of new evidence rais
ing a question of either safety or effectiveness. This would seem to 
raise a definite Constitutional problem, aside from the patent am
biguity of the language of the new drug section. If the FD A ’s posi
tion is correct, a manufacturer acting in complete conformity with 
the Act who ships a drug which is not a new drug today may be com
m itting a criminal offense the following day with respect to every 
shipment not then generally recognized as either safe or effective. 
This can occur w ithout the m anufacturer’s being in a position to 
determine from day to day the important change which renders him 
subject to severe and serious criminal penalties, since criminal intent 
is not an element of the offense. I should think this situation is not 
altered as a m atter of law by reason of the fact that the FDA, in the 
exercise of its discretion, may decide under Section 305 of the Act
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not to refer the facts to the Departm ent of Justice for criminal prose
cution. Further, if the view of the government is correct, at the very 
least the manufacturer m ust cease all shipments immediately unless 
and until a new drug application is prepared, submitted and ultimately 
approved.

The new drug regulations were revised in January of 1965 to per
mit manufacturers (w ithout first securing the approval of the FDA) 
to change the labeling of a new drug by adding needed information 
concerning side effects and contraindications and by deleting claims 
for effectiveness not supported by reliable data. I t is to be realized, 
of course, that behind this obeisance to common sense is the require
ment that a supplemental drug application must be submitted there
after. The practical problem still remains, therefore, whether such a 
submission will raise, to a new and earnest medical officer who reads 
newspapers, the whole question of the effectiveness of the product.

The Question of Full Disclosure
Mention may be made of the distribution of reprints of articles 

which originally appeared in medical journals. If the article is dis
seminated by the author or publisher, who is in no way associated 
with the drug firm, there is no requirement that full disclosure ac
company the reprint. I t  seems clear, however, that if the article is 
distributed on behalf of the manufacturer, full disclosure is required. 
Further, in the case of a new drug, if the article indicates that the 
drug may be used for conditions not covered by the new drug appli
cation, or, in the case of an old drug, for purposes other than those 
generally recognized as safe and effective, the only reasonably safe 
course of conduct for the m anufacturer to pursue is to send the ar
ticle only in response to a specific request from a physician. Even 
with the limited distribution pursuant to physicians’ requests, it 
would be advisable to notify the physician that the article relates to 
uses for the drug which are not established and to enclose a “full dis
closure” insert.

The question of the status of house organs and of material sent 
to detail men is still of interest. The FDA apparently assumes that 
material of this character on behalf of a prescription drug constitutes 
“labeling” and consequently should contain full disclosure whenever 
mention is made of indication or dosage. The validity of this view 
is by no means free from doubt.

The FDA (or a t least some segments of the agency) now states 
that a motion picture film itself must contain full disclosure. I prefer to
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accept the reasonable viewpoint expressed by a prominent official of 
the government at the “Proceedings FDA Conference on the Ke- 
fauver-Harris D rug Amendments and Proposed Regulations Febru
ary 15, 1963.” The following question was put and answer given:

Q. W ould a medical convention display booth be considered an advertise
ment, and would it have to meet the requirements for full disclosure regardless 
of the impracticability? Also how about other advertising media, such as medical 
movies, which mention products?

A. These questions are admittedly difficult. However as to the exhibit, it 
does not seem impossible or unreasonable to require the “full disclosure” infor
mation to appear in connection with the exhibit. As to the movies, we’ll agree it 
is a little more difficult. We believe that unless the movie presents the whole 
story about the drug, then the persons who view the movie should be presented 
with a full disclosure brochure containing all of the information needed for proper 
use of the drug.

I t  also seems to be the position of the FDA that if any indica
tions for use of a product are given in a price list or catalogue, full 
disclosure must be provided. Only if a reference to a drug falls into 
the category of a mere reminder piece would full disclosure not be 
required, in the opinion of the government. Presumably, the courts 
eventually will decide whether to accept this adm inistrative construc
tion of the Act.

Exportation of N ew  Drugs
The government has declared that, despite the provisions of Sec

tion 801(d) of the Act, a new drug which is not covered by an ap
proved new drug application may not be exported except under the 
Investigational New D rug Regulations. This appears to be an overly- 
technical construction of the law and one which Congress did not 
contemplate. Section 801(d) provides that a drug intended for export 
shall not be deemed to be adulterated or misbranded if it accords with 
the specifications of the foreign purchaser, is not in conflict with the 
laws of the foreign country, and is labeled on the shipping package 
to show that it is intended for export. Clearly, Congress did not wish 
to impose our requirements upon foreign countries and felt that other 
nations could decide for themselves what drugs they wished to re
ceive. Thus, even dangerous and improperly labeled drugs may be 
exported if the provisions of Section 801(d) are met.

It is, of course, a generalization that exemptions from statutory 
provisions are not to be extended unnecessarily. In the present in
stance, however, the intent of Congress is clear and should not be 
thw arted by a conclusion based on the hypertechnical contention that 
the introduction into interstate commerce of a new drug which does
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not possess an approved new drug application is a separate offense 
and not one involving adulteration or misbranding. There is not the 
slightest indication in the legislative history that Congress meant to 
make a distinction between new drugs and adulterated or misbranded 
drugs as far as exports are concerned. Could Congress possibly have 
intended., and would it make any sense, to prevent the exportation of 
new drugs not covered by effective or approved new drug applica
tions and perm it the exportation of potent uncertified antibiotics and 
antibiotic-containing drugs? Yet, the latter types of drugs may le
gally be exported if the requirements of Section 801(d) are complied 
with. I t would appear that the government should be concerned with 
and interested in complying with the intent of Congress rather than 
in taking a position inconsistent with it. As pointed out by Mr. 
Justice Douglas in the Kordel case, “there is no canon against using 
common sense.” even in construing a criminal law.

As a m atter of fact, under the language of Section 201 (p) of the 
Act, it appears clear that a bulk drug, not in dosage form, which is 
not generally recognized as safe and effective by experts may be ex
ported pursuant to the provisions of Section 801(d) if the conditions 
for which the product is to be employed do not appear in the labeling. 
Section 201 (p) defines a “new drug” as a drug which is not generally 
recognized by experts as “safe and effective for use under the condi
tions prescribed, recommended, or suggested in the labeling thereof.” 
I t follows, therefore, that if the labeling does not specify the condi
tions, the product will be misbranded but will not be a new drug.

Conclusion
There is a desperate fear of publicity on the part qf most 

segments of the regulated industries. This is understandable. Yet, 
if industry can realize that it m ust rid itself of this phobia and 
resist when it sincerely believes, as a m atter of both law and policy, 
that it is right and the government is wrong, it is possible that this 
action may have a somewhat braking effect on the constant effort to 
extend the boundaries of the Act beyond those which Congress has 
established. A few decisions such as the Demi “ Imitation M argarine” 
decision1 in the food area could have a salutary effect on the doc
trinaire official who shrugs off dissent from any administrative action 
with the statem ent that “they can always meet us in court.” Of 
course, it does not cost this official any large sum of money to engage

1 U . S .  v . 856 C a ses  * * * D e m i, CCH f  60,138, 254 F. Supp. 59 (DC N. Y. 
F ood D rug C osm etic  L aw  R eports, 1966).
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in litigation, and he need not fear the frequently damning and dam- 
aging publicity which frequently ensues, win, lose or draw.

There are definite and unmistakable milestones in the history of 
the FDA. There were the enactment of the 1906 Act and the passage 
of the various amendments to it. Then came the far-reaching 1938 
statute with its new drug provisions and the subsequent passage of 
the Pesticide Chemicals Amendment, the Food Additives Amendment 
and the Color Additive Amendments. Subsequently we had the 
thalidomide tragedy and the passage of the D rug Amendments of 
1962 and, most recently, the 1965 D rug Abuse Control Amendments.

Perhaps the most significant change of all, however, was the re
cent appointment of a new Commissioner and the creation of the new 
slogan, “By Goddard, things are going to change around here.” Cer
tainly a transformation has taken place. W hether this will be good 
or bad from the viewpoint of the agency and the consumer only time 
can tell. W hether attacks upon the drug industry as a whole render 
a service or disservice to the public is a debatable point. The effect 
(added to over-regulation) may be to terrify the industry, drive the 
small manufacturer out of business, raise the cost and therefore the 
price of drugs, cause the drug industry to fear spending funds in the 
development of new products, and result in a growing tendency on 
the part of government personnel to play safe by saying “No” (since 
congressional committees, the press and the fringe consumer groups 
will never criticize you for keeping a drug off the market inasmuch 
as side effects cannot possibly materialize). If this occurs, it can 
hardly be considered to constitute progress. If this tendency con
tinues. more and more research and the addition of new weapons to 
the arstnal of the physician will be done outside this country. Could 
penicillin and chloramphenicol obtain approval in the present W ash
ington climate? It is doubtful that aspirin could; at best it would 
be required to be sold on a prescription basis for many years.

W e are familiar with Icarus, the son of Daedalus who, in escap
ing from imprisonment, fell into the sea when the wax of the wings 
which had been fastened to his body melted as he flew too near the 
sun. The constant attacks upon the m anufacturers of drugs as a 
whole, and the ever-increasing regulations and restrictions, may well 
end in a slow but constant decline in the m arketing of valuable and 
life-saving therapeutic products. This, in turn, may result most un
fortunately in a deceleration in the constant progress throughout the 
years of the practice of medicine. [The End]
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Industry Problems 
in the Drug Field in Canada

By FREDERICK R. HUM E, Q .C .
The Following Article Is Reprinted from T h e  B u s in e s s  L a w y e r  
(November 1966, p. 185) with the Permission of the Publisher 
and of the Author. Mr. Hume Is a Counselor-at-Law in Canada.

A B R IE F  R E V IE W  O F T H E  H ISTO R Y  of the Canadian Food 
and D rug Act is im portant to any understanding of the problems 

in this field. Shortly after the creation of Canada under the British 
North America Act of 1867, an Act was passed which attem pted to 
deal with food and drugs but was more concerned with the problem 
of adulteration of the product. Prescription drugs were mostly the 
result of the pharm acist’s skill in mixing fairly uncomplicated chem
icals and herbs, and the early Statute simply banned substitution of 
an inferior ingredient. The early Canadian Act was based upon the 
British Statute but the wording of the Statute was so vague that it 
was virtually ineffective. In 1884 an act entitled The Adulteration 
Act was passed and this might be regarded as the first im portant step 
in the development of Federal food and drug law. The Act defined 
the adulteration of a drug and it has been suggested that this defini
tion, which was passed in 1884, was copied in the United States in 
your first Federal Act of 1906. I t  would appear, however, that the 
definition borrowed somewhat from an earlier New York Stafe law 
and so both our countries have had a hand in the early development 
of legislation in this field. Under the S tatute of 1884 there was a 
Chief Analyst appointed by the Federal Government and he was sup
posed to ferret out and prosecute cases of adulteration. The basis of 
this S tatute was criminal law, and it was deemed that the release of 
a harmful product on the m arket would be treated as a criminal act. 
The division of legislative authority between our Federal Govern
ment and the various Provinces is such that property and civil rights 
are assigned exclusively to the Provinces, whereas the Federal Gov
ernment has a series of headings including the heading of criminal law.

In 1920 and again in 1927 Food and D rug Acts were passed which 
contributed to the further development of legislation in this field.
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A  distinction was recognized between adulteration and m isbranding; 
first with respect to foods in 1920 and later with respect to drugs in 
1927. I t  should be noted that the changes regarding labeling and 
advertising, while applying to ethical pharmaceuticals, were really 
directed towards so-called patent medicines. I t was recognized, how
ever, that certain standards with respect to ethical pharmaceuticals 
had to be fixed. I think it can be said that the legislation of the 1920s 
marked a recognition by Government tha t the manufacture and dis
tribution of pharmaceutical products had become an industry. I t  is 
also interesting to note that the Pharmaceutical Industry in this 
country joined with Government to formulate the legislation.

Between the time of the passage of the legislation in the 1920s and 
certain amendments in 1939, there developed the Food and D rug 
Directorate with regulations and requirements that were designed 
to safeguard the public interest. It was recognized that certain products 
should be prohibited if they were injurious to health when used 
either as a food or a drug, and the power to make regulations prohibiting 
the indiscriminate sale of these products was included in the amend
ments. The Statute was consolidated in 1952, but substantial changes 
were made again in 1953. The 1953 Statute removed many incon
sistencies of the various previous amendments; the penalties for breach 
of the S tatute were stiffened and there was an awareness that some 
machinery had to be developed to regulate the production of new 
products. Our Act of 1953 has been carried forward and with certain 
amendments comprises the present legislation in Canada.

I have indicated that the legislative competence of the Parliament 
of Canada to deal with this matter on a Federal basis was settled by 
our Courts as being within the criminal law heading assigned to Parlia
ment. In the early days the question was raised as to whether this sort 
of legislation was really the regulation of a particular industry—and 
therefore property and civil rights within the jurisdiction of a Province— 
or whether it was in fact a matter of criminal law. The constitutionality 
of the Federal Act was challenged in a case in British Columbia and 
there the Courts found it to be a m atter of criminal law. There is an 
interesting argum ent in Canadian Constitution Law as to whether or 
not more recent drug legislation has departed from the strictly criminal 
law aspect, and as to whether or not the Courts have slightly altered 
their views on the interpretation of the legislative headings assigned 
to Federal and Provincial jurisdictions. There is a certain nervousness 
that can be detected in the official views which indicates that maybe 
the Government is not entirely satisfied that, if the constitutionality of
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the present Food and D rug Act were brought into question before 
modern Courts, the same result would flow; but, for the purposes of our 
discussion, this short historical review can terminate on the basis that 
as of the present time the Food and D rug Act is within the legislative 
competence of the Parliament of Canada and is in effect throughout the 
entire country.

Having thus concluded a very brief and somewhat incomplete his
tory of legislation in this field in Canada, may I now turn to one or 
two of the problems which may be peculiar to Canada and with which 
you may not be entirely familiar.

The Drug Benefit List
The first problem to which I should like to refer is the establishment 

in one of the Provinces of Canada of a drug benefit list for welfare 
patients in that Province. Under the system, a physician is expected 
to prescribe only those drugs which are listed in the drug benefit list, 
and if a physician wishes to prescribe a non-listed product, he must 
apply in writing to a Drug Advisory Committee. The physician is there
fore expected to prescribe by generic name and in fact is urged by 
the instructions “To prescribe by the proper (generic) name shown in 
the drug benefit list to avoid the necessity of time-consuming callbacks 
by pharmacists.” I understand that this practice exists in certain States 
in the United States. Since it does limit the physician’s freedom to 
prescribe the ethical drug of his choice, it also constitutes a problem for 
the medical profession as well as the Drug Industry, as it appears designed 
to encourage substitution. A restrictive drug list does discriminate against 
welfare patients as, if the physician does prescribe by generic name 
alone, the pharmacist is expected to provide the cheapest listed prt>duct. 
While the physician may prescribe by brand name (if the brand name 
product is on the drug benefit list), the system puts strong pressures 
on the physicians to prescribe by generic name alone. The pharmaceu
tical manufacturer who cannot get his product on the benefit list because 
there happens to be a cheaper generic or imported product, does not 
have an opportunity to provide this medication to the welfare patients. 
The manufacturers believe that in addition to all other reasons for 
opposing this program, a physician’s choice of dosage form and a 
m anufacturer’s brand may be just as important as the choice of the 
actual therapeutic agent. Perhaps the essence of the problem is that 
the emphasis is put on price; this does not take into account the costs 
for research and development of drugs, which normally result in a 
higher cost of the brand name products.
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A related problem is the provision in the Pharmacy Act of another 
Province which allows a pharmacist to substitute a generic product 
for a name brand product in a doctor’s prescription unless the doctor 
indicates that he wishes the specific named brand product supplied. 
The position of the pharmacist m ight be difficult if the substituted 
product was not a precise equivalent and produced harmful side effects 
to the patient. He is substituting his judgment for that of the physician. 
In a damage action it would probably avail him nothing to plead that 
the Provincial Statute gave him the right to make the substitution.

Governm ental Inquiries
The second problem to which I might refer relates to the large num

ber of inquiries that have taken place over the past three or four years by 
the various arms of Government in this country into the Pharmaceutical 
Industry. The first of these inquiries arose by a decision of the Director 
of Investigation and Research under The Combines Act that he would 
embark upon an inquiry under Section 42 of The Combines Act. T hat 
section provides that the Director may, upon his own initiative, carry 
out an inquiry concerning the existence and effect of conditions or 
practices having relation to any commodity which may be the subject 
of trade and commerce, and which conditions or practices are related 
to monopolistic situations or restraint of trade. Having carried out 
an inquiry under this section, the Director produced a volume dated 
the 28th of February, 1961, entitled “A Statement Relating to the 
Manufacture, D istribution and Sale of D rugs” which was known dur
ing the inquiry as the Green Book. The m atter was referred to the 
Restrictive Trade Practices Commission, a Commission set up under 
The Combines Investigation Act to whom the Director must refer 
m atters relating to combines, mergers and monopolies; and that Com
mission, having invited submissions from the public, held public hear
ings in the principal cities across Canada. The Commission concerned 
itself in its report, which was dated January 24th, 1963, with pharm a
ceutical nomenclature, classifications of drugs, the drug m anufactur
ing industry, medical research in Canada, drug patents, quality con
trol, inspection, cost of advertising and trade promotion, and similar 
subjects. I t concluded a five hundred page report with certain recom
mendations : that there should be more stringent regulations under 
The Food and D rug Act with respect to the manufacture and intro
duction of d ru g s; that the staff of the D irectorate should be consid
erably en larged; that all premises used for the manufacture of food 
and drugs should be inspected; that new drug submissions should be
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extended; that all advertising and promotion activities should be 
brought under the supervision of the Food and D rug D irectorate; 
that there ought to be an authoritative Government publication giving 
all necessary particulars concerning new d ru g s; and that patents with 
respect to drugs should be abolished. The Commission also noted that 
certain compulsory licensing provisions of The Patent Act were not 
being sufficiently used. I t  was the opinion of the Commission that 
their recommendations provided the only effective remedy to reduce 
the price of drugs in Canada. In passing it should be stated that the 
Commission found no evidence of monopolistic situations or activities 
in restraint of trade in the industry.

The Pharmaceutical M anufacturing Industry, of course, was very 
active in the presentation of material to the Commission and had 
Counsel present to cross-examine witnesses and to adduce evidence 
of m atters in which the Commission appeared interested.

At about the same time the Province of Ontario was having a 
similar inquiry with somewhat different terms of reference, and a 
Select Committee of the Ontario Legislature on the cost of drugs was 
formed and took evidence on which it subsequently made a report 
dated the 26th of April, 1963. This again involved the Pharmaceutical 
Industry in the preparation of material and a brief, and in a presenta
tion to the Committee.

Shortly after that a Royal Commission on Health Services was 
set up by the Federal Government. It held hearings in all the princi
pal cities of Canada and was, of course, concerned with pharmaceutical 
products. It was necessary for the Pharmaceutical Industry to again 
prepare the appropriate submission and to make representations in 
presenting its point of view to that Commission. Finally, the ’Parlia
ment of Canada set up a Parliam entary Committee (now adjourned 
until the Fall) which has been occupied for over two years, first with 
drug safety and now with the cost of drugs. This has again involved 
the Pharmaceutical Industry in the preparation of detailed informa
tion and a brief. The Canadian Pharmaceutical Association has made 
five appearances before the Committee on m atters of drug safety, the 
registration of manufacturers and on the general submission with 
respect to costs. The questioning on the brief is only partially com
pleted and will resume next Fall.

Four im portant and major inquiries in a space of three or four 
years have given the m anufacturers an opportunity of presenting their 
views to the various Boards and Commissions and Committees, but 
they have created a problem as a considerable amount of manpower
INDUSTRY PROBLEMS IN  T H E  DRUG FIELD IN  CANADA PAGE 2 1 5



and effort must be devoted to the making of a proper submission. I 
am aware that the multiplicity of inquiries to which I have just re
ferred and in which I have been personally involved as Counsel for the 
Association is not a peculiar problem to Canada and that you in the 
United States have had similar inquiries which I understand are still 
carrying on. I t  is, of course, our function as attorneys and counsel 
for our respective clients to present their points of view and to rep
resent them on these occasions.

Granting of Patents and Com pulsory Licenses
A third industry problem in the drug field in Canada, and perhaps 

the most important, relates to the m atter of patents. I had indicated 
that the Restrictive Trade Practices Commission in 1963, while hear
ing very little evidence with respect to the effect of patents in the drug 
field, decided that the abolition of patents (which of course are in 
themselves a monopoly and the antithesis of all those things for which 
the Restrictive Trade Practices Commission stands) would reduce the 
price of drugs. In coming to this conclusion the Commission argued 
that the compulsory licensing provisions of the Patent Act were not 
effective to “reduce the cost of drugs.” This recommendation has not 
received implementation. I t  has been severely criticized because it 
would mean that Canada would be getting a free ride on the coattails 
of other countries where the patent system requires disclosure of a 
pharmaceutical product or process, and that manufacturers in Canada 
could therefore steal the benefits of the patent without having to pay 
the price. Many people argue that it is unthinkable that Canada 
would abolish patents in this international industry. In this connec
tion it is rather interesting to note that The Combines Investigation 
Act contains a special remedy under Section 30 which gives our Ex
chequer Court the right to take away the benefits of a patent in cer
tain circumstances, but the section concludes that no order can be 
made which is at variance with any treaty, convention arrangem ent 
or engagement respecting patents with any other country to which 
Canada is a party. As Canada is a party to the Patent Convention, 
the abolition of any patents in this field would require a drastic change 
in Canada’s international position. I am therefore going to assume 
that patents will not be abolished and to discuss two sections of the 
Canadian Patent Act which relate to a problem peculiar to the Cana
dian Pharmaceutical Industry.

Let me begin with the premise that a patent has three principal 
purposes : (1) to stimulate invention and search for new applications
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of kn ow ledg e ; (2) to  prom ote the in troduction  in to  public use of new 
devices and p rocesses; and (3) to  require full disclosure so as to  make 
availab le to o thers skilled in the  trade the new inventions so th a t they  
may be used in the  public dom ain a fte r the p a ten t period has expired. 
(B ecause a p a ten t confers a tem porary  m onopoly, the R estric tive  
T rad e  P ractices Com m ission has recom m ended its abolition, and th is 
view  has also been expressed in p a r t in the repo rt of the R oyal Com 
m ission on H ea lth  Services.) N ow let us consider Section 41 (1) of 
T he C anadian P a te n t A ct w hich provides as fo llo w s:

In the case of inventions relating to substances prepared or produced by 
chemical processes and intended for food or medicine, the specifications shall 
not include claims for the substance itself, except when prepared or produced 
by the methods or processes of manufacture particularly described and claimed 
or by their obvious chemical equivalent.

In short, in C anada you cannot get a pa ten t for a pharm aceutical 
p roduct bu t only for the  process by which th a t product is established. 
Sub-section (2) provides th a t in any “action for in fringem ent of a 
p a ten t w here the  invention re lates to  the production  of a new  su b 
stance, any substance of the sam e chemical composition and constitution 
shall, in the absence of proof to  the con trary , be deem ed to  have been 
produced by the patented process.” In  other words, there is a p resum p
tion  th a t if som eone else produces the identical product, th a t it was 
produced by the  pa ten ted  process bu t th is  presum ption  can. of course, 
be rebu tted  by estab lish ing  th a t it w as produced by ano th er process. 
So the first problem  is sim ply th a t in C anada it is im possible to  ob
tain  a pa ten t on a pharm aceu tical p rod uc t b u t only on the process. 
I t  is m y un derstan d in g  th a t th is  is d ifferen t from  the  provisions of 
the  U nited  S ta tes P a te n t Act. and th a t in your coun try  you can no t 
only p a ten t the  process b u t you may also patent the product.

T his, of course, is a “prob lem ” in the pharm aceu tical field b u t it 
is not nearly  as serious a problem  to the  pharm aceu tical m anufac
tu re rs  as the th ird  sub-section to  Section 41. I should like to  quote 
the sub-section to you and then describe how the problem  a r is e s :

In the case of any patent for an invention intended for or capable of being 
used for the preparation or production of food or medicine, the Commissioner 
(that is the Commissioner of Patents) shall, unless he sees good reason to the 
contrary, grant to any person applying for the same, a license limited to the 
use of the invention for the purposes of the preparation or production of food 
or medicines but not otherwise; and in settling the terms of such license and 
fixing the amount of royalty or other consideration payable, the Commissioner 
shall have regard to the desirability of making the food or medicine available 
to the public at the lowest possible price consistent with giving to the inventor 
due reward for the research leading to the invention.

F irst let me point out to you that there are two other sections of the 
P a te n t Act which safeguard the public in te rest if an invention  is no t
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being used. Section 67 contains effective provisions for action through 
compulsory licensing to  preven t the abuse of the  paten t. Tf th en  an 
invention is not worked, after the expiration of three years the Attorney 
G eneral of Canada, or any person in terested , m ay apply to  the  Com 
m issioner of P a ten ts  ask ing  fo r relief under the  S ta tu te  w ith  the  
effect th a t a com pulsory license w ould issue. S im ilarly  Section 19 of 
the A ct gives the  G overnm ent of C anada the  r ig h t to  use any patented 
invention  upon paym ent of reasonable com pensation. N o tw ith s tan d 
ing these safeguards, w h a t has happened is th a t a fte r a pharm aceu tical 
m anu fac tu rer acquires a process p a ten t on a pharm aceu tical p rod uct 
w hich becom es popular, anyone w ish ing  to  cash in on the popu larity  
of the p roduct can apply to  the  Com m issioner of P a ten ts  for a com pul
sory license. N ow  the  origin of th is  sub-section w as based upon a 
B ritish  S ta tu te  and the  orig inal E ng lish  enac tm ent w as explained in 
the S arg ast C om m ittee R eport of 1931 in the follow ing te r m s :

During the war it became apparent that Great Britain was suffering from 
a lack of medicine and drugs, many of which were the subject of patent rights 
in this country. On the other hand it was found that in many European coun
tries (for example France, Germany, Switzerland) such substances were not 
capable of protection under the patent laws of those countries. In  this state 
of things it was considered expedient to modify to some extent the monopoly 
consequent of the existence of patent rights in regard to such substances.
T he origin of Section 41 (3) w as the danger of sho rtage of d rugs in 
E ng land  b u t it w as copied in to the C anadian A ct to  m eet a situa tion  
w hich in no w ay applies in C anada today. U nder th is Section any  
person m ay apply for a com pulsory license and P arliam en t has said 
th a t the Com m issioner shall, unless he sees good reason to  the  con
tra ry , g ran t to the  applicant the license.

T he w ord ing  of Section 41 (3), plus the  w ay in w hich it has been 
adm inistered  and in terp reted , intensifies the  problem  in Canada. T he 
final decision as to  the  g ran tin g  of a com pulsory license is m ade by 
the C om m issioner of P a ten ts . N ow  the  Com m issioner of P a ten ts  from  
tim e to  tim e is no doubt extrem ely  well qualified in p a ten t technicali
ties b u t he does no t necessarily  have the  experience e ither of the  
econom ics of the indu stry  or of the m edical or scientific aspects. F u r 
ther, under the  p resen t regulations, he is no t required  to  ob tain  any 
advice from  experts in these areas. T he covering le tte r fo rw ard ing  
the  recen t repo rt by  th e  H illiard  C om m ittee to the M inister of N a
tional W elfare dated  Ju ly  12th, 1965, m ade the  follow ing observations:

I t was a shock to the members of the Committee to find the heavy respon
sibility put upon the Commissioner of Patents. Many of the newer drugs are 
so complicated in their formula that part of the products, the isomers, might
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not be active therapeutically though chemically pure and some dangerous im
purities may not be sufficient in amount, in small samples, to be detected.

T he section provides th a t the C om m issioner shall g ran t a license 
unless he sees good reason to  the con trary . H e is th us designated  to  
m ake the decision w h eth er the exclusive r ig h t of a paten tee  shall be
come the  sub ject of a m a tte r  of a license. T he C ourts have refused to 
in terfere  w ith  th is decision on the grounds th a t the section provides 
th a t the decision is one for the  Com m issioner to  m ake and the  C ourts 
have also refused to lay dow n w h at m atte rs  con stitu te  grounds for 
refusal of a license. T he  section contains no objective s tan dard  for 
ju d g m en t by the C om m issioner— no guidance is given by  the  section 
and no guidance has been given by our C ourts as to  w h a t m atte rs  the 
Com m issioner should exam ine or investigate  to  determ ine if good 
reason does in fact exist for the refusal of a license.

No principle hav ing ever been enunciated  by  the  C ourt upon 
w hich the C om m issioner should act, it is significant th a t no decision 
has ever been overtu rned  by a C ourt on appeal. T he Suprem e C ourt 
of C anada has held th a t the  Com m issioner is w ith in  his righ ts  to re 
fuse to  g ran t an oral hearing. I t  is difficult for law yers to  see in w hat 
circum stances the Com m issioner can act w ith o u t evidence, since the  
m aterial before him would consist of nothing more than blanket state
ments and since the claim s of the applicant are no t sub ject to  the  test 
of cross-exam ination . The present Commissioner has rejected all argu
ments to the effect th a t the applicant had previously  infringed the 
paten t, or could no t produce econom ically the product in com m ercial 
q u a n titie s ; or that the m arket was already adequately supplied. In the 
ligh t of these rejections the d rug  paten tee m ay be pardoned for being 
perplexed about the  in ten t of the  P arliam en t of C anada in im posing 
the lim itation  th a t a license should be refused w here good reason to 
the con trary  exists. T his section as it is now adm inistered  appears 
tan tam o u n t to  the  g ran tin g  of a license as of r ig h t even thou gh  the 
paten tee  is fu lly  supply ing  the m arket w ith  a pharm aceu tical p roduct 
of high quality  at a reasonable price.

T o  sum  up. Section 41 (3) of the  P a te n t A ct subord inates the 
real in terest of C anadians in the availability , qu ality  and safety of 
pharm aceu tical p roducts and in the  stim ulation  of research  in one of 
the m ost vital areas of hum an endeavour, to  lim ited and tem porary  
price advantages.

Establishment of Royalties
A second offshoot of the  sam e problem  is in the  estab lishm ent of 

royalties. T he Com m issioner is requ ired  to  fix the  am ount of royalty
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or o ther consideration  payable and in doing so he m ust have regard  
to the desirab ility  of m aking the m edicine available to  the  public a t 
the low est possible price consisten t w ith  the  g iv ing to  the  inven tor 
of due rew ard  for the research  lead ing to  the  invention. In  all ap
plications to  date the  royalty  has been estab lished on the  selling price 
of the bu lk  chem ical. In  a recent appeal from  th e  C om m issioner to  
the E xchequer C ourt (as provided for in th e  S tatu te), the Exchequer 
Court President reversed the  finding of the  C om m issioner and m ade 
the follow ing s ta te m e n t:

I have come to the conclusion that the Commissioner fell into error in 
thinking that the “finished material in dosage form, packaged and labeled” was 
“outside the scope of the patent” and “immaterial” to him. On the contrary, 
the drug in the dosage form, if it is made in accordance with the patented 
process, is just as much the subject m atter of the patentee’s monopoly as it is 
when it is sold in bulk. It is precisely the same product as it is when it is in 
bulk except that it has been packaged so as to be in the form in which it has 
a value as a merchantable commodity.
Ill th a t case the  C om m issioner of P a ten ts  had g ran ted  a royalty  of 
15 per cent of the  selling price of the bu lk  active ingredient. T his 
w ould have am ounted to  $37.15 per kilogram  on a probable selling 
price of $250.00 per kilogram  in bulk. The proposed selling price for 
the finished dosage form  am ounted to  $3,500.00 per kilogram  so th a t 
the royalty  is equ ivalent to  less th an  one per cent of the p a ten tee ’s 
selling price. Since the applicant in th is  case had done no research  
and offered little  by  w ay of m edical in form ation and had n o t m ade 
a new  d rug  subm ission to  the D irectorate , he w ould be en joy ing su b 
stan tia l profits th ro ug h  the  ob ta in ing  of a free ride on the  essential 
functions perform ed by the  patentee and it is clear th a t th is scale of 
com pensation aw arded by the  Com m issioner w ould effectively destroy  
the value of a p a ten t sub ject to  any  such com pulsory license. T he 
P residen t of the E xchequer C o urt’s royalty  am ounted to $525.00 per 
kilogram  or 15 per cent of the  licensee’s selling  price. A lthough  
th is  sum  does no t begin to  cover the  cost of research and m edical 
in form ation borne by  the paten tee, it w as som e recognition of the 
desirability of awarding the patentee more than a mere pittance. H o w 
ever, the  m atte r was further appealed to the Supreme Court of Can
ada and in a Ju d g m en t delivered in Jan u ary  th is year the  Suprem e 
C ourt of C anada overruled  the  decision of th e  P residen t of the  E x 
chequer C ourt and returned the royalty to that established by the P a t
ent Commissioner. The Supreme C ourt of C anada regarded  the Com 
m issioner’s aw ard as being m ore consisten t w ith  “the low est possible 
p rice” referred  to  in Section 43 (1) (3). T he s ta te  of the law  is th e re 
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fore that the reasoning  of the E xchequer C ourt has been overruled 
and the reasoning  of the  P a te n t C om m issioner has been reaffirmed. 
T he  applicant for a com pulsory license will g e t the  r ig h t to  copy 
the  p a ten tee ’s dosage form  so as to claim that this copy has the same 
therapeu tic  effect as the original. In so doing he is, a t m inim al cost 
and w ith  no lasting  com m itm ent, tak in g  advan tage of the substan tia l 
m arket created  by the patentee. H e will enjoy all the benefits result
ing from  the pa ten t and the am ount of royalty  th a t he will have to 
pay would am ount to approxim ately  fifteen per cent of the  selling 
price of the bulk active ingredient. I th ink  it is safe to  say th a t the 
responsible d rug  in du stry  in C anada advocates the abolition of the 
com pulsory license provision, but, if it is to  rem ain, then the In 
du stry  argues th a t there should be some guide line set ou t in the 
S ta tu te  to indicate the basis upon w hich the  Com m issioner w ould act 
and a realistic royalty  w ould be paid.

T he H illiard  Com m ittee, whose report to P arliam ent w as tabled 
about a year ago. considered the m atte r of com pulsory licensing and 
recom m ended th a t such a license should not be g ran ted  until there 
is first furn ished to the Com m issioner of P a ten ts  a favourable report 
or certification by the D irector of the Food and D rug  D irecto rate  as 
to the com petency of the  applicant for such a license to  m anufacture  
or produce such substance including the adequacy of m anufac tu ring  
facilities and the various controls required by the regulation . The 
C om m ittee urged close collaboration betw een the Com m issioner of 
P a ten ts  and the Food and D ru g  D irec to ra te  w hich did no t exist p re
viously because there w as no th ing  in the S ta tu te  requ iring  any such 
collaboration. T he Com m ittee w as also concerned about the  efficacy 
and quality  of the im ita tin g  product.

T hose of you w ho have had any th ing  to  do w ith  a new  d rug  su b 
m ission and are aw are of the  costs and problems in introducing a new 
d ru g  a t the p resen t tim e un der cu rren t regula tions, will appreciate  
th a t the effect of a com pulsory license being  granted with a minimum 
rovaltv requirement might have a serious effect upon fu rth e r research.

T hese then are a few of the problem s th a t re la te  to  the  d rug  
indu stry  in C anada and upon which th a t indu stry  is m aking subm is
sions a t the p resen t tim e. As m ost of the large pharm aceutical m an
u fac tu ring  concerns in th is coun try  are subsid iaries of foreign com 
panies, th ere  are no doubt problem s re la ting  to  th a t subsid iary  re
lationship. As I do no t act for any particu la r pharm aceu tical m an
ufac tu re r bu t only as general Counsel for the  A ssociation, I have de
liberate ly  refrained  from  any com m ent in th is area. [The End]
INDUSTRY PROBLEMS IN  T H E  DRUG FIELD IN  CANADA PAGE 2 2 1



Food and Drug Advertising 
and Pricing Problems Under 

the Combines Investigation Act
By DAVID H. W . HEN RY, Q .C .

The Following Article Is Reprinted from T h e  B u s in e s s  L a w 
y e r  (November 1966, p. 195) with the Permission of the 
Publisher and of the Author. Mr. Henry Is Director of Investi
gation and Research Under the Combines Investigation Act.

AS I U N D E R S T A N D  M Y R O L E  in th is panel discussion today, 
it is to  place before you for discussion the m ain outline of the 

Com bines Investiga tio n  A ct so far as it relates to food and d rug  ad
vertising  and pricing problem s. T h is s ta tu te  is drafted  in general 
term s and as its provisions relate  to articles or com m odities th a t m ay 
be the sub ject of trade or com m erce w ith ou t specific reference to  any 
p a rticu la r goods or classes of goods, it. will suffice for our purposes 
today if we have a general u n derstan d in g  of these provisions w hich, 
unless s ta tu to ry  exceptions can be found, app ly  to  food and drugs 
as well as to  o ther classes of com m odities.

Free Competitive Enterprise
T he purpose of the  Com bines Investiga tio n  A ct, as judicial p ro

nouncem ents have affirmed, is to  p ro tect the  public in te rest in free 
com petition. P arliam ent has accom plished th is by enacting  th is s ta t
ute in crim inal form , crea tin g  proh ib itions w ith  corresponding pen
alties. T he language of the  s ta tu te  is proh ib itive ra th e r th an  reg u 
latory , by w hich I m ean th a t it becom es an indictable offense (w ith  
one exception) to  violate the proh ib ition  ; a t the sam e tim e no pow er 
is given to any M inister, board, agency or official to  m ake exceptions 
to  the rules laid down in the s ta tu te  to  perm it conduct by particu la r 
persons or in particu la r circum stances th a t is otherw ise proh ib ited  
by the s ta tu te , to  p roh ib it a person from  doing any th ing  th a t is no t 
m ade unlaw ful by the s ta tu te , or in any other w ay to regula te  bu si
ness conduct.
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P arliam en t has so u g h t by th is  s ta tu te  to  p reserv e  and  fac ilita te  
th e  w o rk in g  of th e  free com petitive  en te rp rise  system . In  such an 
econom y, su b jec t of course to  a nu m b er of identifiable exceptions, 
resources are  a llocated  and  prices are  se t by  th e  forces of com petition  
in the  m arketp lace . G enerally  speak ing, th is  system  is to  be con
tra s te d  w ith  a s ta te -ad m in is te red  econom y w hich , th eo re tica lly  sp eak 
ing, w ould be charac te rized  by  b u reau cra tic  ad m in is tra tio n  of the  
econom y th ro u g h  such  devices as p rod uction  con tro l, m ark e t a lloca
tion , d irec t p rice con tro l and  profit con tro l. A t the  o th e r end of th e  
scale one m ig h t env isage an  econom y in w hich th e  vario us trad es  
and  in du stries  are  adm in istered  by  the  m em bers of in d u s try  th em 
selves, a so rt of bu sin essm en’s bureaucracy , collectively  decid ing 
w h at shall be produced , how  m uch, w ho shall produce it, and a t w h at 
prices. B oth  these ex trem es are incom patib le  w ith  the ph ilosophy of 
the  C om bines Act. T herefo re , it w ould tak e  a fu rth e r s ta tu te  to  p e r
m it e ithe r of these  a rran g em en ts  or varia tion s of these  a rran g em en ts  
to  operate  law fully . Such s ta tu te s  ex ist in the  form  of leg islation  
c rea tin g  m ark e tin g  boards for ag ricu ltu ra l com m odities, boards th a t 
regulate the transportation industry including the fixing or approval of 
air. rail or trucking rates, the liquor control boards which set the prices 
of beer, w ines and sp irits , and the  like. T he d istinction  betw een reg u 
lation or partia l regu la tion  of an in d u s try  by a  governm ent agency 
and sim ilar ac tiv ities by  m em bers of the  in d u stry  itself is th a t the 
go vernm en t agency is u ltim ate ly  responsib le th ro u g h  a m in is te r to 
the leg isla tu re , and  the  public in te res t is therefore , con stitu tion ally  
a t least, pro tected , w hereas in th e  case of self-regu la tion  by  m em bers 
of in d u stry , th e re  is no such responsib ility  and  no such protection .

G enerally  speak ing, in the C anadian econom y th ere  is re la tive ly  
little  d irect price and p roduction  control. T here  are, as I have said, 
som e exceptions and these  are, for the  m ost part, d irect con tro ls of 
a reg u la to ry  n a tu re  im posed upon p articu la r  industries by leg islation  
of th e  provinces enacted  p u rsu an t to  the  leg islative au th o rity  con
ferred on the prov incial leg isla tu res by section 92 of the  B.N .A. Act. 
E xcep t in tim e of w ar or o ther em ergency, as a general rule the  fed
eral parliam en t and the federal au tho rities  are no t em pow ered to  
im pose such controls.

Y ou will un derstan d  from  w h at I have said th a t price, generally  
speaking, tends to  be a function  of th e  m arketp lace. T he Com bines 
A ct seeks to  ensure th a t, in the  absence of valid s ta tu to ry  contro ls, 
the  price of an article  shall be determ ined by  the  forces of the  m arket 
un inhib ited , so fa r as th a t is p rac tica lly  possible, by  restra in ts  im 
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posed upon com petitive forces by m em bers of in du stry  ac tin g  col- 
lusively or th ro ug h  the abuse of m ark et power.

T o accom plish th is, P arliam en t has, th ro ug h  the Com bines In 
vestiga tion  A ct, proh ib ited  th ree  broad classes of conduct:

(a) C om binations th a t p reven t or undu ly  lessen com petition 
in the  production , purchase, sale, sto rage, rental, tran sp o rta tio n  
or supply  of com m odities or in the  price of insurance ;

(b) M ergers or m onopolies th a t m ay operate  to the  d e tri
m ent of th e  p u b lic ;

(c) U n fa ir trade practices, including price discrim ination , 
p reda to ry  pricing, certa in  prom otional allow ances, m isrepresen
ta tion  of the regu lar price and resale price m aintenance.
A breach of these provisions (except section 33C— m isrep resen ta

tion  of the regu lar price of an article) con stitu tes  an indictable offense 
w hich is punishable upon conviction by a term  of im prisonm ent no t 
exceeding tw o years, or a fine, w ith ou t lim it, in the  d iscretion  of the  
court, or bo th  such fine and im p riso n m en t; provision is also m ade 
for in junctive proceedings to  p roh ib it the continuation  or repetition  
of the offense, or to  dissolve a m erger or m onopoly th a t con travenes 
the Act. O ther rem edies perm it the  governm ent to  ad ju st the tariff 
to  sub ject unlaw ful com binations, m ergers and m onopolies to  stiffer 
foreign com petition , or in the case of the abuse of a p a ten t or tra d e 
m ark, perm it the  court to  place lim itations on the licensing or use 
of the p a ten t or tradem ark  or to  nullify it.

I t  is quite im practical to  deal w ith pric ing  policy in any depth 
under the  th ree  m ain divisions of the Com bines A ct in the  sho rt tim e 
availahje. A brief w ord, how ever, about broad principles will perhaps 
be helpful.

Collusive Pricing
F irs t, as to collusive pricing. Section 32 of the A ct m akes it an 

offense for tw o or m ore persons to conspire, com bine, agree or a r 
range to lim it com petition  unduly  in the production , m anufacture, 
purchase, b arter, sale, storage, ren tal, transp o rta tion  or supply of an 
article. N ot every agreem ent to  lim it com petition is unlaw ful, b u t 
the  proh ib ition  extends to any  agreem ent the ob ject or effect of w hich 
is to  lim it com petition  unduly. G enerally speaking, the courts have 
taken  the position th a t com petition is lim ited undu ly  w hen the  p a r
ties to the agreem ent account for a substan tia l segm ent of the  m arket. 
A price-fixing agreem ent is a typical form  of com bine and a num ber
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of such agreem ents have, over the years, been s truck  down by the 
cou rts  and  the  offenders convicted and sentenced. A s a general rule 
it m ay be said th a t any price-fixing agreem ent is suspect and m ost 
are indeed unlaw ful.

Monopoly Prices
Secondly, a w ord as to  m onopoly prices. I t  is no t unlaw ful by 

itself for a firm to be in a m onopoly position. T he Act, how ever, aim s 
a t p reven ting  m onopolization in th a t it m akes unlaw ful a m erger 
w hich lim its com petition  to the de trim en t or against the  in te rest of 
the  public w h eth er consum ers, producers or others. Prima jacie, a 
m erger w hich elim inates com petition and so produces a m onopoly is 
con tra ry  to  section 33 of the A ct. A law ful m onopoly, how ever, m ay 
continue to  operate  so long as the m onopoly is no t abused. T he p rin 
ciple of abuse is described as op era tin g  the  m onopoly “ to the d e tri
m ent or against the in te res t of the public.” Such abuse m ay take 
place if the m onopolist so conducts his affairs as to  continue to p re
serve his m onopoly position by p redato ry  ac tiv ity  w hich inhibits new 
en tran ts  from  becom ing estab lished in the  industry , thereby  stifling 
in itia tive, innovation , technological im provem ents and efficiency in 
production  and adm inistra tion . A m onopoly m ay also be abused by 
failure to allow com petition to  develop a t the different levels of dis
trib u tion  for the product of the m onopolist, for exam ple by unduly  
lim iting  or denying supplies to  responsible ou tlets, c rea tin g  a n e t
w ork of exclusive dealerships or in s titu tin g  ty in g  arrangem ents 
w hereby the pow er of the m onopoly is extended to  o ther products 
of the supplier w ith  respect to  w hich the supplier does no t enjoy a 
m onopoly. S im ilar form s of abuse m ay be practiced w ith  respect to 
a p roduct or process for w hich the  supplier holds a p a ten t and th is 
can be of considerable significance in the  pharm aceu tical industry . 
In  the absence of such abuses, how ever, a m onopolist is free to set 
his prices accord ing  to  his own judgm en t. If he does no t price his 
p roduct in telligently , sooner or la te r his undu ly  high price will a ttra c t 
o thers in to  the m ark et and com petition will develop to  b rin g  about 
a m ore realistic price level. If th is occurs, or is th reatened , the 
m onopolist m ust be careful no t to  adopt p redato ry  pric ing  tactics 
( th a t is, selling a t an unreasonab ly  low price for the purpose of in 
h ib itin g  com petition ), as th is  could con stitu te  an abuse of his m onop
oly position and so a ttra c t an inqu iry  or o ther enforcem ent proceed
ings under the Act.

T he foregoing is necessarily  only a b road general com m ent on 
the  conspiracy, m erger and m onopoly provisions of the Act. P a r 
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ticu lar s itua tions require  a m uch m ore sophisticated  analysis of the 
law  in relation  to the  facts and businessm en are w ell advised to take 
advan tage of our program  of com pliance by  com ing in to the  Com 
bines B ranch for consu lta tion  concern ing the  application of the  law  
to  the  particu la r business problem  a t hand.

T he th ird  category  of p ric ing  problem s falls w ith in  w h a t I m igh t 
call the unfair trad e  practices provisions of the Com bines Act. T hese 
provisions, sections 33A, 33B, 33C and 34, have a m ore d irect bearing  
on pric ing  policies and I will therefore deal briefly w ith  each of them .

Price Discrimination
Price  discrim ination  is dealt w ith  in section 33A, and you will 

recognize th is provision as the cou n te rp art of section 3 of the Robin- 
son -P atm an  A ct in the  U n ited  S tates. T o constitu te  the  offense a 
num ber of ingred ien ts m ust be p re s e n t:

(a) T here  m ust be tw o or m ore sales th a t can be com pared ;
(b) T here  m ust be a discount, rebate, allow ance, price con

cession or o ther advantage g ran ted  to  one pu rchaser th a t is not 
available to  a n o th e r ;

(c) T he persons betw een w hom  there  is d iscrim ination  m ust 
be purchasers w ho are in com petition  w ith  each o th e r ;

(d) T he d iscrim inato ry  prices m ust apply to articles of like 
quality  and to  like quan tities th e re o f ;

(e) T he  d iscrim inato ry  transac tion  m ust be part of a p rac
tice of discrim inating .
Because d iscrim ination m ust be a practice, the  section does not 

p roh ib it discrim ination  on a one-shot basis such as the  g iv ing  of a 
special price for a sto re-opening special, ann iversary  special, and the 
like. T his provision, m oreover, unlike the A m erican legislation, does 
no t require cost justification  for the conferring  of a volum e discount. 
T he resu lt is th a t volum e discounts can be given on an un lim ited  
basis so long as the  qu an tity  or volum e discount is available to  all 
com peting purchasers w ho buy in the sam e q u an tity  or volum e. In 
deed. m any suppliers have set up a scale of d iscounts vary ing  accord
ing to  the  q u an tity  or volum e purchased, the large volum e buyers 
being entitled  to the best price or g rea te s t discount. T his has given 
rise in C anada to the  organ ization  of a num ber of “buy ing  g ro u p s” 
w ho organize their purchases th ro ug h  a cen tral buyer for the p u r
pose of achieving la rger discounts by  com bining th e ir  requ irem en ts 
in the hands of a single purchaser. Such arrangem ents, in order to
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be law ful, m u st be se t up carefully w ith  sound legal advice; the im 
p o rtan t po in t here is th a t the  q u an tity  or volum e d iscount m ust ap 
ply to  the purchases of a single purchaser and cannot app ly  to  the 
to ta l volum e of a num ber of pu rchasers even thou gh  they  place their 
orders th ro u g h  a  single agency. T he cen tra l bu yer therefore m ust 
legally be the  pu rchaser as principal and he m ust, in tu rn , d istribu te  
to  the  m em bers of the  g ro u p ; if the a rran gem en t is properly  set up, 
the cen tra l bu yer is en titled  to  the  sam e d iscount as com peting p u r
chasers for an equ ivalen t volum e or q u an tity .

A ccord ing to  the view th a t I take of the  A ct, year-end rebates are 
law ful if m ade available to  all com peting  purchasers achieving the 
sam e volum e over the  period in question. F unctional discounts, how 
ever, w here custom ers classified differently  for d iscount purposes are 
in com petition  w ith  one ano ther, will give rise to question since they 
depart from  the  sim ple and singu lar te s t laid down by the  s ta tu te , 
nam ely, the  volum e or q u an tity  of the goods purchased, assum ing 
like quality . F o r the  sam e reason, d iscounts available to  custom ers 
com peting w ith  one ano ther w hich are based upon the  fulfillm ent of 
a condition, w hich all m ay be unw illing  or unable to  accept, w ould 
prima facie a ttra c t an inquiry.

T he U n ited  S ta tes Suprem e C ourt in the Borden case1 recently  
held, as I un derstan d  it, th a t under the U nited  S ta tes law  an id en ti
cal p roduct sold under a national b rand  and also under a private  label 
m ust receive the sam e price trea tm en t. T h is s ituation  arises in C an
ada and has no t as y e t been the  sub jec t of judicial pronouncem ent. 
In  determ in ing  w hether an inqu iry  is w arran ted , how ever, I have 
consisten tly  taken the  position th a t n o tw ith s tan d in g  the  sim ilarity  
of the product itself, the  package sold under the national bi^ind and 
th a t sold under the private label differ in qu ality  so th a t different 
prices m ay be charged w ith ou t v io la tin g  the  price d iscrim ination 
section.

Predatory Pricing
P red a to ry  pric ing  is an ac tiv ity  m ade unlaw ful by section 33A. 

T he first of its provisions is also som etim es called regional price dis
crim ination  because it con tem plates a price differential betw een tw o 
geographical areas in Canada. T he differential, how ever, of itself 
does not give rise to  illega lity ; it m ust be accom panied by the  p reda
to ry  design, effect or tendency m entioned in th is paragraph .

1 F T C  v . T h e  B o r d e n  C o m p a n y , CCH 
T rade C ases fl 71,716 (1966).
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B asically the elem ents of p redato ry  pric ing  under section 33A 
(1) (c) a re :

(a) T he supplier m ust sell at an unreasonably  low p r ic e ; the 
unreasonableness of the  price is, in adm in istra tive  practice, re 
lated to  the cost of the goods to  the  supplier, a lthough  th is is 
not invariab ly  a sound test since there  m ay be circum stances 
such as depression of the general level of the m arket in w hich 
an a ttem p t to  dispose of p roduction  or inven to ry  a t less than  full 
cost is perfectly  reasonable ;

(b) T here  m ust be a “policy” of selling a t the unreasonably  
low price; w h a t constitu tes a policy m ay be som ew hat difficult 
to determ ine and as in the case of all provisions in the A ct, th is 
m ust be determ ined in the ligh t of the p a rticu la r f a c ts ;

(c) T he policy once estab lished m ust have the effect or 
tendency of sub stan tia lly  lessen ing com petition or e lim inating  
a com petitor, or m ust be designed to  do so.
T he only judicial decision on th is provision to  date is the Pro

ducers Dairy case2 in which the O n tario  C ourt of Appeal appears to 
have laid down the principle th a t a sho rt-te rm  (3 days) reaction  to  
a com p etito r’s price cut designed to  allow him  to penetra te  the m ar
ket does no t am ount to  a policy w ith in the  m eaning of the section, 
n o tw ith stan d in g  th a t the effect of the alleged p redato ry  pric ing  was 
to  discipline the m arket and so b rin g  about an end to  a sho rt-te rm  
price w ar.

Disproportionate Promotional A llow ances
D isproportionate  prom otional allow ances are dealt w ith  in a 

provision enacted in 1960 as section 33B. T h is provision deals solely 
w ith allow ances given for adv ertis in g  or display. Care m ust be taken 
no t to confuse the ac tiv ity  to which th is section rela tes w ith  price 
concessions th a t are not given for advertising  or display and which 
therefore m ay fall w ith in  the d iscrim inato ry  pricing provisions of 
section 33A. T he  offense consists, in effect, of failing  to  offer benefits 
in accordance w ith  the form ula prescribed in th is section in connec
tion w ith the g ran tin g  of a prom otional allow ance. T he follow ing 
are the im p ortan t po in ts to  be kept in m ind if the g ran tin g  of the 
allow ance is to  be regarded  as lawful.

2 T h e  Q u e e n  v . T h e  P r o d u c e r s  D a ir y  
L td .  ( unreported).
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(a) T he allow ance does no t fall w ith in  the section unless 
it is given for advertising  and display and is no t applied to the 
selling  p r ic e ;

(b) T he  alb vance m ust be offered (no t m erely m ade avail
able) on “proportionate  te rm s” to  all com peting pu rchasers from  
the  su p p lie r ;

(c) P ro po rtion a te  term s m eans first, th a t the  am ount of the 
allow ance offered to  each com peting pu rch aser m ust be propor
tionate  to the volum e of business done by the pu rchaser w ith  the 
sup p lier; and second, if services are required  to be perform ed in 
re tu rn  for the allow ance, the cost-burden to  be borne by the 
recip ient m ust also be p roportionate  to  the volum e of business 
he does w ith  the  supplier ;

(d) Unlike price discrimination, the failure to meet the require
m ents need no t am ount to  a practice— the offense can be com 
m itted  by one failure to  com ply w ith  the section.

(e) T he  section can be com plied w ith  quite sim ply by se t
ting  up a form ula for com puting  the allow ance by reference to 
a percentage of sales for the period of the prom otional d e a l; 
m any firms have adopted such a form ula and, if properly  adm in
istered , th ere  is no likelihood of a breach of the se c tio n ;

(f) Incentive bonuses, w hich provide an allow ance calcu
la ted  by reference to  an increase in perform ance in relation  to 
som e prio r period, do not m eet the  te s t of the  section and could 
give rise to  an inquiry .
T here  is no ju risp rudence on th is  provision. I t  is, in com m on 

w ith  section 33A, enforced m ainly th ro ug h  our program  of com pli
ance w hereby businessm en take advan tage of consultations w ith  the 
B ranch in o rder to  ascerta in  w hether or no t the prom otional schem e 
they  w ish to  adopt will a ttra c t an inqu iry  under the Com bines Act.

M isleading Advertising
Section 33C of the  A ct deals w ith  a particu la r type of m isleading 

advertising— m isrepresen ta tion  of the  so-called regu lar price of an 
article. Y ou will note th a t, unlike the o ther offenses, th is  offense is 
punishable on sum m ary  conviction. T h is section has given rise to 
considerable litigation . P roceedings to  enforce it are regularly  re
ported  in the D irec to r’s annual report. Briefly, it is an offense to 
m isrepresen t the regu lar price of the  goods, and I have from  tim e to 
tim e sta ted  publicly  th a t I w ould be obliged to  com m ence an inquiry ,
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or a t least seriously  consider doing so, if an advertisem ent for a p rod
uct w ould be likely to  m islead an average jnem ber of the  buy ing  
public as to  the price a t w hich the  goods hafie been, are or will be 
o rd inarily  sold. I t  will be app aren t th a t there  are a num ber of de
vices w hich can be used in adv ertis in g  ma erial to convey the im 
pression of a reg u la r price. Such expressions as “ R egular 
“ H undreds sold a t,” “ C om pare a t,” “ C om parable value,” “ R egular 
value ,” and the  like are regarded  by us prima facie as references to  
th e  regu lar price because th ey  w ould likely be regarded as such by 
th e  bu y ing  public. In  these circum stances, if the price is no t th a t 
a t w hich the articles are ord inarily  sold in the  re levan t m arket, then 
an inqu iry  and prosecu tion  w ould likely resu lt. I t  is a very  sim ple 
m atte r for a seller to  p repare an advertisem ent w hich will tru th fu lly  
and accurate ly  reflect the regu lar price of the  a r t ic le ; a ttem p ts  to  
d is to rt th a t tru th  by use of the  num erous devices available will, if 
they  come to  the  a tten tion  of the  Com bines B ranch, becom e the sub
jec t of enforcem ent proceedings in order th a t the  device m ay be 
tested  in the courts.

On the basis of the ju risprudence developed thus far, the follow
ing are several im p ortan t points th a t have e m erg ed :

(a) T he  so-called regu lar price m ust be the price a t w hich 
the goods have actually  been sold by the m ajo rity  of the dealers 
in the  m ark et in q u e s tio n ; it is no t sufficient, therefore, th a t one 
or tw o qualify ing  sales have been m ade by the seller him self 
at the so-called regu lar price;

(b) I t  is no t a defense for the seller to  asse rt th a t in pub
lish ing his adv ertisem ent he w as unaw are th a t the  regu lar price 
represen ted  by him w as no t th a t p revailing  in the m a rk e t;

(c) T he p re ticke ting  by the m anufactu rer of an article w ith  
a price represen ted  as the  regu lar price gives rise to  an offense 
by the m anufactu rer w here the  preticketed  price is no t the price 
a t w hich the goods are o rdinarily  sold and is in tended to be 
m arked down by the re ta ile r to  show a bargain  :

(d) An off-label deal (i.e., a label a ttached  to the  ja r  or 
package m arked “ 10 cents off” or the like) is, in effect, a rep re 
sen ta tion  th a t the ord inary  price is correspondingly  h igher and 
can give rise to  liability  by the  m anufac tu rer w ho applied the 
label if the “deal” is con tinued under circum stances in w hich 
the d iscount is no longer calculated on the actual regu lar price 
of such or like goods in the m arket e ither cu rren tly  or in the 
recen t past.
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Resale Price M aintenance
In  the  cases w here the  m anu fac tu rer is g u ilty  of an offense, it 

also follows th a t the re ta ile r w ho publishes the  price com parison is 
also g u ilty  of the offense. R esale price m ain tenance is covered b i
section 34, and is p roh ib ited  o u trig h t in C anada w ith  no provision 
m ade in the federal ac t for exceptions in the  form  of fair trade  law s 
of the provinces, such as is found in the U n ited  S tates. T he offense 
of resale price m ain tenance m ay be com m itted  in tw o w ays—by a 
supplier, by agreement, threat, prom ise or any o ther m eans, recjuir- 
ing  or inducing (or a ttem p tin g  to do so) ano th er person to  resell 
an  article  a t a price specified by the dealer or estab lished by agree
m ent, or a t a price no t less than  a m inim um  price specified by the 
dealer or estab lished by a g re e m e n t; and in the  second place, by deny
ing supplies to  an ou tle t because the  ou tle t has refused to  resell the 
artic le  a t a specified price or a t no t less th an  a specified m inim um  or 
has, in fact, resold a t less than  the specified price or m inim um  price.

R ecognizing th a t som e dealers are capable of abu sin g  products 
of m anufac tu rers th ro ug h  th e ir  p ric ing  and adv ertis in g  policies (and 
th is is no doub t particu larly  true  of b rand-nam e products) P a rlia 
m ent, in 1960, provided by subsection  (5) w hat is essentially  a de
fense to  a charge of resale price m aintenance. W h ere  such a charge 
has been laid on the basis of a refusal to  supply  goods to  an ou tlet, 
no inference unfavorable to  the person charged shall be draw n from  
th a t evidence if he satisfies the court th a t he had reasonable cause 
to  believe and did believe th a t the  o ther person w as m aking  a p rac
tice of using  articles supplied by the person charged as loss-leaders— 
th a t is to  say, no t for the  purpose of m aking a profit thereon  b u t for 
purposes of advertising . T his defense also extends to  ba it selling , 
m islead ing adv ertis in g  of the sup p lier’s goods or failing to provide 
the  level of serv icing th a t purchasers of such articles m ight reason
ably expect from  the outlet. In  each case, the  person charged m ust 
have reasonable grounds for believing th a t the ou tle t w as m aking a 
practice of these activities.

T h is provision w as recen tly  challenged in the courts on consti
tu tio na l grounds and the Suprem e C ourt of Canada, in the  early  part 
of 1966, dism issed an appeal by the  accused, thereby  estab lish ing  th a t 
section 34 is w ith in  the pow ers of the  P arliam en t of C anada as legis
lation in relation  to  crim inal law  and crim inal procedure.3 * 83

3 R e g in a  v .  C a m p b e ll , 46 D.L.R. (2d)
83, Appeal to Sup. Ct. of Canada dis
missed.
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I should add th a t in the Moffats case4 the  O n tario  C ourt of A p
peal has held th a t the  offense of resale price m ain tenance w as com 
m itted  w here a co-operative advertising  allow ance was available to 
a  re ta ile r only if he agreed to  advertise  the m anu fac tu re r’s p roduct 
a t the  m anu fac tu re r’s suggested  list price, n o tw ith s tan d in g  th a t he 
w as free to  sell a t a low er price. Reference should also be m ade to 
the Sunbeam case® in w hich the m anufac tu rer w as recently  convicted 
of the offense of resale price m ain tenance by hav ing estab lished a 
range of prices, the low est of w hich w as know n as the  “m inim um  
profitable resale p rice”— the price below  w hich, in the ju d g m en t of 
the  m anufacturer, a reasonably  efficient re ta ile r could no t profitably 
sell the articles in question. T his decision is, a t present, under appeal.

T he Campbell case6 is of p articu lar in te rest to  th is  audience in 
th a t a m anu fac tu rer's  agen t in C anada w as convicted as a p arty  to 
a schem e of resale price m ain tenance by B ard -P ark er Com pany Inc., 
an A m erican m anufac tu rer of surgical blades sold to C anadian hos
pitals th ro ug h  jobbers. As the m anu fac tu rer was entirely  outside the 
te rrito ria l ju risd ic tion  of Canada, the charge w as laid against the 
C anadian agen t w ho w as w ith in  the ju risd iction  of the courts. T he 
accused agen t a rranged  con trac ts betw een jobbers and hospitals for 
the supply  of surgical blades on a yearly  basis a t specified q u an tity  
d iscounts from  the m anufac tu rer's  published list prices. Copies of 
the con tracts so en tered  into, and invoices covering sales to  hospitals, 
w ere sen t to  B ard -P ark er and the accused agent. Schroeder, J. A., 
of the  m ajo rity , in the  O n tario  C ourt of A ppeal found as follow s:

In the present case the logical effect of the arrangement under considera
tion was to induce the suppliers to sell Bard-Parker surgical blades at a price 
not less than the minimum price specified, i.e. the printed list price. The resale 
price of the blades is prescribed by Bard-Parker in its published list price and 
in the printed form of contract prepared by it. In addition to enjoying the 
benefits accruing to him as a party to the contract procured in most instances 
by Bard-Parker or the respondent, the supplier is given a 5% rebate on all 
blades sold by him to the hospital pursuant to the contract. I can reach no 
other conclusion upon the whole evidence than that Bard-Parker and the re
spondent, by means of the hospital contracts binding both the supplier and 
the hospital to Bard-Parker’s consumers' list price, did attempt to require or 
induce its purchasers to resell Bard-Parker surgical blades at a price not less 
than the minimum prices so specified. . . .

4 R e g in a  v .  M o f fa t s  L td .  (1957) O.R. 5 R e g in a  v . S u n b e a m  C o rp o ra tio n
95. (C a n a d a )  L td .  (unreported).

8 Cited at footnote 3.
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Program of Com pliance
H e also adopted the view expressed by the  O n tario  C ourt of A p

peal in the Moffats case7 th a t to  a ttra c t liability  the  a ttem p t to  in
duce m ain tenance of the resale price need no t in fact be successful. 
T he reasons of the m ajo rity  w ere adopted  by the Suprem e C ourt of 
Canada.

T his brief review  of provisions in the Com bines Investiga tio n  
A ct dealing w ith  pricing policies and advertising  will serve m ainly 
to  raise questions in the  m inds of th is  audience. O u r program  of 
com pliance, w hich I have already  m entioned, is designed to  encour
age businessm en to  b rin g  th e ir  problem s re la ting  to  the  Com bines 
A ct to  us for discussion in order th a t we m ay clarify  for them  the  
position th a t I, as D irector, w ould take w ith  respect to  any particu lar 
conduct or business decision th a t m ay appear to  give rise to  question 
under the A ct. T h rou gh  th is program  m any businessm en have come 
in for consu lta tion  and the  trade  practices sections to  w hich I have 
referred  have in large p a rt been adm inistered  on th is basis. I should 
like to  em phasize th a t any businessm an is free to  take advantage of 
th is program . W hile the  D irec to r has no pow er under the A ct to 
determ ine the  law  or give any bind ing  decision concern ing its ap
plication, in view  of the  fact th a t he m ust regu larly  m ake decisions 
as to w h eth er to  com m ence an inqu iry  on th e  basis of his hav ing 
reason to believe th a t the  A ct is being or is about to  be violated, he 
is in a position to  s ta te  w hether or no t in particu lar circum stances 
an inqu iry  under the  A ct w ould result. T h is has apparen tly  proved 
helpful to  m any businessm en and th e ir  legal advisers, and as a resu lt 
it is m y in ten tion  to  continue th is  program  in to the  future.

[The End]
SPONSORS W ILL RECEIVE STATUS 

REPORTS OF THEIR NDAs
Sponsors of pending New Drug Applications will receive periodic 

reports of the status of their applications. The Food and Drug Adminis
tration mailed the first status reports on April 10, 1967. The reports 
show what stages of the review process the applications have com
pleted. Also reflected are recommendations of the division handling the 
applications.

Since applications are considered confidential until they are ap
proved, the status reports are only mailed to the sponsors. Unless an 
application has been under review for more than six months, the reports 
will be issued on a quarterly basis. Otherwise, they will be issued on 
a monthly basis.

Cited at footnote 4.
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What the Public Expects of FDA 
—A Third Party Arbiter

By W ILLIAM  W . G O O D R IC H
This Article Is Reprinted from T h e  B u s in e s s  L a w y e r  (November 
1966, p. 205) with the Permission of the Publisher and of the 
Author. Mr. Goodrich Is Assistant General Counsel, Food and 
Drug Division, U. S. Department of Health, Education & Welfare.

La s t  a p r i l  t h e  f o o d  a n d  d r u g  a d m i n i s t r a t i o n
(F D A ) stood a t the beg inn ing  of an “agonizing reap p ra isa l” of 

w ho it was, w here it had been, how it go t there, and how it should 
m ove to  m eet the  challenges of the future. F resh  in its ears w ere 
S ecretary  G ardn er’s w ords th a t it had come of a g e ; its responsibility  
w as g re a t; and it w as charged w ith  a ven tu re  w o rthy  of the  best 
resources of ta len t and energy. T he sw ift m oving events of the  past 
seven m onths have shaken F D A  and the industries it regulates. T h is 
reappraisal and ad justm en t is not yet over— indeed, it never will be 
— unforeseen events have a w ay of shap ing  the  course of destiny.

T here  is m ore to  th is than  a new S ecretary  of H ealth , E ducation  
and W elfare  deeply ded icated to  excellence, and a dynam ic new  Com 
m issioner determ ined to perform  in the pa tte rn  of excellence. F D A  
has a new visib ility  for the public which influences w hat it does— and 
how. Ajid th is calls for a b e tte r un derstan d in g  of w hat the  public 
expects from  the A gency, as well as how the A gency is equipped to 
m eet these expectations. T he  true  m easures of w h a t the  public ex
pects are hard  to  come by. L ast N ovem ber, S ecretary  G ardner m ade 
the po in t th a t the  average citizen can no t easily com prehend the 
dim ensions of F D A ’s task , b u t has largely  taken  the w ork of the 
A gency for gran ted .

Dr. G oddard recently  expressed th is  w ith  the  th o u g h t th a t m ost 
consum ers sim ply assum e th a t “ th ey ”— some unidentified group  of 
som ebodys—w ould no t allow th e  sale of any food, d rug  or cosm etic 
unless completely safe and true to its labeling. “They” is the FDA, and its 
au th o rity  and capabilities are no t all th a t som e of the public expect.

L ast F riday , I picked a random  group  of le tte rs  to our Consum er 
Inqu iry  Branch for exam ples of w h at the public expects.
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O ne w om an w ro te :
I appreciate it very much that you are taking care of all these drugs and 

also food. I am sure many people are grateful to you for being the new com
missioner. Could you caution them about tranquilizers and anti-depressants? 
They go to my head. . . .

T h ree  young  ladies w rote about cosm etics. O ne w an ted  to know  
w hy she did no t g e t the advertised  resu lts. She said she go t the op
posite resu lt — w ith ou t exp lain ing ju s t w h at th a t was. A nother 
w an ted  to  know  w h eth er her beau tic ian  w as r ig h t or w rong  in say ing  
th a t a nationally  sold hair p repara tion  m igh t m ake her ha ir  fall out. 
A nd the th ird  w an ted  to  know  w h at hair sp ray  sm ells the least.

A m an from  a very  sm all tow n in T exas w ro te— enclosing a label 
— and said th a t since the tru th  in packaging bill is now law (an erro
neous assumption) we should do something about the product.

O thers  w rote about add itives of m any kinds, some ask ing  for 
in form ation and som e dem anding  the  im m ediate banning  of all a r ti
ficial color, artificial flavor, and “ harm fu l” preservatives. A m other 
w an ted  to  know  w hy raisins are trea ted  w ith  artificially flavored 
vegetable oil. Another complained about an anti-oxidant in yeast.

A nd there  w ere com plain ts about excesses in television prom o
tion of analgesics, the  “ high co st” of prescrip tion  drugs, and the re
fusal of the pharm acist to  allow the pa tien t to  see the package insert 
for a prescrip tion  d rug  so th a t she could assess the danger.

T w o w rite rs  com plained th a t m ayonnaise does not have a paper 
cover inside the cap to  p reven t people in the superm arket from  open
ing' the bo ttle  and dipp ing ou t a serv ing  w ith  the finger.

A nd, of course, we have hundreds of le tte rs  on the new regu la
tions for special d ie tary  uses. O ne m anufac tu rer said th a t they  vio
lated  his constitu tional righ t “ to be left alone.” M any consum ers 
w ere alarm ed because they  th o u g h t v itam ins w ere to be m ade R x 
drugs. Som e of these concerned consum ers expected too m uch ; som e 
w ere badly inform ed on w hat we are do in g ; and som e w ere su g g est
ing regu la to ry  action in areas w holly beyond our control. B ut they  
do showr a wude area of in te rest in w h at the FD A  is doing about our 
foods, drugs, and cosm etics.

T he K efauver C om m ittee, then  the H um phrey  Com m ittee, the 
F ou n ta in  Com m ittee, the  L ong  C om m ittee, the  Ribicofif Com m ittee, 
and the  R ogers Subcom m ittee on Investiga tio ns in the H ouse Com 
m ittee  on In te rs ta te  and F oreign Com m erce— all have show n in terest 
in both the adequacy of the public law's we adm inister, and the level 
of our perform ance in d ischarg ing  our du ties under these laws. In 
a very  sho rt tim e th is sp rin g  and early  sum m er we w ere called upon
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to account for the adm in istra tive  handling  of investigational new 
drugs, prescrip tion  d rug  advertising , L SD  and other hallucinogenic 
drugs, the adm inistra tion  of the pa tien t consent provisions, and the 
use of electronic equipm ent in enforcem ent operations.

T h is lis tin g  is incom plete, b u t each C ongressional inqu iry  was 
w elcom ed by th e  F D A  as an occasion for self-exam ination and for 
making any needed improvements.

N ew spapers, m agazines, radio and T V —all are in terested  in 
w h a t F D A  is up to. B u t they  w ould no t be in terested  unless the 
public w as w idely concerned. In  explain ing ourselves to  the  public, 
there  are several basic po in ts th a t should be noted. F D A ’s respon
sib ilities have vastly  increased. Since 1954 six  broad am endm ents— 
each of m ajo r significance— have extended the scope of its charge. 
A nd they have changed the fundam ental na tu re  of its task.

FD A ’s Response
F D A ’s physical p lan t had to be rebu ilt from the bo ttom  up. 

B u t despite the accession of a new head qu arters  and laborato ry  bu ild 
ing  in the shadow  of the N atio n ’s Capital, m any em ployees are housed 
in rented  space in V irg in ia, in an abandoned nu rses’ hom e, and in 
W orld  W ar II  tem porary  buildings. B ring ing  the A gency to g e th er 
again as a com pact un it is no longer possible. F D A ’s staff has grow n 
from a few hundred in 1955 to a few thousand  in 1966, b u t the aver
age length  of service of its inspectional staff is less than  four years. 
M ost of its em ployees are new. R ecru itin g  and tra in in g  have becom e 
m ajor activities. Sw eeping reorganizations are under w ay to  im prove 
the perform ance of the B ureau of M edicine and the Field staff. A 
study  is being undertaken  by an outside m anagem ent consu ltan t firm 
to explore the  adequacy of the organ ization  of the Field staff and its 
proper relationsh ip  to the headquarters.

T he sophistication  of p roducts— foods, drugs, devices, and cos
m etics— dem ands new m ethods and the la test equ ipm ent and per
sonnel skills. W e have had to  em brace au tom ation  in our labora
to ries and in hand ling  ou r data. M uch rem ains to  be done. A gain 
to quote S ecretary  G ardner, “ F D A  is in the business of m aking diffi
cu lt decisions, no t ju s t occasionally b u t every day of the week. . . . 
M ost of them  involve a deliberate  w eigh ing of benefit aga inst risk. 
In som e cases a w rong  decision can deny the  public valuable, even 
lifesaving, protection, or could expose the public to devastating in jury.”

W hen I first cam e to  F D A , we w ere in itia tin g  about 3,000 en
forcem ent cases each year. T oday , the  annual ra te  is about 1,000. 
B u t the 3,000 w ere largely  concerned w ith  filth and decom position.
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T he 1,000 are largely  concerned w ith  d ru g  abuse, cancer quackery, 
u n w arran ted  claim s, the contro l of new  d ru g  distribu tion , and  the 
prom otion of prescrip tion  drugs and devices.

O ur m ajo r contro ls now are exerted  th ro ug h  the  adm inistra tive  
process of new drug, pesticide, food additive, and color add itive p re
clearance and surveillance. In the early  40’s our adm in istra tive  pro
ceedings w ere concerned w ith  econom ic issues—stan dards for basic 
foods. T oday, we are conducting  hearings on the po ten tia lity  for 
abuse of th ree  w idely prescribed prescrip tion  drugs. N ot long ago, 
I w as som ew hat su rprised  to  read in a trade new sle tte r a s ta tem en t 
to  the  effect th a t F D A  now has v irtu a lly  com plete contro l over the 
prom otion of drugs cleared as new  drugs and antib io tics. W hile  th is 
is an over-sta tem en t of the case, we do have new  m eans for assu ring  
the  re liab ility  of all the claim s th a t are being  m ade to  prom ote th o u 
sands of drugs th a t have cleared our new  d rug  procedures over the 
p ast 28 years. A nd the  sheer m agn itude of the  task  has called for 
a unique approach, in w hich expert consu ltan ts selected by the N a
tional R esearch Council are assis ting  in a broad review  of the  claims 
of efficacy for about 4,000 previously approved drugs.

D r. G oddard has said th a t there  can be b u t one stan dard  for all 
d rug  producers. T his m eans th a t there  is m uch to  do to  im prove the 
quality  and  the valid ity  of claim s for thousands of d rugs prepared  
by m ore than  a thousand  producers. T he single s tandard  m ust be a 
high one, because it involves one of life’s v ita l in terests— the safety 
and com fort of the pa tien t a t the end of the line of d rug  d istribu tion .

If, as Boswell s a id : “T he law  is the  last resu lt of hum an wisdom  
acting  upon hum an experience for the  benefit of the public.”— we 
m ust be ever a lert to  w h at experience teaches and prepared to  act 
w ith o u t undue delay.

A nd, if John  G alsw orthy w as r ig h t w hen he sa id : “P ublic  O pin
ion is alw ays in advance of the  law ,” we m ust be responsive to public 
opinion to keep our food and d rug  law s up w ith  the rush  of events 
in these dynam ic industries. T he public expects F D A  to  act as a 
th ird  p arty  a rb ite r; to  respond to the new technology in production  
and prom otion of food, drugs, and cosm etics so th a t it serves the  con
sum er’s in terest as well as th a t of the p rod ucer; and to  enlarge its 
role of public p ro tec to r in m atte rs  in w hich the purchaser is unable 
to  p ro tec t him self.

Congress, w hich expresses w h at the  public expects, has provided 
a s tro n g  m andate  for action. F D A  is m oving to  m eet its challenge.

[The End]
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Question and Answer Panel 
of the FDA— FDLI Tenth Annual 

Educational Conference
The Following Material Is from the Afternoon Question and 
Answer Panel Featured on November 28, 1966 at the Tenth 
Annual Educational Conference of the Food and Drug 
Administration and the Food and Drug Law Institute.

Questions A ddressed  to W illiam  W . Goodrich
0 .  H as the  Food and D rug  A dm in istra tion  (F D A  ) set a date for 

issuance of the definitive regula tions regard in g  prescrip tion  drug  
advertising?

A. T he  notice of proposed ru le-m aking should issue som e tim e in 
A pril 1967.

O. H ow  man}- firms m ust use a practice before it is estab lished 
or adopted  as a m inim um  stan d ard  good m anufac tu ring  practice for 
indu stry  ?

A. In  the case of p rom ulgating  the penicillin cross-contam ination  
■ regulations, som e people contended th a t we adopted a guideline in 
advance of in du stry  practices, before it w as a w idely accepted good 
m anu fac tu ring  practice. H ow ever, since no one form ally com plained of 
it, and k  involved a serious health  hazard , the regulation  w as prom ul
gated on the basis of the hazard involved rather than “widespread use.”

O. E xp lain  the F D A -F T C  role in new ly m arketed  O ver-the- 
C ounter (O T C ) drugs.

A. T he F ederal T rade Com m ission (F T C ) has asked us to m ake 
available to  them  any scientific data we have on these  drugs. T he F T C  
will m easure th is available data against the claim s in the advertising , 
in m uch the sam e w ay the FD A  is now doing for R x drugs.

O. Is there any  responsib ility  placed on the journal in which a 
false or m isleading ad appears ?

A. So far, we haven 't taken action ag a in st the m edia. H ow ever, 
we feel th a t the  responsib ility  is shared  b y : (1) the person w ho creates 
the ad, (2) the person w ho places it, and (3) th e  person w ho runs it. 
It is possible to hold any or all of these responsible in a regulatory action.
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Q. H ow  can the  F D A  now  declare a d ru g  a “new  d ru g ’’ w hen it 
w as previously  s ta ted  th a t it w as no t a new  drug?

A. T he  te s t of a new  d ru g  is w h eth er it is generally  recognized as 
being safe and effective, or, pre-1962, w h eth er it w as generally  rec
ognized as safe for its in tended  use. M edical opinion changes over 
the years. W e are in terested  in the  cu rren t opinion regard in g  the 
safe ty  and  efficacy of a p roduct. C u rren t opinion m ay be different 
from  w h at it w as som e tim e ago. If in du stry  is no t satisfied w ith  our 
opinions, the  burden  rests  on the F D A  to prove th a t the  d rug  is no t 
so generally  recognized.

Q. W h a t is the  A m erican M edical A ssociation (A M A ) position 
regard in g  R x d rug  adv ertis in g?  Do they  su p p o rt the  recen t F D A  
activ ities in th is  area?

A. T he  A M A  has a code of adv ertis in g  eth ics w hich appears in 
th e ir  jo u rnal each m onth. W e subscribe to  the  sam e principles spelled 
ou t in th is  code. H ow ever, we review  the  ads in g rea te r dep th  th an  
the  A M A, because we have m ore available inform ation, especially in 
our N ew  D ru g  A pplications (N D A s).

Q. H ow  m uch in form ation will the  F D A  divulge to  a p lain tiff 
law yer w ith  reference to  a d ru g  com pany in a p roduct liability  action?

A. T h is has been tested  m any tim es in cou rt w ith  variab le resu lts. 
T he new  Freedom  of In fo rm ation  L aw  w hich becom es effective in 
Ju ly  1967 will certa in ly  m ake m ore governm ent records accessible. 
T he D ep artm en t of Justice  is now  p reparin g  guidelines for th is  law. 
T he F D A  will con tinue to  use g rea t care and consideration in m aking 
public any  in form ation from  new  d ru g  files. H ow ever, no t every th ing  
in our files is confidential.

O. T o  w h at ex ten t do the F T C  and the  F D A  cooperate on over- 
the-coun ter advertising?

A. The Commissioner had at least three meetings with Mr. Dixon of 
the F T C  and implementation of the cooperative program  is under way.

O. W ill publication  of F D A  policy in “ F D A  P ap ers’’ have equal 
w eigh t w ith  publication  in the  Federal Register ?

A. T he law  requires th a t any  regu lation  or s ta tem en t of policy, 
to  be effective, m u st be published in the  Federal Register.

0 .  H ow  m uch tim e does the  F D A  perm it w hen requ iring  a change 
in an N D A  labeling?

A. T he am ount of tim e is variable, and depends on the  degree of 
health  hazard . G enerally, if th ere  is no health  hazard  presen t, we have 
perm itted  the  pipe lines to  be cleared of the ex isting  product. If  there  
is a health  hazard , a recall is necessary.
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Q. W h y  does th e  F D A  use the  surprise  technique in a seizure 
of a product because of false or m islead ing R x advertising , while Sec
tion 306 of the A ct perm its and recom m ends less drastic  action?

A. W e don’t believe anyone has been surprised  by any of the 
F D A  actions. W e have m ade seizures w here there  w as gross exag
geration  regard in g  the safe ty  and efficacy of drugs, above and beyond 
the  claims m ade in the brochure and o ther labeling.

Q. Is there  any  regulation  w hich bars the F D A  from  con tac ting  
a firm regard in g  an Rx advertisem ent ra th e r than  using  a su rp rise  
technique such as a seizure?

A. N one w hatever.
Questions A ddressed  to Robert J . Robinson, M .D ., FDA

Q. W h at crite ria  does the B ureau of M edicine use to determ ine 
the level of a d rug  recall?

A. T he level to  w hich a d rug  recall is conducted is d irectly  
re lated  to  the degree of the health  hazard. F o r instance, the  B ureau 
of M edicine will recom m end th a t the recall take place all the  w ay 
down to the consum er level, if the  th re a t to  public health  is serious. 
A ctually , th ere  is no hard  and fast rule d ic ta ting  the level of a d rug  
recall. E ach case m ust be evaluated  on its own m erits.

O. Is the B ureau of M edicine p lann ing  a physician educational 
program  w ith  reference to d rug  recalls ?

A. T he new publication  “F D A  P ap ers” should provide a signifi
can t am ount of assistance to  physicians in keep ing them  up to  date 
on F D A  m atters.

O. Do you believe doctors are stron g ly  influenced by d rug  adver
tising  and are capable of evalua ting  the ads?

A. W h e th e r a doctor is capable of evaluating  the tru th fu ln ess of 
a d rug  advertisem ent depends upon a num ber of factors, including 
how  busy his schedule is and the level of his train ing .

Questions A ddressed  to Douglas C . Hansen
O. W h at precau tions does the F D A  take to insure th a t the  in

spector does no t request a recall for m inor technical v io lations?
A. O nly tw o people in the F D A  can authorize  a recall— the Com 

m issioner and  the  D epu ty  Com m issioner. T he inspector is only an 
agen t carry ing  ou t th e ir instructions. T he  F D A  understands the 
serious consequences involved in requesting  a recall. As a  resu lt, the  
B ureau of M edicine and o ther concerned F D A  un its carefully  review  
all available data  before m aking the serious decision to recom m end 
to the C om m issioner’s office the recall of a drug.
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Q. If a firm vo lun tarily  recalls a p roduct because of “pharm aceu
tical elegance,” does the F D A  list th is in its recall records?

A. W e have recently  issued in struc tions to  our D istric t offices 
no t to  report any recalls m ade solely because of “pharm aceu tical ele
gance” w here no hazard  to  health  or violation of the  law  is involved.

Q. W h a t is the proportionate  num ber of recalls betw een large, 
m edium , and sm all d rug  m anufac tu rers?

A. W e h av en 't m ade such a specific study . H ow ever, all are 
generously  represen ted .

Q. E xp lain  the  term  “pharm aceu tical elegance.”
A. T his is no t an F D A  te r m ; it is an in du stry  term . I assum e it 

re la tes to  such th ings as off-color tab le ts, unpalatab le p roducts or 
d irty  labels.

Q. W h a t is the F D A  basis for prosecution in a violation of good 
m anu fac tu ring  practice regula tions?

A. A ny deficiency resu lting  in a violative product w ould receive 
serious consideration  for prosecution.

Questions A ddressed  to Irving H. Jurow
O. W here  does the physician get his in form ation on a p rescrip 

tion d rug  o ther than  from  advertisem ents?
A. T here  are th ree  w ays to  g e t th is in fo rm a tio n : (a) from  the 

package insert w hich he can easily ge t from  his local pharm acy , (b) 
from the company detail-man, or (c) by contacting the company directly.

Q. W h a t is the  AM  A position regard in g  R x d rug  advertising?  
Do they  sup po rt the  recen t F D A  activ ities in th is area?

A. I don’t  know  w h at the A M A  position is.
Questions A ddressed  to L. Paul Sinotte

O. H ow  do you handle label and quality  contro l for physicians’ 
sam ples of prescrip tion  drugs on sam ples m anufactured  in your p lan t?

A. On sam ples m anufactured  in our own plan t, w e have designed 
th ings so th a t each product has its ow n specific layout. All w ork is 
checked by our quality  control inspectors and auditors.

O. Shouldn’t  consum er g roups be consulted  by  governm ent and 
in du stry  as to the k inds of new  drugs th a t should be researched? F o r 
exam ple, th ere  is only a lim ited m ark e t for new  drugs needed for 
people w ith  rare diseases, b u t these should no t be ignored.

A. M any tim es our firm (and  I ’m sure  o thers) m arkets a p roduct 
even if it does have lim ited uses and does n o t con tribu te  to  the  ne t 
profit. [The End]
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Wanted—Lawyer - Statesmen
By BRADSHAW  M INTENER

The Following Article Was Presented as the Charles 
Wesley Dunn Memorial Lecture at the New York 
University School of Law on October 18, 1966. Mr.
Mintener Is with Mintener & Mitchell, Washington, D. C.

I H A D  T H E  P R IV IL E G E  A N D  P L E A S U R E  O F  W O R K IN G  
V E R Y  C L O S E L Y  w ith  Charles W esley  D unn and w as inspired 

deeply in th is experience du ring  the last th ir ty  years of his d istin 
gu ished life and career.

If there  ever w as a L aw yer-S ta tesm an , it w as Charles W esley  
D unn. H is m any significant accom plishm ents and efforts have given 
us perm anen t m onum ents and glow ing  evidence w hich verify E m er
son’s im m ortal s ta tem en t th a t “ E very  in stitu tion  is b u t the len g th 
ened shadow  of some M an.”

I m ean by the  term  “ L aw y er-S ta tesm an” a law yer who goes be
yond his lim ited or broad professional practice and responsibilities 
to create and to  devote him self and considerable though t, energy, 
m oney and tim e to projects, p rogram s and causes w hich are in the 
broad public in terest and w hich benefit a far larger and m ore ex ten
sive constituency  than  his own legal practice.

I m ean by  th a t term  a law yer w ho spends hours, days, w eeks 
and m onths help ing o thers and creating , sponsoring, im proving o r
gan izations and  causes w hich inure to  the benefit of large segm ents 
of the public generally  and helpfully.

Charles W esley  D unn epitom ized, exem plified and personified 
the  L aw yer-S ta tesm an  as no m an w ith in  m y acquain tance ever did.

I am proud  and thankfu l th a t I had the op po rtun ity  to know  
him so well and to  w ork so closely, as I w as priv ileged to  do, over 
the years w ith  Mr. D unn. I am  a b e tte r  person, or I should be, for 
hav ing  know n and w orked w ith M r. D unn. H e w as for me a living, 
w ork ing  exam ple of w hat a L aw yer-S ta tesm an  can and should be 
and in fact, is.
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So today , we honor the m em ory of Charles W esley  D unn, alm ost 
seven years a fte r his death. If he had n o t lived and w orked am ong 
us, and if he had  no t done so m uch for so m any, we w ould no t be 
here today.

Accomplishments of Charles W esley  Dunn
W hen I list th e  activ ities in w hich I w orked w ith  Mr. D unn, I 

am u tte rly  am azed.
In  1933 Mr. D unn invited  m e to  go to  N ew  Y ork and W ash in g to n  

to  w ork w ith  him  on the  proposed new Food and D ru g  Law , which 
w as u ltim ate ly  and successfully  sponsored and guided th ro ug h  the  
U nited S ta tes Senate by the  d istingu ished  S enator R oyal Copeland 
of N ew  Y ork. I w as fo rtun a te  to  be able to  w ork on several com 
m ittees in w ritin g  the  N ew  Food and D ru g  L aw  w hich w as passed 
in 1938 and becam e the  F ederal Food, D rug  and  Cosm etic A ct in 
June, 1938, w hen it w as signed by  P res id en t F ran k lin  D. Roosevelt. 
T hose w ere also th e  days w hen I w orked and becam e well acquain ted  
w ith  M r. Charles W . C raw ford of the  Food and D rug  A d m in istra
tion (F D A ), one of the  m ost com petent, know ledgable, dedicated 
public officials in the federal governm ent and one of the finest gen 
tlem en I have been priv ileged to  know . T he federal service lost one 
of its o u ts tan d in g  m em bers w hen he re tired  as C om m issioner of 
Food and D rugs in 1954 and w as succeeded by ano th er d istingu ished 
colleague, G eorge P. L arrick .

I w orked w ith  M r. D unn in en larg ing  and im proving a P ro du cts  
L iab ility  Claim s In d ex  F ile w hich proved to  be valuab le to  me as 
G eneral Counsel of T he P illsbu rv  Com pany in m any cases and claim s 
du ring  the  after-depression years w hen scores of baseless P ro du cts  
L iab ility  Claim s w ere m ade and su its  filed against our com pany and 
o ther food m anufacturers.

W e w orked to ge ther and organized the N u trition  F oundation  
and Mr. D unn persuaded Dr. Glen K ing  to  becom e its D irector. T h is 
F ou nd atio n  has been a g rea t service to  the  food industry .

W e organized, w ith  the  help and cooperation of m any o ther law 
yers, the Food, D ru g  and Cosm etic Section of the  N ew  Y ork S ta te  
B ar A ssociation, w hich w as the  first of its kind in the  U. S. and 
rem ains active today  as a valuab le forum  for the p resen ta tio n  and 
discussion of au th o rita tiv e  papers in the  im p o rtan t field of Food, 
D ru g  and Cosm etic Law .

U n d er M r. D u n n ’s leadership, we organized the  Food, D ru g  and 
Cosm etic D ivision of the  A m erican B ar A ssociation (A B A ). T his
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was m ore difficult because of the com plicated lab y rin th  of procedural 
problem s inheren t in the organ ization  of the  ABA. B ut M r. D unn 
persisted  and finally succeeded, and today th is D ivision of the  A B A  
still lives and functions in an im p o rtan t way.

T hen  M r. D unn organized, w ith  the help of a num ber of us, the 
R ob inson -P atm an  Section of the N ew  Y ork S ta te  B ar A ssociation 
w hich has becom e the A n ti-tru s t L aw  Section of th a t A ssociation. 
T he A n ti-tru s t L aw  Section of the  A B A  is a com panion Section.

In  the  mid-1940’s, Mr. D unn began ta lk in g  to me abou t the neces
sity  and desirab ility  of teach ing  the Food and D ru g  L aw  in our lead
ing law  schools. H e and I and o thers had a num ber of m eetings to 
discuss th is project. I rem em ber so well and so p leasan tly  go ing up 
to  the  D u n n ’s farm  in beau tifu l V erm on t on several occasions to  ta lk  
about his dream  of a netw ork of courses in the food and d rug  law  
in law  schools across the  country .

In 1948 we developed a law  school program  and we w ere ready 
to  discuss it w ith  officials of law  schools. I outlined our plan to  G en
eral E isenhow er, then P residen t of C olum bia U niversity , and he was 
very  in terested  and a rran ged  th ro ug h  his P rovost, D r. A lbert C. 
Jacobs, now P res id en t of T rin ity  College in H artfo rd , a m eeting  w ith  
D ean Y oung B. Sm ith of the  Colum bia L aw  School. Mr. D unn, Mr. 
John  P resco tt, G eneral Counsel, Mr. W illiam  Robbins, Vice P res id en t 
of G eneral Foods, and I m et w ith  D ean Sm ith. A lthough  he was 
very  favorably  im pressed w ith  our program , D ean Sm ith expressed 
the fear th a t his academ ic freedom  w ould be in terfered  w ith  by th is 
food indu stry  program . W e w ere all shocked a t such a reaction and 
frankly  annoyed by th is a ttitu de , so M r. D unn w ent to D ean Russell 
N iles of th is law  school and the Food L aw  In s ti tu te ’s program  w as 
launched. Fellow ships were provided. Mr. D unn w as given the  rank  
of Professor of Law here and we were off the ground. He and I then made 
a trip out W est and outlined our program  at the Law Schools of Minne
sota. Sou thern  C alifornia, S tanford  and C alifornia at Berkeley. You 
know  w h at has happened since those early  days. T he Food L aw  In 
stitu te , now  T he Food and D ru g  L aw  In s titu te  (F D L I) , is an estab
lished, successful and influential en tity  under the able leadership of 
its  P residen t, m y good friend and a d istingu ished  law yer, F ran k lin  
M. Depew. I know th a t Mr. D unn w ould be delighted to know  th a t 
F ran k  D epew  is carry ing  on so ably as P residen t of the  F D L I.

Mr. D unn founded the F ood, Drug and Cosmetic L aw J ournal 
w hich has a tta in ed  a h igh place as an im p ortan t and useful tool for 
every law yer in th is area of the law.
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W hile I w as A ssistan t S ecretary  of the D ep artm ent of H ea lth . 
E ducation  & W elfare  (H E W ), and in charge of the  F D A , M r. D unn 
discussed a jo in t Food and D rug  A d m in istra tion— Food L aw  In s ti
tu te  Conference on the  Food and D ru g  L aw  w ith  me. T h is w as 
w orked out, and each year th is Jo in t Conference is an im p ortan t and 
valuable forum  for the  discussion by represen ta tives of governm ent 
and in du stry  of cu rren t and im p ortan t problem s w hich have arisen 
in relation  to  the Food, D ru g  and Cosm etic Law.

Mr. D unn was one of the m ost im p ortan t and leading m em bers 
of the  F irs t C itizens C om m ittee to stu dy  the  F D A , w hich I had the  
honor of se ttin g  up for M rs. H obby, the  first S ecretary  of H E W . Its  
rep o rt w as the b luep rin t for the expansion, increased budget and re
organ ization  of the FD A .

Mr. D unn organized and prom oted the  celebrations of the  40th 
and 50th ann iversaries of the passage of the Food and D ru g  Law. 
T he 50th A nniversary  w as the occasion of an ou tstan d ing  program  
in W ash ing ton .

Mr. D unn pioneered a com prehensive research  program  in the 
Food L aw  In stitu te . W e now have an au tho rita tive  and m ost useful 
set of tex tbooks dealing w ith  various phases of the  Food and D rug  
Laws.

T h is list, and I am sure it is no t com plete, s tag gers one w hen we 
realize th a t each of the activ ities, p rogram s and projects to  w hich 
I have referred , w as inspired, conceived, p rom oted and set in action 
by M r. D unn—principally , of course w ith  the  help and cooperation 
of o th ers ; b u t he w as the spark  plug, he w as the inspiration , he was 
the  “never say no” gen tlem an w ho w as prim arily  responsible for each 
and all of these  activ ities which I have listed.

T hese w ere the dream s of C harles W esley  D unn. F o rtu n a te ly  
m ost of them  w ere fully realized du ring  his lifetim e. W h a t a L aw yer- 
S ta tesm an  he w a s ! H is m otiva ting  urge was the public in terest. 
T oday  it w ould be called the “In te re s t of the  C onsum er.” H e be
lieved w ith  deep conviction th a t the Food and D ru g  L aw  w as the 
m ost im p o rtan t com m ercial law  ever placed upon the  s ta tu te  books. 
Oh, yes— he spearheaded the  first organ ized a ttem p t to develop a 
uniform  S tate  Food and D ru g  L aw  w hich he hoped w ould be adopted 
and enacted in to  law  in the various states.

I t  has been w ritten  th a t Charles W esley  D unn w as a “ M an w ith  
a M ission.” H ow  true  th is  is, and his m ission w as to  help bu ild  a
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b e tte r  food and d rug  in du stry  th ro ug h  a b e tte r  and better-know n 
Food L aw  (Food Processing, Septem ber, 1959).

All of these  successful and significant accom plishm ents of Mr. 
D unn  w ere “ex tra  cu rricu la” ou tside his broad  and d istinguished 
legal practice. No one can possibly know , except those of us w ho 
w orked w ith  M r. D unn over the  years, how  m uch though t, “blood, 
sw eat and te a rs” he p u t in to th e  projects. Some here know  even 
m ore in tim ately  th an  I do because they  w orked w ith  Mr. D unn d a ily ; 
for exam ple, F ran k  D ierson, his g rea t p rotege and r ig h t bow er for 
m any years.

W e, w ho w ere priv ileged to know  Mr. D unn so well, loved, ad 
m ired and respected  him and w ere continually  am azed and inspired 
by his indefatigable energy, his dogged determ ination  and persistence 
and his high stan dards of m oral and eth ical conduct.

H e loved and w as very proud of his profession, the Law. H e 
w as a living exam ple of a L aw yer-S ta tesm an and gen tlem an who 
“saw  a need and took it upon him self.” H e illustra ted  the tru th  of 
the  s ta tem en t a ttr ib u ted  to B enjam in D israeli, P rim e M inister of 
E ng land  under Q ueen V ictoria, “T he secret of success is constancy 
to  purpose.”

T oday  we are living in a w orld in w hich we as law yers m ust 
becom e involved outside and beyond the confines of our daily law 
practice. L aw yers are closer to  the people today than  any o ther group 
in our society, except possibly, clergym en and physicians. W e as 
law yers are called upon when people are in trouble  in num erous areas, 
or w hen they  w an t advice as to  how to avoid trouble. W e are called 
upon to counsel people in various k inds of crises, to  plan and prepare 
for the  hand ling  of p rop erty  a fte r death  and for the la ter years of 
life. W e are asked to  advise in a m ultitude of personal and in tim ate 
problem s and  m atters. W e are by the very  na tu re  of our profession 
b ro u g h t close to and are needed by people of all ages, in all w alks 
of life, all segm ents of the population. T hese opportun ities for the 
carry ing  on of our legal practice and of m aking a living at it. involve 
m any and broad responsibilities and obligations to  be sta tesm en , to 
go beyond the daily call of duty , and to see the  needs of the com m u
nities in w hich we live and w ork and take them  upon ourselves. W e 
belong to  an old and honorable profession and we m ust never confine 
ourselves m erely to  se ttin g  and collecting fees as m em bers of the 
Bar. If we, as law yers, do not m easure up to our responsibilities and 
the challenges they  presen t to  us. we will be poorer citizens and th is
PAGE 2 4 6  FOOD DRUG COSMETIC LAW JOURNAL— APRIL, 1 9 6 7



nation  of ours will be th e  poorer. O n the  o ther hand, if we do m ea
sure up, we shall be b e tte r m en, b e tte r A m ericans and we and the  
nation  will benefit and profit.

The N eed for Lawyer-Statesmen
T oday  we live in a w orld th a t has con tracted  m anyfold since 

I g radu ated  from  Y ale m ore th an  fo rty  years ago. W e can fly an y 
w here in the  w orld  in a  few hours. W e can com m unicate w ith  o ther 
persons alm ost anyw here in the  w orld in a few m inutes. W e can 
w atch  a sim ultaneous telecast via sa tellites from  E ngland , F rance, 
G erm any and elsew here. Som eone recen tly  said th a t S ir W insto n  
C hurchill w as born before the telephone was invented  and his funeral 
w as te lecast around  the  w orld by  T e ls ta r  sim ultaneously  w ith  the 
event.

W e have the benefit of m iracle d rugs and m edical and surgical 
procedures and techniques unknow n fifteen or tw en ty  years ago.

W e rocket m en in to  space and they  o rb it the  globe in a few 
m inutes. W e land rockets on the moon, receive pictures and radio 
m essages from  satellites circling  the  globe in details undream ed of 
a few years ago. Such pictu res and m essages have g rea t scientific 
value.

W e have w itnessed the h isto ry -m aking  series of young  a s tro 
nau ts  as m em bers of the  M ercury  and Gem ini Space team s o rb iting  
the earth  and th e ir  successful re tu rn  from  each flight th ro ug h  space. 
T he  en tire  w orld  b rea th lessly  w atched and listened to th e ir  hourly  
progress. T hey  have m ade us all proud. T ru ly  we live in an ex trao r
d inary  day.

W e also live in a w orld of revolutions and ris in g  expectations.
M ore m en, w om en and children are po litically  free and on th e ir  

own to day  th an  ever before, perhaps m ore th an  w as even contem 
plated  years ago.

W e are the  beneficiaries in our beloved A m erica of a s tan dard  
of liv ing  which is the  h ighest in the  w orld. W e have m ore necessities 
and luxuries of life th an  can be found anyw here else. W e have w h at 
is claim ed to  be th e  best educational system  in the w orld  and it is 
available to  m ore people than  in any  place in the w orld.

I believe th a t there  is no com m unity , large or sm all, in A m er
ica today  w hich does no t have im p ortan t and difficult political, eco
nom ic and social problem s to  be solved. F o r you stu den ts  here, yours 
is the generation  we m ust look to  carry  on a fte r we are gone, and
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I hope and p ray  th a t you will do a b e tte r  job, w hich you can, th an  
m ine and recen t generations have done to  m ain ta in  peace, prom ote 
the general w elfare, and preserve the A m erican ideal th ro u g h o u t the 
F ree  W orld . T hese problem s w hich beset every com m unity  and 
w hich you will find w hen you settle  dow n in your com m unity  are 
needs to  be met.

Som eone has so tru ly  said th a t, “W h a t a m an does for him self 
dies w ith  h im ; w h at he does for his com m unity  lives long a fte r he 
has gone.” T he heroes of h is to ry  have been those m en and w om en 
th ro ug hou t the  ages w ho have seen the need and have taken it upon 
them selves. “ H e T ook I t  U pon H im self,” w as the  title  of an insp ira
tional little  book w ritten  by M argare t S la ttery , the fam ous social 
w orker of Chicago several years ago. T he them e of M iss S la tte ry ’s 
book grips one’s im agination  and th rills  the  deep places of one’s soul. 
“ Seeing the need, he took it upon him self.” T h a t’s vital. T h e re ’s 
life in it. I t  contains the secret of all genuine and lasting  success and 
service. T h a t is the sp irit and m otivating  urge th a t should carry  
every public serv an t to  his goal. I t  certa in ly  is the driv ing  force 
w hich carries teachers, social w orkers and o ther vo lun tary  service 
w orkers th ro u g h  th e ir  daily tasks. No one can read h isto ry  and b iog
raphy  in the ligh t of th a t them e w ith ou t d iscovering th a t in the  face 
of need and public service, “A sense of responsib ility , personalized 
and individualized, lies back of every g rea t life and every titan ic  
m ovem ent.”

E m erson has rem inded us th a t “every in stitu tion  is b u t the 
lengthened shadow  of some m an, . . .  A m ovem ent is b u t the pro jec
tion of som e m onum ental personality .” Service m ore than any other 
activ ity  of m an is the reason for g ra tefu l rem em brance which ripens 
in to fame. I t  w as ever thus.

Back of the  R eform ation tow ers M artin  L u th e r w ho saw  a 
m ighty  need and took it upon him self.

Back of the sav ing  of our own U nion, stands great, gau n t A b ra
ham  L incoln w ith  his deep-set, po ignan t eyes and un derstan d in g  
heart, w ho saw the  need and took it upon him self.

“A lw ays to  date and eternally  alw ays, som ew here in the process, 
som ew here there  is a m an or a wom an w ho sees th a t need and feels 
personally  responsible.”

To live is to  be responsible. You cannot finally escape th a t fact. 
T here is a need to  be m et, a w ork to be done, and som eone m ust do it.
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M ulberry Bend here in New York City was transformed by Jacob 
Riis, a Danish immigrant, who out of a full heart said, “I cannot sleep 
for the burden of the city’s children with their hunger for play and 
their playground only the street, beset with danger of body and soul.” 
I t was a heavy burden, to be sure, but Jacob Riis took it upon him
self and became the unselfish benefactor to the street urchins of 
America. He knew and told us “how the other half lives.”

W hy have these hero-servants through the ages done w hat they 
have done?

Some call it consecration 
And others call it God.

There are many of us—too many—who see the need today but 
pass it by. W e too often, as individuals, fail to meet our responsi
bilities or fail to play our role as our “brother’s keeper, helper, or 
brother.” T hat was one of the reasons why the “M aster of Men,” 
to whom men came for shelter in the shadows of his wings, told us 
the story of the Good Samaritan.

Many of us see the need but minimize our ability to do anything 
about it. “W hat can I do—little me? I ’m no genius. I do not have 
half a talent, let alone two or five,” or “I simply do not have the 
time,” or “Someone ought to do it—someone—but it’s not my busi
ness or responsibility.”

W e talk a great deal about community and public conscience. 
Neither community nor public conscience are mysterious things. I 
am the community conscience. I am the public. I am the church, 
else there is no community conscience, no public, no church. The 
community conscience is the sum total of the consciences of one man 
and another and another. The public is one individual plus another 
plus another. The church is one church member plus another and 
another. W hen I say “The community ought”—“The public ought” 
—“The Church ought”—I really mean that “I ought” or it means 
nothing.

If I will not act, then thousands will not or cannot act. Someone, 
which means one, in the presence of the need, must take it upon him
self, else the need is never met.

Throughout the history of our nation, there have been statesmen, 
churchmen, scientists, soldiers, lawyers, public servants of every kind 
who have seen the contemporary need and took it upon themselves. 
W hen the men who founded our nation formulated a Declaration of
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Independence based upon the principle that all men are created equal 
and are endowed with certain inalienable rights by the Creator and 
then proceeded to draw up a Constitution that would guarantee re
spect for those rights on the part of the government, they were giv
ing substance to aspirations that men have cherished since the dawn 
of history.

Men have always striven, sometimes successfully, often in vain, 
to achieve such an ordering of affairs as would safeguard the rights 
and prerogatives of the individual and at the same time promote the 
general social good.

Faith in human nature, in the integrity and worth of the indi
vidual men and women, is the necessary basis for free government. 
Our Founding Fathers had no fear of self-government, no distrust of 
people. They had faith in human n a tu re ; they believed in men and 
women. Because they had faith for which they were willing to fight 
and die, they dared to embark on what has proved to be the most 
ambitious and successful adventure in free government that the world 
has even seen. I t  epitomizes the role of man in seeing the need and 
taking it upon himself.

As a nation we have prospered and grown great. W orking as 
free men and women, the people of the United States have, in less 
than two centuries, developed a noble and dynamic civilization where 
before there had been little save a vast wilderness. They have cleared 
their forests to make way for human life and industry. They have 
planted, and the rich soil has yielded them an abundance. They have 
harnessed the floods and have found ways of bringing the forces of 
nature to serve their needs. Comforts and conveniences undreamed 
of in the past gradually became daily necessities within the grasp of 
almost everyone, and wealth has abounded on nearly every side.

W hy has all of this been possible? Because our nation has been 
blessed with scores of leaders such as Charles W esley Dunn in every 
walk of our national life who have seen the needs of their times and 
have taken those needs upon themselves.

“Ask not what your country can do for you, ask what you can 
do for your country.”

T hat is the statem ent made by President Kennedy in his bril
liant, memorable Inaugural Address and quoted so often since. This 
is the question you should ask of yourselves in the future and if you 
get involved and become Lawyer-Statesmen, you will do so.
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No privilege exists today without a corresponding responsibility or 
duty. You and I have been privileged to receive a legal education 
and have or will have been admitted to the Bar. You and I now have 
a responsibility and duty to Get Involved in the rendering of service 
in the community in which you live and work, in short to become 
Lawyer-Statesmen.

Conclusion
In closing, I should like to bring to your attention statem ents 

of three of the greatest leaders of our generation who in these state
ments have summarized the things I am trying to say to you today 
much better than I could.

The first is former President H erbert Hoover, who, 71 years ago 
(1895), graduated from Leland Stanford University. He was a poor, 
orphaned boy, who worked his way through college, became one of 
the world’s outstanding and most successful engineers, and was elected 
to our highest office in America, the Presidency. Fortunately, he 
lived to see himself vindicated and absolved of the baseless and un
fair criticism levied at him during his political life. He died a revered 
and beloved senior statesman. On his 80th birthday, President 
Hoover spoke about some of the uncommon men of history, and how 
every generation needed such people. His words offer a challenge 
to all of us. He said,

The greatest strides of human progress have come from u n c o m m o n  m e n  a n d  
w o m e n , men like George Washington. Abraham Lincoln and Thomas Edison.

W hen we get sick, we want an uncommon doctor. When we go to war, 
we yearn for an uncommon general or admiral. W hen we choose a president 
of a university, we want an uncommon educator.

The imperative need of this nation at all times is the leadership of the u n 
c o m m o n  m en  a n d  w o m e n . We need men and women who cannot be intimidated, 
who are not concerned with applause meters, who will not sacrifice tomorrow 
for cheers today.

The next two great leaders, former President Eisenhower and 
Sir W inston Churchill, have also made statem ents worthy of note. 
I hope you will pardon personal references in these two instances. 
I happen to have had the rare and good fortune and privilege to have 
been a close friend of General Eisenhower for many years. He is 
now and always has been, in my opinion, one of the greatest expo
nents of salesmen of Americanism and our way of life. Several years 
ago I was having lunch with General Eisenhower when he was Presi
dent of Columbia University, and as I was leaving the house, he gave 
me a copy of an address which he made before the American Bar

p a g e  251WANTED— LAWYER-STATESMEN



Association in St. Louis which I was privileged to hear. As I was 
riding in the taxicab from General Eisenhower’s home to my hotel, 
I was particularly reimpressed with the first paragraph of the address 
because it is such an eloquent statem ent of w hat I am trying to tell 
you today.

Every gathering of Americans—whether a few on the porch of a cross
roads store or massed thousands in a great stadium—is the possessor of a 
potentially immeasurable influence on the future. Because America has freedom 
of speech, freedom of communication, the world’s highest educational level, and 
untapped reserves of individual initiative, any group of people, fired by a com
mon purpose, can generate a decisive strength toward its achievement. Some 
of the most inspiring chapters in our history were written by a handful of 
people who joined to talk over among themselves an idea or a principle that 
struck a note which revolutionized the world’s thinking. That capacity still 
resides in every gathering in this country,
and I say it resides right here in this group at NYU Law School as 
we honor the memory of Charles Wesley Dunn.

Finally, while a student in England back in the early 1920’s, I 
had the rare opportunity and privilege of meeting Sir Winston Churchill 
on several occasions. I have long been a great admirer of Sir W inston 
Churchill and I believe that he was by all odds the Greatest Citizen 
of the 20th century.

I believe that Sir W inston Churchill's speeches will be among 
the greatest, if not the greatest, literature to come out of the W orld 
W ar II era. In England’s darkest years he rose to his greatest 
heights of oratory and leadership and rallied the English people to 
their heroic stand alone against the hordes of H itler while we were 
forging the “arsenal of democracy’’ and preparing to invade Europe 
and defeat Fascism. We, as a free people, should be eternally thank
ful to Mr. Churchill and for the fact that his unforgettable and elo
quent pronouncements have been preserved for us for all time—the 
greatest of which may well have been in the first speech after he was 
elected Prime M inister of Great Britain, “I have nothing to offer but 
blood, sweat and tears.” In fact, that is about all he had.

Many of you here today may remember Mr. Churchill’s broad
cast to the world in February, 1941 during the darkest days of the 
war. T hat address was delivered to the people of Britain and America 
and Mr. Churchill concluded that now famous broadcast by giving 
an answer to a letter he had received from President Franklin D. 
Roosevelt introducing Mr. W endell Willkie, whom he had sent to 
England to make a study and report to him personally on the situa
tion of the war. President Roosevelt in his own handw riting at the
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end of the letter had quoted to Mr. Churchill those famous lines from 
Longfellow’s poem:

Sail on, O ship of state.
Sail on, O union strong and great.
H um anity with all its fears,
W ith all the hopes of future years,
Is hanging breathless on thy fate.

and President Roosevelt said that those lines apply equally to the 
people of Great Britain as well as to the people of America. Mr. 
Churchill replied to that letter in that broadcast in what I believe 
is now an immortal statement. He sa id :

Put your confidence in us. Give us your faith and your blessing, and under 
Providence all will be well. We shall not fail or falter. We shall not weaken 
or tire. Neither the sudden shock of battle, nor the long drawn trials of vigilance 
and exertion will wear us down. Give us the tools and we will finish the job.

So I say to you, let us resolve today to become Lawyer-States
men, so sorely needed in our America, as exemplified by the life and 
work of Charles W esley Dunn.

Let us follow his life and his example, an inspiration to all who 
knew him.

You and I can become Lawyer-Statesmen by getting the best 
academic and legal education available to us. Then, we can develop 
the best law practice available to us in accordance with the best 
ethics and principles of our profession.

As we become successful in our practice let us look beyond our 
profession and our day-to-day practice and see the needs of our com
munity and take them upon ourselves. There are so many needs, so 
much to be done but so few to do them.

As we meet these specifications we will become Law yer-States
men, we shall be “uncommon men” so desperately needed today; we 
will be influential members of a segment of our society which, if we 
are “fired by a common purpose,” will enable us to do almost any
thing we set out to do, and finally, if we get so involved, we shall 
be able to say to our friends and neighbors and to the entire commu
nity in which we live, “give us the tools and we will finish the job.”

If we do become Lawyer-Statesmen—so wanted today—we will 
be filling a great need among lawyers today—“W anted—Lawyer- 
Statesm en”—one of whom surely was the gentleman we are honoring 
today—Charles W esley Dunn. [The End]
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Industry Views on FDA’s 
Labeling Proposal 

and State Regulations
By EDW ARD D U N KEIBER G ER

This Article Was Presented before the Association of 
Food and Drug Officials of the Southern States, Roa
noke, Virginia, on April 3, 1967. Mr. Dunkeiberger 
Is Counsel for the National Canners Association.

I H A V E HAD T H E  O P PO R T U N IT Y —or bad luck, depending on 
how you look at it—to follow the Fair Packaging and Labeling 

Act from the first hearings held by Senator H art in June of 1961 
through hearings by three different Congressional committees, final 
enactment at the close of last year’s session, and now the first stages 
of implementation by the enforcing agencies. And if the Food and 
Drug A dm inistration’s (FD A ) proposals are any indication of what 
is to come in the way of administration and enforcement, it looks as 
if I will have to resign myself to continuing work in this area for 
quite some time.

In this connection, I am reminded of the reply of a food industry 
lawyer to the question of whether his clients could live with the bill 
as finally enacted. He answered that he was not certain of that, but 
that he was sure he would be able to live on it for some years to come.

The intense controversy between industry and Federal officials 
—or to use a more fashionable phrase that is currently receiving a 
consensus in W ashington, the continuing dialogue between the pri
vate and the public sectors—as to the need for new federal packag
ing and labeling legislation is a m atter of common knowledge. The 
grocery products industries, including the National Canners Asso
ciation, felt strongly that the consumer had been very adequately 
protected by thorough and competent state regulation, as well as
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by the FD A  and the Federal Trade Commission (FTC ) in their ad
ministration and enforcement of the federal Food, D rug and Cos
metic Act and the Federal Trade Commission Act.

Indeed, the principal areas of Senator H art’s concern had very 
recently been the subject of extensive consideration by both indus
try  and state officials, culminating in the promulgation of revised 
Model W eights and Measures Regulations by the National Confer
ence on W eights and Measures. These regulations for the first time 
spelled out detailed requirements for declaring the quantity of the 
contents, specifying the size of type in relation to the label area and 
requiring placement on the principal display panel in a prominent, 
conspicuous manner, without confusing or deceptive qualifying words.

Efforts of the Canning Industry
For our own part, the canning industry devoted a great deal of 

time and energy to this cooperative industry-state regulatory effort. 
For many years the National Canners Association Descriptive Label
ing Program recommended, with the FDA’s approval, that the quantity 
declaration be placed on the information panel of the label, immedi
ately to the right of the principal display panel on a cylindrical 
container.

Under these recommendations, the packer would place his brand 
name, an appropriate vignette and the full name of the commodity 
on the principal display panel, reserving the information panel for 
the presentation of such additional required information as the quan
tity  of the contents, list of ingredients and name of the packer, as 
well as supplementary factual data about the product.

Although we had received no indication that consumers individ
ually or collectively had any criticism of this labeling approach, we 
agreed to accept the concept that the quantity declaration should be 
placed on the principal display panel. W e fully endorsed the regu
lations as revised by the National Conference, and supported their 
adoption in many states throughout the country.

In opposing enactment of the so-called “Truth-in-Packaging 
Bill,” we urged upon Congress the view that any problems that 
m ight have existed in this area had been dealt with effectively by 
the National Conference, and were adequately covered by existing 
federal law. Although Congress ultim ately enacted the Bill, it did 
eliminate the compulsory packaging controls that were so strongly 
opposed by industry.
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As enacted, the Fair Packaging and Labeling Act contains three 
different approaches to achieving the Congressional policy as stated 
in section 2 of the A c t: “Packages and their labels should enable con
sumers to obtain accurate information as to the quantity of the con
tents and should facilitate value comparisons.”

The term  “value comparisons” was substituted for “price com
parisons” by the House Committee shortly before final Congressional 
action, but there is no clear understanding of what it means or what 
it was intended to mean. The Congressman who proposed the change 
said his purpose was to restrict the scope of the Act and to emphasize 
that only essentially identical commodities should be compared as 
to quantity  and price.

Senator H art, on the other hand, hailed the change in wording 
as a broadening of the Act, an extension of its scope to consideration 
of quality differences between products, not just price differences. 
You can thus take your choice between the sponsor of the amend
ment and the sponsor of the Bill.

Three A pproaches to the Congressional O bjective
But to return to the three approaches for achieving Congress’ 

policy—whatever that policy may be understood to be—attention at 
the present time is focused primarily on the m andatory labeling regu
lations under section 4(a). The second approach is contained in 
section 5(c), which authorizes the FDA and the FTC to adopt cer
tain additional regulations for individual commodities when it is 
found that such regulations are necessary to prevent the deception 
of consumers or to facilitate “value comparisons.” As you can see, 
that troublesome phrase pops up throughout the Act. These regu
lations would:

—establish terms for describing package sizes;
—regulate the use of “cents off” label sta tem ents;
—require listing of ingredients on the labe l; and 
—prevent nonfunctional slack-fill of packages.

Because the agencies are now preoccupied with the m andatory label
ing regulations under section 4(a), we anticipate that consideration 
of section 5(c) regulations will be postponed, at least for a while.

The third approach in the Act is to direct the Secretary of Com
merce to determine whether there is undue proliferation in the 
weights or quantities in which particular commodities are packaged
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for retail sale, and whether such proliferation impairs the reasonable 
ability of consumers to make—you guessed it—value comparisons. 
W hen he makes such a finding, he must request manufacturers of 
the commodity to participate in the development of a voluntary stan
dard that would seek to limit the weights or quantities in which the 
commodity is sold. Failure to develop a standard, or failure by manu
facturers to observe one that is adopted, could give rise to no en
forcement action, but the Secretary is directed to report such facts 
to Congress along with his recommendation for corrective legislation. 
This has been called voluntary legislation—with a little bit of muscle.

M andatory Labeling Regulations

Getting back to the m andatory labeling regulations under sec
tion 4(a), the Act is not scheduled to become effective until July 1 
of this year, but the FDA has made it clear that this effective date 
is not going to prevent it from proceeding to adopt regulations under 
this provision. Some may question how the agency can formally pro
pose, and then adopt, regulations under an Act that is not yet effec
tive. But that is a technical nicety that apparently will not stand in 
the agency’s way.

Industry  is, of course, keenly interested in the nature of the 
regulations that -will be adopted to implement section 4(a) of the 
Fair Packaging and Labeling Act. Indeed, the same informal In
dustry Committee that worked so closely with the National Confer
ence on W eights and Measures undertook a comprehensive exchange 
of information and views in order to develop proposed regulations 
for consideration by the FD A  in drafting its own proposal. I will 
not dwell in detail upon the Industry  Committee’s proposal, except 
to note that it took full cognizance of the recommendations of state 
officials through the National Conference and called for uniformity 
of federal and state regulation.

The FD A ’s proposals for foods were published less than three 
weeks ago, and although in some respects they are consistent with 
existing state and federal controls, in certain very im portant ways 
these proposals would introduce a number of unique departures from 
existing regulation, not all of which can be attributed to the require
ments of the new Act. Some people have expressed the view that 
the FD A  proposal reflects a disregard for the extensive work and 
consideration which state officials have given to these problems. You 
will have to judge for yourself w hether that is the case. More to the
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point, I would like to comment on just a few of the provisions of the 
FDA proposal that differ significantly from most existing state re
quirements.

Departures from Existing Regulation
W hereas the National Conference recommends—and many states 

have adopted—a reasonable and widely accepted type-size scale for 
the quantity declaration, the FD A ’s proposal, with no readily ap
parent justification, seeks to impose a type-size scale that would usu
ally double or triple the required size of type. Certainly nothing in 
the legislative history of the Fair Packaging and Labeling Act sug
gested Congressional dissatisfaction with the type-size scale that has 
been promulgated by so many states in recent years, and there have 
been repeated suggestions throughout this legislative history that 
the work of the National Conference was highly regarded.

B ut the FD A  has proposed a type-size scale that will produce 
ludicrous results on many smaller labels, particularly in view of the 
new statutory requirement that the declaration be both in terms of 
pounds and ounces, and in total ounces. The m anufacturer’s prob
lems will be further aggravated by the FD A ’s proposal to eliminate 
the exemption for small packages—in spite of the fact tha t the federal 
Food, D rug and Cosmetic Act directs that exemptions for small 
packages shall be established.

Another significant departure in the FD A  proposed regulations 
is the requirement that the quantity declaration be placed in the 
bottom 20 percent of the principal display panel. The Fair Packaging 
and Labeling Act, of course, requires that the quantity declaration 
be placed in a “uniform location” on the principal display panel, but 
the Industry  Committee has proposed that this be interpreted in a 
reasonable manner, so that manufacturers would have some flexibil
ity in choosing an appropriate location for this declaration.

W e proposed that manufacturers be given a choice of placing 
the declaration in either the top or bottom quarter of the principal 
display panel. This flexibility was thought to be justified in view of 
the disparity in sizes and shapes of labels and packages, the differing 
ways in which commodities are displayed for sale, long-standing 
labeling practices, and consumer expectation. But, at least in its 
initial proposal, the FD A  has rejected an approach that we believe 
is both reasonable and permissible under the Act.
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Another provision of the FDA proposal that departs significantly 
from existing regulation—and which is not clearly required by the 
Act—states that the declaration shall accurately reveal the quantity 
of food that may be delivered from the package exclusive of wrap
pers, propellants and other materials packed therewith. First, it 
should be noted that by excluding propellants from the declared 
weight or quantity, the FDA is rejecting the present practice which 
was developed through the joint efforts of industry and regulatory 
officials.

But this provision could create even greater difficulties for vir
tually all forms of packaging, for it requires a declaration of the 
quantity of food that may be delivered from the package, rather than 
the quantity of food contained in the package. W ho is to say how- 
much peanut butter is left in the bottom of the jar, how much 
whipped cream is left in the can, or how much paste is left in the 
tube when the consumer is finished with it? Some consumers may 
be extremely careful to extract all of the commodity from the pack
age, but the usual practice is to leave some amount in the bottom or 
clinging to the sides. This would appear to be another example of 
the ambiguity and uncertainty that is introduced, rather than elim
inated, by the FDA proposal.

Minimum Q uantity of Contents
Perhaps the most troublesome feature of the FDA proposal is 

one that came as a surprise to virtually everyone in industry, and 
which would appear to have no justification in the Act. I t  is well 
knowm that existing federal and state laws approve and permit the 
practice of declaring the quantity of the contents in terms of the 
average quantity in a lot of merchandise. This average concept is 
deemed to be satisfied if there are no unreasonably large minus varia
tions and if the average of the lot equals or exceeds the declared label 
quantity. I t  is consistent with high-speed mass production food plant 
operations, and is in accord with recognized statistical quality con
trol procedures.

But in spite of this long-standing, widely accepted approach to 
quantity declaration, the FDA has now proposed that the quantity 
declaration express the minimum quantity of the contents, presum
ably with the requirement that no individual package fall below that 
minimum. W e cannot conceive of why the FDA seeks to impose
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this novel requirement that rejects many years of experience under 
state and federal laws.

If this provision is adopted in the final regulations, the manu
facturer clearly will have to change his existing packaging and label
ing practices in some way, for all lots of merchandise packed under 
existing methods would be in violation. One approach m ight be to 
put more of the commodity in the container, but this assumes that 
the m anufacturer is not now filling to capacity. W e are not aware of 
any responsible charge that all or most food packages are slack-filled. 
And a certain amount of head space is absolutely necessary for the 
effectiveness of the canning process.

Since more food cannot reasonably be put in the cans to bring 
every can up to the declared weight, another approach m ight be to 
increase the size of each can slightly and to add a sufficient amount 
of the product so that every container will comply with the existing 
declaration. There surely is no need to point out that this approach 
could hardly be justified, in view of the massive costs to industry of 
converting to slightly larger cans and packages for every commodity.

A third approach, and probably the only one that could reason
ably be adopted, would be to lower the quantity declarations on all 
labels. I have no idea how much declarations would have to be 
lowered before statistical analysis could assure that every package 
would contain at least the amount specified on the label. W hereas 
a container is now labeled 1 pound, it m ight have to be labeled 15^2 
ounces, or a package now labeled 8 ounces might have to be labeled 
7^4 ounces. Such a result would be ludicrous in view of the repeated 
demands by proponents of the Act that fractional ounce declarations 
should be avoided wherever reasonably possible. Almost certainly, 
consumers would believe that the reduction in the quantity declared 
reflects a reduction in the amount of the commodity in the package.

Conclusion
In conclusion, I hope that each of the states will study these 

proposals in the light of their existing laws and regulations, and 
consider whether it m ight not be appropriate to express their views 
directly to the FDA. In spite of the FD A ’s rejection of so many of 
the provisions found in state regulations and recommended by the 
National Conference, we cannot believe that the agency would take 
lightly the views of experienced and knowledgeable state food and 
drug and weights and measures officials. [T h e  E n d ]
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