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About This Issue.—We are pleased
to present two of the Tpapers which
were presented as part of the p,roHram
of Food Update Midwest HIEhH ts—
1963, The first, by Harver . Hensel,
describes how thé food [aw division
of a law department works. In an
Informative article beginning_ on page
132, ‘he describes his™ expeFiences as
head of the Commercial Division, Law
Department of Swift & Company.
~ Dealing with a difficult subject, Mar-
ion A. Hoy, an.Oak Park, lIllinois
attorney, gives. manufacturers some
worthwhile” advice on_the handling of
a food seizure case. The beginning of
this article is at page 142
_ A discussion on the effect of the
investigational  drug reFulatmns on
drug research and “development con-
cluded the nineteenth annual meeting
of the New York Bar Association Sec-
tion on Food, Drug and Cosmetic Law.

[ L

ustus Gibson, Direc-
tor o

Research Division
of Scherlngr Corporation, appears on
page 153. The other papers from this
meetmg were puyblished in the Febru-
ary 1964 issue of the Journal.
William_F. Weigel, of the New York
City law firm of Rogers, Hoge & Hills,
spoke at the annual’ Research and Sci-
entific Development Conference of the
Proprietary Association. He com-
mented on labeling problems which

REPORTS TO THE READER

TO THE READER

have copfronted proprietary manufac-
turers since_the enactment ‘of the Ke-
fauver-Harris _Drug Anhen(?ments ,o[
1962. He predicts that the futyre wil

bring more regulation in the field, in
the article appéaring at page 162.

_Although there has been some discus-
sion of applylnﬂ less stringent require-
ments to small druq manufacturers,
Winton B. Rankin feels that the pos-
sible agvantgges ou(Jd “he greatl
overshadowed by the djsadvantages t
all seqments of our society.” Mr.” Ran-
kin, ‘Assistant Commissjoner. of the
Food and Drug Adminjstration, dis-
cussed prot%lems which face the small
drug manufacturer at_the January 30
1964 meeting_ of the Drug and Alljed
Products Guild, Inc. The paper be-
gins on page 12,

“Products Liability Under the Uni-
form Commercial Code in New York
and Other States” Is_the title of _aH
article by Warren Freedman, whic
starts_on”page 178. Mr. Freedman, a
New York C|t¥ attorney, declares that
the adogtlorho the Code “has. altere
many Of the traditional notions 0
products liability, as had been delin-
pated U de[ the Uniform Sales Act”
“Accor m,g y,” he points out, “prod-
ucts Jiabili y,dpartlcularly to the extent
that 1t depénds upon the rules of war-
ranty as set forth in the Uniform Sales
Act,"must now be carefully reviewed.
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How the Food Law Division
of a Law Department Works

By HARVEY L. HENSEL

Harvey L. Hensel, Head of the Commercial Division, Law Department of
Swift & Company, Delivered This Talk as Part of the Program of Food
Update Midwest Highlights— 1963, in Chicago on November 5, 1963.

REALIZE that | am talking to a group of people who are not
I lawyers. | also realize that | am going to talk about the functions
of one division of a law defJartment, and most of the people | am
talking to neither work in a law department nor plan to work in a
law department. These facts might provide a sufficient basis for
many of you to decide to close your eyes and get a little rest until
the next speaker arrives, Before you succumb to this thought, and
it may not turn out to be a bad idea, | would like to suggest two
reasons why there may be something | can say which will be of
interest to you :

(1) The very %ood possibility that you will, some time in the
future, have to work with your law department on some phase of a
food legal problem.

(2) The fact that there are many ways your law def)artment can
help you and you can help your law department if you are only aware
of how this can and should be done.

| might add that | am going to make a point of trying to stress
the ways in which the scientific fraternity and the legal profession
in the Tood industry can work together.
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As you may know, my subject this afternoon is how the food
law division of a law department operates. | am going to be describ-
ing my experience as head of the food law division of Swift & Com-
pany. - We ha[?pen. to use the term “Commercial Division” instead of
‘Food Law Division,” but the subject matter covered is the same
plus some additional areas of responsibility.

Guidelines for Proper Operation

First, | would like to mention the glenera] principles that should
be followed to properly operate a food law division. The first prin-
ciple is that of knowing your company’s business. In a large and
diversified corporation, as many of the food corporations are, this is
not an easy assignment. It means not only knowing what products
your company now makes but also having sufficient communication
with all departments to keep abreast of the new products being
developed and merchandised.

In the past there have been several times when food and drug
matters have developed which | felt had no bearing on my_comPany
and which turned out to definitely affect us. As an illustration, | can
mention the cranberry food and drug problem of not too long ago.
| was absolutely cerfain that Swift & Company did not sell cran-
berries. What I had forgotten, until food and drug inspectors showed
up at our ice cream plants, was that we produce cranberry ice. When
the recent standard for carbonated beverages was issued, | paid little
attention to it, as | was very sure that we did not manufacture soft
drinks. Later | found out that we do manufacture an ingredient used
by the soft drink industry. Thus it is a constant problem of a food
lawyer to know his company’s business, both present and future, in
order to know when a new development in the food law field does
affect your business.

The second basic principle that must be followed to operate a
food law division is familiarity with the basic statutes and regulations.
These statutes include the Federal Food Drugz and Cosmetic Act, the
Federal Meat Inspection Act, the Federal Poultry Products Inspection
Act, and the many state acts concerning food.

These above statutes and r%ulatlons must be available to you
for convenient, constant use. We use the CCH Food Drug and
Cosmetic Law Reports for the federal law. We have a separate
notebook for each state where we collect the various food laws of
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each state. These are only examples of the periodical tools that must
be available.

Federal Register IS Important Tool

It is not enough to merely become familiar with the present law.
The more difficult problem is to keep up to date on the changln? laws,
regulations, announcements coming out daily from the Federal Food
and Drug Administration and other federal and state agencies. To do
this, it Is absolutely necessary to read the daily Federal Register.
I mlght also add that we have a policy of having a separate copy of
the Federal Register examined by one of our top scientists in the
Research Laboratory each day. 'In addition to the Federal Re%nster,
| receive copies of all of the various federal food and drug releases
and the new state laws and regulations as they are passed.

Meetings and Publications Are Useful

Another useful way to keep up to date on the many changes is to
attend meetings such as the excellent one you are attending now.
| recommend attendl_n% the National Meeting of the Association of
Food and Drug Officials of the United States, and, if you have time,
one or more of the regional Food and Drug Association meetings.
I also highly recommend the annual fall meeting in Washington that
Is jointly sponsored by the Food Law Institute and the FDA.

These meetings not only have the advantage of keeping you up
to date on current subjects, but the¥ also afford the opportunity of
personally getting to know various federal and state food and drug
officials. ~In my opinion, this type of personal contact is extremely
important.

| do not know if any of you have any need to contact state food
and drug officials, but if you do, I recommend to you a book that lists
the various officials of each state, their name, title, address and phone
number. The hook is entitled, Directory of State Officials Charged with
Enforcement of Food, Drug, Cosmetic and Feed Laws. 1t may be obtained
free of charge bg writing to James C. Pearson, Division of Federal
State Relations, Food and Drug Administration, Washington 25, D. C.

Regardless of how many publications | read and meetings |
attend, quite often a member of our research laboratory calls me and
tells me of a development which | should know about but do not.
This is one of the ways you can help your law department.
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It is obviously not enough for the lawyer to know of the various
changes in laws and requlations, but appropriate and timely steps
must be taken to communicate this knowledge to the individuals
in the company who need to be informed of the changes. Sometimes
they need only be advised of the proposed change. Other times, views
are requested as to whether they desire to file a written protest con-
cerning a proposed new regulation or change in regulation. Often
mailing a copy of the pertinent section of the Federal Register is an
effective method of communicating on the subject.

Methods of Communication

While we are on the subject of communication, | would like to
mention several methods of communication that we use in the law
department,

(12 Twice a week we have a morning meeting of the four mem-
bers of the food law division. We use this opportunity to discuss the
more important pending matters, to share interesting experiences, and
to keep all members of the division where they can, with some degree
of familiarity, answer questions about work being handled by other
members of the division.

(2) Once every three weeks all of the division heads in the law
department meet with the general counsel and assistant general
counsel to discuss the various important matters being handled in the
law department.

Up to now | have discussed general rules of operation which we
follow and which probably any organization should follow. They can
be summarized by two words—“good communications.”

Basic Philosophy in Handling Legal Problems

Before 1 discuss some specific food problems, 1 would like to
wend a moment on our basic philosophy in handling legal problems.
e feel it is important that our clients understand our basic approach

to problems presented to us. While our first approach to a problem
is to determine if the course of action suggested by a compan?/
representative is legal, we do not necessarily stop at this point. I[f
the approach suggested is illegal, it is UF to us to be ingenious
in suggestm? alternate methods that will accomplish the desired
goal and still comply with the law. Our law department cannot be
and is not “soft” in applying the law to a given set of facts. At the
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same time we do not desire the title of “obstructionists.” A spirit of
cooperation plus constructive suggestions goes far toward eliminating
this undesirable title, while at the same time we are properly perform-
ing our function as lawyers.

Helping the Company Merchandise a New Product

Now let us discuss how specific problems are handled. Let us
consider for a moment how the food division of the law department
functions in helping the company merchandise a new product. Sup-
pose the law department is advised that our company desires to sell
a frozen product somewhat similar to ice cream that contains 900
calories. These are some of the food law problems that must be solved
before the product can be marketed:

(1) What is the proper name of the product? Must it be called
ice cream or ice milk, or is this a new product for which there is no
common or customary name?

0{2) Is this a standardized product? Is there a food and drug
standard which must be met which would require that certain butter-
fat, etc. must be in the product and which would also require that
certain ingredients must be in the product ?

~(3) If this is a dietary product, as it obviously is, what dietary
information must be contained on the label ?

(4) What general information, such as net weight, name of
manufacturer, list of ingredients, must be contained on the label?

~(5) s the size of type and the contrast, in color on the package
sufficient to comply with federal and state laws ? This is an important
current question. "While the federal Hart Bill has not yet passed and
may never pass, the publicity given the Hart Bill "has prompted
numerous states to pass new regulations on the subjlect of conspicu-
ousness of labeling. The importance of uniformity of laws and requla-
tions on type size to a company that distributes nationally cannot be
overemphasized.

~(6) I have already assumed that the product will be sold in
interstate commerce, but in what states will it be manufactured and/or
sold and will the product be in compliance with the state laws where
it is manufactured and sold ?

Practically all of the potential problems we have discussed con-
cerning the marketing of a new frozen dessert apply to any other new
product our company wants to market.
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While we are discussin% the subject of marketing new products,
| would like to suggest that anyone working on a new product
consult with his food lawyer early'in the development of the product.
Such a consultation may well result in a product being changed or
work on it being stopped. For exam,ole, if a commercial department
is advised that a product must be labeled “imitation,” they are often no
longer interested in it.

FDA Inspections and Hearings

Now let us consider the question of FDA inspections and hearings.

If an FDA inspector arrives at one of our plants, it is our instruction
to have the local manager cooperate with the inspector, accompany
the inspector on the tour of the plant and obtain duplicate samples of
any samples obtained by the inspector. Instructions are issued as to
what type of information should be furnished to the inspector. If
the inspector requests information not covered by the instructions, the
ﬁlant manager is to call the law department for further instructions.
0 statement is to be signed without our department’s specific
approval. When the inspection has been completed, the local manager
forwards to us a copy of the inspection report. This is a very important
?mde to what future action should be taken. If the report shows
ew or no items, this means that there has been a good inspection,
If many items are listed, this usually means that prompt action should
be taken. In an extreme case, this could mean promptly closing a
Blant s0 a thorough clean-up can be made. In other cases, a contact,
y phone or in person, might be made with the FDA District Office
having jurisdiction over the plant inspected. If the inspection is
unfavorable, it is very important to have the duplicate samples
analyzed. It is also important to determine what results the FDA
Laboratory obtains on the samples picked up by the federal inspector.

In some cases, after the District Office has reviewed the inspection
report and obtained the results from the FDA Laboratory, they will
send a notice of hearing to the company, requesting that the company
appear at the District Office and show cause why a charge should not
be filed by the United States District Attorney in the local federal
court. When such a notice of hearing is received, it is necessary for
the lawyer who will represent the company at the hearing to consult
with operating personnel and scientific personnel of the company in
order to %ather together the best facts and arguments for presentation
to the FDA. Usually a trip is made to the plant that has been in-
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spected. At the hearing the lawyer is usually accompanied by the local
plant manager and possibly a representative from the General Office.
At the conclusion of the hearing, the District Food and Drug Office
reports the facts presented by the company to the Washington
Office of the FDA, along with the recommendation of the District
Office. From then on, no news is good news. If the Washington Office

decides not to start action in court, the matter will never be heard
from again.

Food Additive Petitions

Another subject handled as a combined effort of the law depart-
ment and our research laboratory is that of Food Additive Petitions.
The scientific material in these petitions is usually gathered together
by @ member of our research laboratory. A member of the law depart-
ment may write part of the petition or may compile the entire petition.
The law deRartme_nt always checks to be sure that the petition com-
plies with the various legal requirements of the FDA re%ulatlon for
such petitions. We then file the petition and keep a check on its
progress until such time as the petition is granted.

Subject of Food Standards

One of the subjects in which we are constantly interested is that
of food standards. Our approach may be in the form of the filing of
a petition for an experimental %rmlt so that we may temporarily
deviate from a present standard. We may try to change an old standard
or try to shape a new proposed standard so that it will contain
satisfactory provisions. A current example of the latter classification
Is the present proposed standard by the federal giovernment for peanut
butter. Most of the peanut butter industry feels that the percentage
of peanuts proposed by the government is too high and that man
appropriate optional ingredients are not permissible under the stand-
ard. As a result, comments have been filed by most peanut butter
manufacturers and a hearing on the standard will be held in Wash-
ington in the very near future. At this hearlng, witnesses from many

companies will testify concerning what standard should he set for
peanut butter.

Net Weight Violations
Another type of problem that our division handles is that of
alleged net weight violations. When a violation is charged, it is
necessary for us to determine whether or not the product was actually
below the net weight, and, if below, whether or not this was due to
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natural shrinkage. It isa known fact that most products lose moisture
when exposed to air, and consequently lose weight. Most state laws
provide that a variation from net weight caused by ordinary and custo-
mary exposure does not make the product illegal. However, there are
no exact standards as to what constitutes a variation caused by ordi-
nary and customary exposure, as this depends on the type of product,
how it is packaged and how it is handled. Some weights and measures
officials feel that this type of variation must be offset by manufacturers
overpacking. Industry generally has strongly resisted this incorrect
interpretation of the law.

Handling of Product Complaints

Probably the type of work handled by our division that consumes
the greatest portion of our time is the handling of product complaints.
As is customary in our industry, our company does not have product
liability insurance on food ‘product complaints. Our division of the
law department handles all product complaints involving illness,
injury or property damage, with the exception of foreign substance
complaints involving less than $100, these complaints being handled
by the local plant manager. In the handlln% of product complaints
we are primarily guided by two principles: (1) keeping our total cost
as low as possible, and (2) not paying a claim if we feel 1t is fraudulent.

Our procedure is to make a prompt and .thorou%h investigation
of each product complaint. This investigation includes wherever
possible the obtaining of a sam?le of the product involved in the
complaint for the purposes of laboratory examination. After the
investigation has been completed and the sample tested, we then form
a judgment as to what, if any, settlement should be paid.

| think it would be worthwhile to take a few minutes to discuss
how our scientific personnel assist us in the handling of product
complaints. Let us discuss for a moment an alleged ham food poison-
ing product complaint where we have obtained a sample of the ham
that is alleged to have caused food poisoning. Our local investigator
Is instructed to very carefully wrap, refrigerate in dry ice, and ship
the sample to our independen baCteI‘I0|0|gI_St for examination. We are
fortunate in having an excellent, well-qualified, independent bacteriolo-
gist who examines all of our food poisoning samples, and, where
necessary, testifies as an expert witness in court cases. By examination
of the sample, the bacteriologist can tell us:
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(1) Did the sample contain any bacteria of the type capable of
producing food poisoning?

~(2) Did it contain bacteria sufficient in number to produce food
poisoning?
(3) Were the bacteria alive or dead? This latter fact is significant

in determining whether the bacteria came in contact with the product
before or after the housewife cooked the product.

. %4) Did the sample show any other evidence of contamination
which, although not causing food poisoning, may assist in determining
the type of handling the product received ?

The bacteriologist reports the above findings to the law depart-
ment. We also recewe_mvesWatlon forms completed by the complainant
and his or her physician. We check these tforms to determine the
following facts: (1}When was the product purchased? (2) When was
the product cooked? (3) At what temperature and for what period
of time was the product cooked? (4I) How soon after eating the prod-
uct did the complainant become ill? (5) What symptoms did the
complainant have? (6) Did the complainant become ill after eating
the product the first time or after eating the product the second time?
(7) Did everyone who ate the product become ill?

After checking the above information and the report from the
bacteriologist, it is usually possible to determine whether or not our
product caused the illness’complained of, or, if it did cause the illness,
whether it was due to the handling the product received after it was
Furchased_ by the consumer. Our Investigations clearly show that a
arge majority of our food poisoning complaints are caused by the
handling the product received after it was purchased by the consumer.

If a food poisoning complaint becomes a lawsuit, we often take
the deposition of the housewife who cooked the product, in order
to determine exactly with what equipment and at what temperature
the product was cooked. We then conduct duplicate cooking tests and
determine the internal temperature of the product when cooked
according to the method used by the housewife. These tests are
particularly important in trichinosis cases, where we know that if
the ﬂroduct reached the temi)erature of 137° at the time it was cooked

by the housewife, there would be no live trichina in the product at the
time it was consumed.

In foreign substance product complaints, we have the alleged
foreign substance examined by the Laboratory, usually under a micro-
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scope, to determine just exactly what the foreign substance is and
its size. We then check with the operating people to determine if it
Is possible for a foreign substance of this type and size to get into
the product.

Conclusion

In conclusion, 1 would like to emphasize that in the field of food
law the scientist is the Ia_vvyer’s right hand. The lawyer relies on the
scientist for (1) general information on new food developments, (2
accurate scientific information about new company products, (3
scientific information in connection with food standards and food
additive petitions, and (4) examination of samples and testimony in
connection with food product complaints.

On the other hand, | believe it is safe to assume that the scientist
needs the help of his lawyer to obtain approval for products he has
developed and to advise him concerning the application and effect
of the many food laws and regulations.

It has been my experience that Ia_W){ers and scientists work well
together as a team. This may be gartlal y caused by the similarity in
amount of education both groups have received. | have always found
it to be a personally enjoyable and intellectually stimulating experience
to work with a scientist on a project. | can only hope that after
your next contact with a lawyer on a food problem, you will have the
same type of feeling toward the members of my profession. [The End]

INSPECTION OF FACTORY HELD PROPER

A factory inspection of an establishment in which cancer drugs for
!nves,tlg%atlonal use were being prepared and delivered for introduction
Into interstate commerce was. authorjzed by Section 704(a) of the Fed-
eral Food, Drug and Cosmetic Act (Food Drug Cosmetic Law Reports
112661), and such an inspection on a Saturday on which_the factory was
In operation was reasonable, the United Statés District Court in Chijcago
has ruled. Consequently, an action to enjoin employees of the Food and
Drug Administration from conducting such inspections was dismissed.
The “manufacturer was not entitled to access to the reports made by
the inspectors to their superiors, the court said.

The court also ruled that the FDA was authorized hy Section
705(h) of the Federal Food, Dr,usg and Cosmetic Act ﬁFoo,d 'rug Cos-
metic’ Law Reports 2673) to issue Eublmty concerning 1ts investiga-
}I&% 0nggthe drug— Duroznc v. Palmer, Food Drug Cosmetic Law Reports
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What to Do About Food Seizures

By MARION A. HOY

The Following Paper Was Presented at the Food Update Midwest High-
lights— 1963, Which Was Held November 4-8, 1963 in Chicago. Mr.
Hoy Is a Partner in the Oak Park, lllinois Law Firm of Duday & Hoy.

O PARAPHRASE AN OLD SAYING, the best seizure is no

seizure. | hope that none of you will ever have to learn from
your own experience what to do about a food seizure. However, food
seizures do not always fall on the small, or fly-by-night _oi)erator. A
perusal of the judgments entered in any given period will soon con-
vince you that seizures can happen “in the best of families.” There-
fore, none of us can assume that “it can’t happen here.” For the sake
of argument, let’s assume that it will happen here, and what are we
going to do about it ?

A seizure can be made on the ground that a food is either adul-
terated or misbranded. My experience in defending food seizure cases
has been limited to those' made on the grounds of adulteration, and
more si)emflcally, those made under Section 402(5&1)(3) and (4) of the
Federal Food, Drug and Cosmetic Act, which read as follows:

_A food shall be deemed to be adulterated . . . Ba%(S) if it consists in whole
or in part of any filthy, putrid, or decomposed substance, or If it 1S otherwise
unfit_for food; or (4) 1f it has been prepared, packed, or held under insanitary

conditions whereby it may have become contaminated with filth, or whereby
It may have been réndered injurious to health.

These are the provisions of the Act with which you are likely to
be most concerned and the ones around which | would like to direct
most of my remarks.

| have never been involved in a seizure action in which I did not
wish that | had certain evidence that could have been procured before
the seizure took place, but wasn’t. So, if you don’t mind, | should
like to start this discussion with what I think could be done before
a seizure to enable your atto_rneg to present the best possible defense
at the trial of the seizure that is about to take place.

If the seizure is based, for example, on high mold count, worm
and insect fragments, or fly eggs and maggots, then the only question
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to be decided by the court or jury is whether or not the particular
adulterant is present in quantities in excess of those permitted by law.

The first seizure case our office handled involved No. 2 cans of
whole tomatoes, and the seizure was hased on the charge of adultera-
tion with fly eggs and maggots. The only question before the court
was whether or not there were more fly eggs and maggots in these
tomatoes than the law permitted. Fortunately, for the claimant, the
judge decided “no.”

So many seizures include the charge that the product was packed
“under insanitary conditions whereby it may have become contami-
nated with filth.” In such a case, it would be highly desirable to
have pictures of key spots in your plant taken during the period in
question.

Where the charge of insanitation is involved, our experience
has been that the FDA will seize any merchandise packed two weeks
before and two weeks after the inspection of the plant. They reason
that conditions did not get bad suddenly, and will not be changed for
the better suddenly. Hence, the reason for two weeks before and
two weeks after the date of the(rlant inspection. Any pictures taken
during this ﬂerlod which would better enable the court or jury to
understand the testimony offered in evidence could be highly advan-
tageous to the claimant.

| think that Eictures taken everly few days, twice a week or even
once a week, of key spots in your [ine and plant, showing the good
clean conditions that existed, and the hl%h quality of the raw product
being processed, would be of material assistance to a lawyer in
defending any seizure action on the ground of insanitation. | would
take them at reqular intervals, however, rather than just hit and miss.

_ _ Principle to Keep in Mind

On this question of sanitation or insanitation, you and | know
that the only safe way to operate a plant is to keep it in good_ sanitary
condition at'all times, just as though you knew that an FDA inspector
was going to drop in on you toda.k/, or tomorrow for sure. Maintain
good canning practices, good sanitary practices, and good laboratory
control. Perhaps one person should work as a sanitarian and be held
responsible for the plant being kept in such a condition that there
would be no question that it woul JJaSS an inspection for sanitation
at any time. This sanitarian should be looking for thmgs that the
FDA “inspector will be looking for when he drops around today, or
tomorrow for sure.
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~The sanitarian shouldn’t be like the minister from a small town
in Western Missouri of whom | once heard. The good man took a
trip through the Ozarks. While there he came across a s_W|mm|n?1
ﬁpol in which girls and boys were swimming together. This shocke
im no end. He just couldn’t believe that any such thlng could really
happen. He was so disturbed about it that on the Sunday following
his return to his home town he preached a sermon in which he men-
tioned this ohservation. In his sermon he told how shocking it was,
and added, “And the bathing suits that those girls were wearing were
so scanty that if you should wad one of them up, rou could put it
in a teacup.” After the service was over, one of the ald_r parishioners
said to him, “Parson, what were the boys wearing?” He thought for
a minute, then said, “I don’t rightly know.” Sometimes we see what
we want to see and no more. You should be your own worst critic.
Then if you keep your Elant conditions so that you are willing to
aﬁceEtDX]em, | dont think you are going to have much trouble with
the .

Value of Exterminator’s Testimony

~ Waorking in cooperation with your sanitarian should be an exter-
minator. The tes.tlmon?/ of our exterminator in one case was one of
the most damaging blows that we dealt the government. This
exterminator was given a free hand to spray any time he felt that a
spray would materially reduce the fly population. Before the canning
operations began, he spraKed inside and outside the plant, as well as
the surrounding area. When he felt that the residue from this spray
was losing its effectiveness, he sprayed again, and so on until the
canning season was over. He testified as to the dates he sprayed and
the type of equipment he used. The spray formula he used had been
approved for this purpose by the Department of A%rlculture of his
state, and our entomologist testified that it was the best formula
known for keeping down the fly population. Our exterminator testi-
fied as to the amount of sPray e used on each occasion and the size
of the area he covered. 1 couldn’t have asked for any better testi-
mony from an exterminator. He was also qualified and licensed as
an exterminator of rodents and other pests, and his testimony on
these matters was equally good.

~ Be sure to use the services of a qualified exterminator, and give
him a free hand to do whatever is needed in his field. In the event
of a seizure on the ground of insanitation, you will find that his testi-
mony will be invaluable.
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What to Do When Inspector Is Present

Now, the FDA inspector has come to make an inspection tour of
your plant. If he is equipped to take pictures, and you permit him to
take pictures, | think you should have your own photographer go
right along with him, and take a picture of everything that the inspec-
tor photographs. If he takes a picture of a particular place showing
It up at its worst, you take a picture of the same place showing it as
it really is. While he is taking a picture of a little pile of accumulated
dirt undertyour sorting table showing how terrible things are, you
take one of conditions on top of the sorting table, with which the
food actually comes in contact, showing the clean sanitary condition
that exists there. When he takes a picture of a lug box of cull
tomatoes, you take a picture of that same hox, and note the time,
place and who was present when it was taken. Then, when the gov-
ernment introduces this picture in evidence at the trial, and testifies
that the box of culls was typical of the tomatoes that were going
over your line, you will have some real evidence with which to
combat that testimony. | use this illustration because that actuall
happened in a case which | tried in Chicago in the summer of 1955,
We were able to overcome that testimony, but we could have done
it a lot more easily, and perhaps more completely, if we had had our
own pictures of the same lugs and witnesses who could have identified
them for what they really were. The claimant, my law partner and
| would have gotten a little more sleep that night.

It could be that a picture such as this on the part of the canner
would be good Ereven.tlve medicine. If the FDA inspectors had
known that we had pictures of those same Iu%s of tomatoes and
witnesses who could testify that they were culls that were only on the
premises until a sufficient number of boxes accumulated to make up
a truck load that would then be hauled away. | doubt seriously that
the government would ever have introduced those pictures in evi-
dence. The same would have been true of a lot of other pictures that
the government introduced against us. - _

Now, when the inspector is making a tour of your plant, if he
has any reason to question the quality of any of your products, he
may take a few representative samples of the product in question.
If this happens, have your analyst, and perhaps an outside commercial
analyst, go right along with him and take at least two samples of
everything that the inspector takes. This, like the pictures, could
be quite a deterrent to the government in starting a seizure action
against you unless it really has a case.
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Accompany the Inspector on His Tour

Don't sit back in your office while the inspector goes through
Eéour plant. Go through it with him and have one or two of your
ey men, including your sanitarian, go along. Note carefully every-
thing the inspector does and says. While he will give you a report
when he is through with his inspection showing the condition of your
plant as he found it, you should also prepare your own report of that
same inspection, covering the points the inspector covered, and any
others that you think important. Prepare your report right away
while the conditions, as they were during the inspection, are fresh in
your mind.

Know the Provisions of the Law
Regarding Inspection

Don't attempt to “guide” the inspector on his inspection tour of
your plant. Let him go where he pleases, and make him feel that
you are perfectly willing for him to go there. Let him inspect every-
thing that the law gives him the right to inspect. Most of the pro-
fessional men | know are well informed on what the law provides with
respect to their particular professions. Food processors should be
similarly well informed. Know what items the law gives him the
right to inspect, and then let him inspect those items without objec-
tion. If he insists on inspecting something that the law does not give
him the right to inspect, you can, of course, refuse to permit him to
inspect that item. If he insists on inspecting fit, You might say to
him something like this: “I don't believe that the law gives you the
right to inspect that item. Since you insist that it does, I shall ask
Hw_y aétqrney for his opinion on the question, and shall be guided by
IS advice.’

One of your bi?gest rights is to see to it that the inspector does
only what he has a legal rl]ght to do. Remember, you are hoth work-
ing under the same law. There is not one law for the |n3£ector and
another law for you. The same law applies to both. And where
there is some ambiguity in the law, and some basis for an honest dif-
ference of opinion (and there always will be), it does not follow by
any means that the inspector’s opinion is always right and yours is
always wrong, any more than it follows that you are always right
and he is always wrong. Don’t ever be arbitrary or unreasonable in
your attitude or your actions, and don't et the inspector be unreason-
able with you.
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Storage Praoblems

Before we get to the actual seizure, there is one other point that |
want to raise, and that is the status of the merchandise in between
the time the inspector sa?]/s to the warehouseman “Don’t you move this
merchandise until you hear from me,” and the time that the mer-
chandise is actually seized by the United States marshal. While |
thought 1 knew the answer to this question, there was no actual
decision on it, so far as | could determine, and there was some doubt,
at least, in my mind, until the question was squarely presented to the
United States Circuit Court of Appeals for the Seventh Greuit in the
summer of 1957.

We petitioned the trial court for an order awarding us storage
charges which had accrued during this period. The trial court entered
an order in our favor, but the government appealed from this decision.
In the government’s brief, they made this statement:

Holdinq the food prior to service of the monitions was entirelkl, voluntary.

The Federal Food, Drug and Cosmetic Act does not authorize executive seizurés
0r embargoes.

The ?overnment’s position was sustained, and the Circuit Court
of Appeals reversed the trial court on this question. We know now
that until the United States marshal actually seizes the merchandise,
it is not in the custody of the government, and remains in the ware-
house in the discretion of the other interested parties.

While the period before seizure is the most important insofar as
we are concerned, and the one on which I should spend most of the
time allotted to me, I do wish to cover a couple of points about things
to consider after the seizure.

| believe that the first thing to decide after a seizure has been
made is: Do you have a good defense? Do you have a meritorious
defense? If you, your microanalyst, and your lawyer feel that you
have a reasonable chance of winning on ‘the merits, then file your
claim, appearance, and get into the case for keeps.

A Good Microanalyst Is Important to Defense

| am assuming here that the ground for seizure is adulteration
of the kind in which microanalytical results are important. If the
ﬂround Is insanitation, then a microanalyst, as such, would be of little
elp. But if it is because of high mold count, or any %round charging
that the article is actually contaminated with filth, then your micro-
analyst is going to be a very important person in the trial of this case.
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Be sure that you have a good microanalyst—one on whose results
you can rely. Tt would be well to have duplicate samples checked by
an outside independent laboratory. | am speaking from experience
on this point, for I once got cau%ht in just such a jam. On the strength
of the first analytical results | was shown, the majority of which
looked very favorable, I filed a claim, appearance, answer and inter-
rogatories. | really jumped in with both feet. Then | had duplicate
samples analyzed .bg an analyst whom | knew to be thoroughly
competent and reliable, and on whose findings I would have been
willing to have gone to trial, only to have him come up with answers
which, | learned later, were almost identical with those obtained
b’Y the FDA analysts. If | had obtained this man’s results before |
filed my claim and appearance, | would never have filed them.

The reason wh% it is advisable to determine that you have a
meritorious defense before filing a claim is Section 304(e) of the Act,
which reads as follows:

When a decree of condemnation is entered against the article, court costs
and fees, and storage and other proper expenses, shall be awarded against the
person, If any, intervening as claimant of the article.

We, therefore, have a provision that the claimant shall pay
“When a decree of condemnation is entered against the article,” but
there is no Provmon in the Act that the government shall pay when
no decree of condemnation is entered against the article. Therefore
to file a claim and appearance without proceeding on to a successful
conclusion means that you will not only lose the merchandise under
seizure, but will pay the “court costs and fegs, and storage and other
proper expenses” in addition. Unless you feel that you have a fair
chance of winning, there is little point in adding other costs to the
loss that you have already sustained.

Make gou.r decision on the basis of the merits of the case, and
not on the basis that the government is on one side of the case, and you
are on the other. Our courts are great neutralizers. When the gov-
ernment men step into the court room, they come as party litigants,
just like you. If they can’t prove their charges, they will lose.

On a number of occasions, | have urged that canners press for an
amendment to the Act to provide something like this:

"When no decree of condemnation is entered aqainst the article, court costs
and fees, and s,tora(‘;e and other proper expenses, including provable damages, shall

be assessed aﬁamst_ Fe"Government in favor of the person, If any, intervening as
claimant of the article
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This would be the other end of that same stick. I think it would
make for a very healthful situation.

‘How Good Is Government’s Case?

Once a seizure action is filed, and you decide that you have
a meritorious defense, and file your claim, appearance and answer
denym%the charges made by the government, your next step, then,
should be to find out just how good a case the government has against
you. Your attorney will know how to do this, using the means of
discovery that are available to him. You will serve interrogatories on
the government and learn from them just how strong a case they have
against you. Once you have in your possession the documentary
and other evidence that they are ?omg to present against you, and
you, of course, already know what you have by way of evidence in
your own defense, you will be able to better evaluate your own chances
of success. The government will, of course, be using similar tactics
against you.

If you are successful in your defense, the merchandise will be
turned over to you—that is unless the (};overnment takes an appeal.
In this case, the goods will be held up for another year. If you are
successful on appeal, you will no doubt then get your merchandise, for
whatever it is worth,

But if it should be worthless, you will have no recourse against
the government under the law. Even though your defense is success-
ful all the way, which means that the government should not have
seized your goods in the first place, you wind up with little or nothing
economically and have no recourse against the government for wrong-
fully seizing your merchandise. This is certainly another instance
of where the Povern.melnt has the power to destroy. One canner once
said to me, after winning all the way throu%h, but winding up with
virtually nothing, I guess it's worth somet mg to be able to Prove
you were right.” The satisfaction of(Jorovmg_t at he was right was
about all he got out of the case. And sometimes the claimant can't
afford to pay the cost of that satisfaction. The amendment which |
just sngested, making the government responsible for the claimant’s
provable damages if the government fails to sustain its case, would
change all of this.

“Two Alternatives if Defense Is Unsuccessful
Now, if you are not successful in your defense, and a decree of
condemnation is entered, you have one of two alternatives: you can
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either pay the costs and forget it, or you can get some salvage from
the condemned merchandise by selling it to be used for animal food.
People who raise mink or fox are usually glad to buy this condemned
merchandise, at their prices.

~In the event you decide on the latter, there are, naturally, certain
items of expense.” One such item that KOU may encounter is the cost
of denaturing the product. In one such case that our office handled,
the FDA insisted that before any canned merchandise could be
released for use as animal food, it must first be denatured b'Y punctur-
ing each can adding to its contents a small quantity of fish oil, and then
re-sealing the can. Now, if one had only a few cases, and they were
0ing to be used within a few days, it might be all right to open them.
Jut suppose you had 1,000 cases, and they would not all be used for
six months, or perhaps a year. Then the only way you could keep
them after once puncturing them would be to reprocess each can.
That would render the whole salvage operation economically impractical.

That was the situation we had. | pointed this out to the FDA
men, and tried my hest to get them to agree to let us stamp on each
can, in large black letters, with an ink that could not be removed, the
words “FOR ANIMAL FOOD ONLY.” However, they were ada-
mant in their position that every condemned can had to be punctured
and fish oil added. So I petitioned the court to let us proceed under the
plan 1 have mentioned, pointing out to the judge what a needless
expense it would be |mp_03|_ngz_on the claimant to follow the procedure
on which the FDA was insisting. The judge agreed with me, granted
my petition, and entered an order permitting us to proceed to dispose
of the merchandise to an animal raiser by stamping on each can the
words which | sug%ested. So if you ever have this problem, insist
on using a stamp rather than opening each can.

Expense of "Good and Sufficient Bond”

Another item of expense could be the posting of “a good and
sufficient hond” by the claimant to guarantee that the condemned
merchandise will be used for purposes provided in the Decree of Con-
demnation, and will not find its way back into the channels of trade
for human use.

Since the Act does not provide that a surety bond has to be given
for this purpose, | argued with the FDA men that the claimant should
be permitted to give his own individual bond, and thereby save the
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expense of a surety bond. | thought that the canner had been penalized
enough already and should not be penalized further by being forced to
buy a surety bond, which the law did not require, but the FDA men
would not budge from their position that a surety bond had to be given,
So back to court we went, and agam, the judge agreed with me, and
we saved the exPense of a surety bond, which, n this case, would have
been considerable. If you are ever faced with this problem, I suggest
that you do the same as | did.

~ The condemned merchandise which | have just described was
seized because the product was contaminated with an adulterant which
could not be removed. There was, therefore, nothing to do with the
product except to destroy it, or use it for animal food.

From my discussion so far, you might have gotten the idea that
when a shipment of merchandise is seized that it is all bad. This is
not necessarllg s0. In fact, from my experience, very seldom is it all
bad. By fart emaﬁ)r part of the seized lot may be good. But if you
are going to get hack the good, you will have to"do one of two things:
(1) "go in and defend the case so that the court will condemn onl?/ the
part that the t}]]overn.ment.proves to be adulterated within the law;
or {2)_ permit the entire shipment to be seized, and trust that the FDA
will give back to you that which they found to be all right. You are
going to have to get into the case as a claimant to recoup anything
under either method. . . _

| have had no experience at %ettlng back good merchandise
after it has once been condemned. | have had experience, however, in
trying cases in which there were both good and bad merchandise. In
each of such cases, the court has refused to condemn any merchandise
that should not have been condemned and has always released to the
claimant that which the government failed to prove to be adulterated.

The first case | ever tried of this kind involved 20 codes of
No. 2 cans of whole tomatoes, seized because of alleged adulter-
ation with fly eggs and magqots._ The government admitted that
16 of these 20 codes were all right, but they seized them also,
and not once offered to release them to us until the morning we
were ready to go to trial. That morning, in the lobby outside the court
room, a government man said to me, “We are willing to give you back
16 of those codes now.” My answer was something like this:” “If you
had made me that offer a month a%o | might have accepted it, but
now | am ready for trial, and | want them all’

S0 even though you know that only a small part of a seized
shipment is bad, if you want to recover the part that is good, you are
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The Effect of
the Investigational Drug
Regulations on Drug Research
and Development

By AUGUSTUS GIBSON, M.D.

Dr. Gibson Is Director of the Medical Research Division, Schering
Corporation; Bloomfield, New Jersey. This Paper Concluded the Nine-
teenth Annual Meeting of the New York Bar Association Section on
Food, Drug and Cosmetic Law, Which Was Held on January 28, 1964.
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regurrrn more la H}tory Wor mo[]e sef{etarra ass stanc
mare of the time 0 nvestrgar]or hmse It 1S on% e
chted that the average cost Ao t P armaceutical co pany of a
nical study has Incréased and Is continuing to rise.

Question of Qualrfrcatrons of Investigators for Drug Testing

The regulatrons do not give us an %nswer to ?ne of tﬂ ost
drﬁrcult %hstrons which theg ose: Wno .is (w]a led dr rurﬂ
test |n% at are the criteri rdetermrnrng IS: an
are ? uestions decro|ed FDA has %rvgn us [ittfe %dance
Certl |cat|0 I a specialty, aca emrc rank, hospifal Starf posi-
tions are all factors which'enter into the judgment of qualrfrcatron
but 1 know of many Reortrle with eminent namés in medicine who are
poor mvestrgators andthere are many young men just startrn%
aﬁeer In clipical in estrﬁatron ho have not et ecome known Dut

who by native intelligence d| igence, and d asiC ftraining are
We ualrfred As In every other field an mvestrgator |s best udgd
ﬁ/ |s pert ormance As you know from read ing the a|¥
there é)robab have been rare instances of falsrfrcatron 0 cIrnrcaI
records. It 1s; nevertheless, vgry easy to tell on examrnrngi an mvesth-
?ators Pan for research and the Case reports_ang analysis whic
ollow its conclusion whether he is truly "qualified. The” FDA has
INVESTIGATIONAL DRUG REGULATIONS page 155



aIwa S used these C“t%['a in ar%m formal wa%; élnd has Wetghed (1
rese rch reJ)%rtsa ord ﬂtoteltemal evidence of th%r uall
od nt| U to be the practi J:e and we oharran :
ctmca stu IS or te Industry  have used very muc
criferia. We are, hqwever, ti [) q Pour reﬂm emen[s sar[aj
emrﬁ] our critigque i orler Rres t ¢linical data 1n_olr
applications which will be acceptable to the physicians in the FDA.

One inte estm% XPrOdHCt of the regulahlons IS thahanumber
commerma 0t8a dz tions S runﬁ roughou e count
(erm g to provide researc ort harma uttc ams
the way rom sc(ee *ng to t XI ystu |es to ctmﬁa f atton

These are ?tﬁn well-sta arecom

doubt |
be fhelp 0 theemssneaaﬁflrrﬁsthlhlc?tr\élacr?not alor e, i

Advance Protocols of Research Required

3 The ne Iat| ns require that protocols of research be
g agd in adv nce!hot \ﬁe dru% m pan p(h h gsmstjw
gand BY ach Indi V|dua cmlma nm |sawas eS| abe
ﬁn asoe t eenastorou Inthe p a}stattsoud
ectlon to th |s oyIsion 1S t

gt ear that It
WI| Iea to Ios |t and that th clinician inag/ be torced t
carry out WhIC %xt\)erence FOVES unworhab ru tiswﬂ
We have een ssure owever, by the FDA that reasonable eX|
bility will be p itted, and |t SW|th ut sayin tat a 8
be ?bh one
of the FDA.

[
|nvest| ation wh DIOVES to ous a
Changes In protoco however, reqmre urt er notification
AIth gh our Iansf jnvesti \peatton must pe subga itted to the
EDA att tthecmlcal In stlgahlon IS mltt te us ar
ave re |ve #te or no comme t on“t ro a because
verwore start (n Washington as not ott n around reafd
em This 1S un ortunat Ine It de rlves uso the be ef|
men otthe FDA on esmtabtllt of urstu suntt ay
Sﬁt |a New Drug A |cat|0n It 15 hen a]m
they wer madeqfu e| some res ect |s to be Qedt
E%one period from ?grto cmtca dru%{rB/esttgatton fo t
ubmission of an NDA will be made more fruit an Interch ane
of Information and opmlon between the ph smtans in the mdustry
?d those In tt]ea erm/ F |se there WJ Inevitably be great 10ss
time and delay availability of new drugs.
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The FDA has drwrted clinica Idrurg?n i/aluatri)n into three art]
Staef ernrt trra In a. Tew al_people to etermr etg
able dose an tehmme late efrects; I, the Tirst limite
rrasrn(J atrents to obtain some hint ofe and Stage 111, the
ﬁro o(ngse nsrve studies In rPorh tQ de |n ore ccurateg

%a%r( in v%rro S | catrons e nature an
mcrdenceo sree S, It has or mangﬁears ntecu tom in a
Lathgr Informal way to follow n]ars ence of events, put there

eenatene to Das rag from one staqe to another. The
new requlations ve emg 5)z¢ gel tudies n normal persons,
Erncet ese equire essP mrnar erncreasg In sych studies
as resulted | muchw er utilization of FISONers an 5 ent volun-
teer dﬁ as, Su Je % his may, at times, present unusual ethical and
edico-legal “problems.

Notrfrcatron of Patient
4 The next provision.is one which has caused a great.deal of
scu%gron and 3 Bate—pthe re urreme{tt tﬂat the atre f beggotnreg
t t] e Js. recerwnﬁ an rfnvest ational d q nh IJ gorpent
tecIrnrcran such notificatior 1S cqntrary 1o the est |nte est of the
Patrent r(]vestr ators, even prior tfo gassage of the present law
outinely notre the atrens nd, of CoUISE, now encounter no
dal dtronal roblems. hers ave found this requrrement a great
|ca’%to accurate druPn valuation, srncer IS l%ourld It gn trodlce a
arge subjective element fto the reporting o bot relief of symptoms
an

side e ect] This makes It more drffrcult to provide the objective
evidence wnich the FDA requires.

A particularly difficult problem is raised in double-blind studies,
where erther the physrcran nor the patient knows what drug is berng
a dministered. w can the rpﬁtre t grve Informed consent if th

octor cannot teII mwhethe e I gétting an mvestgatrona dryg,
an old ?rB Hto ook like, It, ora[paceo T course, t
atrent cou dh e tol tt at he t|)s| orbng tot ?h one or alnothero these

IS case he might reasonably”object to the possibility of receivin

\acebo whrch cg@ld not poss have any re%? ect%nhrs |ﬁnessg
wever the placebo controIIed oubIe bI|nd technro]ue has recerve
great deal 0 emphasis by the FDA. This In turn has created con-
flict with the qual requrrement that drugs shered In Interstate
commerce be labeled In such a way as to Indicate their composjtion.
Such a provision has been in the Taw for many years and, in spite of
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it. double- bIrnd studies have been carried out. However, the problem
has been brou ht In shar relief dunng recertmont t]ere are
nev rtheless, Ways of com ¥|nqw|| [%Li (Jons n labeling and
ttesme 'tim rovr rruly double-blind studies.  However,
they are both tedious an mbersome.

Burden of Record Keeprn

ecord keeping. both as to the effects of investigatjonal
()§of{ts§eﬁﬂ ! (f gr

drug an ISpOSItion IS now re o er If we
8 un(tredd es atqtn onc usron otN hs rnvestr-

send a ochor oe]

gatron he shoul vearecor ndicatin man) ot se a\{

een u?ﬂ he s ud return to us the se Jtort on, an sho

regort the erfects in each patient. prov 5\ons areaus
H[eo rotectrﬂn In caseadru |s foun armful._since |t sten

ossr to trac outstandrnl% g sa o retpeve 0 estro
t does, owev(e rovr an ur (en of recor kee in
WhhchtePhsrcras 0 %wastaetokrnl Mos |m aﬁr
the requirement t at her quate recorﬁts of the ec
ru on ach pateint. 1f a doctor [ﬁpeated 1o furnish adequate
[ P rn edec are unacceptanle as a mv&strgator an no
0 eregrbet [eceIve rnvest ational ?rus asaways eeN
cuttw eguate comﬁ et reports fro ﬁ]hgsrcrans since thelr
cretarra acr tr are Hrsua \i axeﬂ and their own recorqs are

often In a.sort 0 |IIe ble medical shorthand, However, |, welcome
thrs rovision of heI sjnce ét alds us asweII asteFee tr(n ngakrn%

curate eVa atron 'of a dru longer
|m [essions. WhIC Ynot %acke(f datd and we hav tﬁ
a

uthority of the federal government in dema ding complete reports
?rom ea frnrcran oneact'?patrent?te hastreateH g comp P

6) The regulations grohrbrt he use of mvestr&atronal dru?
texce t fordbona fide nve trgatrona purp osest : A tac exce tion
IS 1S made for emergency Zases where a patient may be gyl
ISease for which a d? gtrll In the mvest?%atronal sYage |sytﬂg best
treatment In suc acase We are permrtte 0 make Immediate ship-
(r)r}egtcanarto rtr Qut the ae esr\(/)rgorlé gter otFuréttrrer)mri{rel trt]treetreantnéent
uch an indivi 1S 00yI0| Iny
([ratron Yet we wﬂ\ not be crrtrcrzett r}or Fr)natnn pélru avar a%ﬁ
\})ossr ?/save a life, However, the FDA does fownﬂ tsutﬂﬁ ﬁ
Investigatjonal drugs to marginal mvestrgators whose chie
IS to Mmake the Investigational drug better known to the medrcal
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Brofessron [)ort marketrng There halve no doub} been at&r?F P
IS respec litte gglatrcinsaso ma|<e It far more t
ocarr out a legitimate, bro scaedﬁr evaluation, since hrs ma
ISinter rete as emr romotional frrbutron Yet suc
sca mves gatronsoten ave a reat value Afew £ases care rg
Hg led wr rtr true, Bvre erta I]oes of r ormatro
ectrve?/ arig% ro ser]ve ?r e asua v%r gess
etre nel encg ene ?%and []m ects can on eter
Ined on a broad statistic asrs T ewr er yse of iny sllr atroqa
rugs once the are proved sare and pro hab &ye ectrve shou not
ndereq, provl(e the |resu ts of such use ar reporte Once a rug
IS 0 tpe ma[) 0se contact with the. srcrans using It an
[are erne] nces. There is, teretore, a réal plac

et
eir experie
for brpac-scale st ng %(Ee?r may #)(%}nt out the existence of unusua?
srdee ects or establish the degree of efficacy.

. avrn mdrcated cert |ns frc areas in Whl(‘ﬁ] tthew requla-
tions ave ltere thhe c0 uct ru res arhI ould like to gornt
out what | consider to be their more g era BCts,

More General Effects of New Regulations

First, there rs Irttle doubt #hat ere i sorﬂe inconvenience to
investiga Eors This has made a few cli nrcanswrt order”r}] e Interest
In the |ed0fdruﬁ evaluation drop outo It and may well nave kept
others rom enteri

Secondly,. the new regulatro S reﬂurre paRer filing and |record
kee In ee "I Investioati qano P fora hew use rrnater
of a new one H t as'they do for mitiating the evaIuatrodrf?
H rgwcom Asarrgethese requrr} ents are not gifficult
| but, nevertheless. this does nﬁ)revgntt e IH egendentr Vestl-
gator rom h% t|r¥ OWin educated hunch, new Jine of
eason ance opserv. |o w Ich may op(en up. an entirely new
area 0 erea Hsefu ness. For |r}stance a grntro uced” some
earsaP s an adjunct to th euse enicillin was. found to em
ore valuable In Hreatmerﬁo gout, It 1s ntrrely 0SSl et
under the present requlations this use might not ave feen consrdere
robable nou?h to gustrfy even a_modest amount of paBer work.
hug, we may fose th |mportanllfrur ofserendrprtyfoundrr M}
mg faint leads or mturtrons Also, there are certain products w
aré of interest to only a few people either for academrc pUrposes or
the treatment of rare” conditions.” The average pharmaceutical com-
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Pany now does, not find it possible to cater to %uch interests, since
he “effort re %\nre (JS almost as great as that for a large volume,
highly profitable product.

Investment of Time and Money Increased

Above all, the regulations, do i |n rease the e gth of time neces-
ar introduce a. drug. | doupt it many people’ realize how lo
th ta es, even under emost avora circumstances. Fromt
time a new chemical structure 1 envisaged to its actua Mnthesls ma
take several mo ns or eve cca3|on year rst u
roduced I us sos that |t| oI Su |C|ent to

Intest |nt ac vity. 0 es

unn enou er evaluatfon |n n|m euse

n Ute to |c ThIS may ta eano ert ree r our mont

e data up fq t |s oint are Tavorable, larger amounts are needed
hrontc toxicity testing and for earl c Ical experiments, a|r
arge amRunts of material at high cost maé be re uned and aRoth [

WL L abtta L

“thvnot make % his In

cost OLéld be prohiditive an ﬁ E stified until we have

Some In lcatlo we are on fhe n t frac e subacute. toxicit

pnorto gtvg dryg eventot stlnuman being regunsoxwees
e 0 dmn] IStration to an| severa| weeks for

eva uation of results. After the

Irstclinica anarm ﬂg W |3]
tak 85 two or th re r]tont st]o complete, ong mus itiofal anim
studies prior to |na ntca eval at|on The avera% rug Is then n
the clinic for anywh ere from a Xear and o? half to three or” four years
before a new drug application can be file

From the time of f|||n% the. new dﬁug ap OPhcatl%n until the first
PI from the FDA 15 another six months, and It |? € rare exception
dru tg e accepted on first subm|53|on Refi mo with oorrectton
of origin e|C|enC| S ma oc?ur In three to six months, and we ma
then] etaftga ap grovaltom our to SIx month? Iate{ After rov
New g EPlloatlon Preparatton for full-sc epP uct OB
quently takes another two or three months. It is onIyt en tnat one eglns
to get ome retorn on the syccessive Investments of time and money
From the |n|t|a oncePtton In the SCi nttfts mind to aHJpearanceo a
[ﬁroduct on th e market ma eaS| Ive years and often | onger
he substantial investments of tme and money make It more
more difficult for small companies to enter the “pharmaceutical field
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or to st |n it unless tf] have heen sofortun%te as to hit on%maor
[ e

success roduct early’ In their career egislation bear P]g
enﬁtor Ke auver’s name has not lowered drug costs nor helped t
small manuracturer.

Even m elm ortan{, the public may on (fccaswn be (fmed the
Hse of valuable adents for t grevep)tln alleviation, and cure. 0
S or Qe Serla |me cons |Eg

f%ec%sses of) En’]‘ arc]iyvem Onrffent 33 fff th} mw e unavol
ﬁut We shou é]gn t unnecessarily add to t@at ich Is Inherent In t
|sc0ver¥ H uate testnc] t%lsvalu% e New dru9 Efe FDA,

|.am sure, oes.not. wish é eoptportunlt es.and tempta-
tions 10 procrastmatl%n ana, in ec|3|on OWEVET, are great. A reasop-

ble gace can e maintained b}/l In |stence on the most ra |cf
evaluation and% FJ/SIOP consistent with sa eta/r thels present period 0

Fhustment IS (anﬂ exasper P manufacturer, thg
ical Investi tor an offic communication an

|
cooperation In all phases e l dev%c ent and testing process,
We Ean eep it roFr)n also emg cosﬂy tot grff]ealth of the ng'h[f -
e en

WIDE RANGE OF SOCIAL SERVICES AVAILABLE
TO PREVENT ALCOHOLISM

Public welfare departments have been ur?ed to provide, a_ wide
range of social serwces to help 8revent alcoholism or to minimize Its
damaging effects on the am|¥ ommissioner Ellen Winston, We|fare
Administration, Department of Health, Education and Welfare, pointed
out in a recent letter to state welfare directors that the federal govern-
ment may pay 75 per cent of the cost of furnishing rehabilitative and
preventlve services to fam|I|es and individuals whose Social and economic
con |t|ons mag contrihute to alc?lhohsm

omm|53| ner Winston called attention to a new leaflet which
suggests the kinds of specialized services that local public welfare
de ?artments can provide under the 75 per cent matching arrangement
authorized in the Social Security Amendments of 1962, These services
have “particular relevance to families in which alcoholism s, or 15 likely
to become, aProbIem she said.

The Teaflet “Alconolism—A Preventive Approach Through Pro-
grams of the Welfare Administratign,” points out that the ro lem of
alcé)hollsm affect rich and poor E|ke hat it Wast faml an’g

to th e num ers_receiving public asswtance an IS res onsible for

numper of cases of abuse an lect of ¢ |d1en It also notes that
aco 0|sm among parents contrl tes to family breakdown and to
juveme dellnquency and that it complicates the problems of caring for
and %Ot(fw go er ersonchase for 5 cents per copy from the S
tendent of Docu ents nited States r230 ernme)rf/t Printing L@Fﬁce,
Washington 25, D. C.
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Labeling of Proprietary Products-
Current Problems

By WILLIAM F. WEIGEL

The Author, of the New York City Law Firm of
Rogers, Hoge & Hills, Delivered This Talk at
the Annual Research and Scientific Develop-
ment Conference of the Proprietary Associa-
tion in New York City on December 5, 1963.

T HAS NOW BEEN MORE THAN A YEAR since the] enac(s
ment of the Kefquver-Harrls aﬁne?dments to Le Federal Foo
Dru and. Cosmetic Act. As a ou must know, It has been a
ear o ' considerable activity in the dr 3 Industry, as well as one of
onfusron an uncerta}ht It would b8 nice to"be able to say t]hat
We now know Just whefe we a]re la where_we are ornq
hQwever, IS an ossrbr rtu The Food and Dr Administration 15
Btrll In tr]e ngatrh requlations. ome of ese have
een challe e ust er %ovetrnment nor In st gpur
ort to kno eentrree act or mea % the 2 law. | rone
eeI ess certarn boutm own compr sion of t elaw ha dr
#[ust er Its énactment, %stateo affairs In the
ust e descrr as a hit ¢ aotre erthﬁ eis e d
unction u ras stemo ﬁW and we must earnw at the law 'ﬁ an
nduct our busr esses within 1ts 1r a ework. Tog man od:te In
%88906 entso ern ustr seem or et that Congr vr?e 55 \ gass
1% law and co rnu r smersasrfrt re i

d
|n\9v Itstrme 0 rearze att twa ost and, even thoughth
Is unsatisractory, It Is neverthe sthe aw.

. at does all of thi mento the ropriet ustry? At the
| eoP the eﬂactment 0? eTayver- aErrp etre){t It smug.

l‘ettat We ad escaped the brunt Henew aw. We (ot our
Igoran Lat er” clayse: we avoided formula disclosure; we were exemg ted
fiom the new advertising requirements; we prevented an exten
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of factory inspection in proprietary plants, although we had agreed
to acce cons deratﬂe e tenEron ¥Np Were chaged In tne reﬁurre

B (ﬂemarketrnrq showrng of eftectivengss qn our new p{ ﬁ
ut by-and-large Prop etarymdrcr es are effective and, we'felt that
Since ‘we mus Eove It ho stay on the mar t]we could rve |t to
getPn the market. It thus notaPeartattene %
would e ectuatﬁ ry rB éor canges (e proprietary . ing st
That, however ot begn the cae The drug. Industry is an |n
rated Inaustry and cannot e neat se re ated”into pro rret g/
[eSCri trr%ns ments. ang man atresare enga
1dctro bot tyé)es of prodycts. The promotion a |str

of many. ovey-t %unter specilities mo nearly. resemble those 0
rctrescrr troq |temﬁt ntoseo Br%prreta me |crn? here IS a
onstant thoug per aps not.ablndant, S |tch|n% products frohm
one catedor ggohr Ethical manufacturers are loo mg
RroRrr taries to a a(rlrty to t]herr usrpesses And, the eP e{)rretar¥

uacturers are o mg ee iIcal manufacturers s ma&o
source 0 ? Ero cts f r future In eﬁsence W ta ects one
seﬂment of thiS, Industry J of necessity have an effect on every
other segment of the Inddstry.

Manner of Interpretatlon Changes

The law with resBect to the Iabelrn% Mprretar medicines has
not ungergone any. substantial change the pass gg ﬂf the 1938
Act.  The’manner in which, that gvr) as been mterprﬁt OWeVEr, IS
constany an Ing and wil ? continue tocane Basr all
the. 0o %act 15 a labeling statute and virjual Frg In
whrcha ectsa g product directly or indirectly affects the fabelin
Lab(elrn consists of uch ore than the jnformative label that
lace on our r[)ro uct before it moves, m) rrterstate co"r rcF
8?@ ) of the Federal Act defines “labeli % as “a a
t rwrrt Prrnted or graphic atter% upon any artrceor
?rts contal 3 agrr) 1S, 0r (2). acco anyrng stch article,”
Te atter gartot efin é P Ven a rg ad mter et
tion. Otths een construe t P romoti na erra
Euse e]t or near the dfo Int of Sale W ete) Lnot It BEEd wrt
the article, thasndedanu ber of books whic e en Use
0 gromﬂe te the sale 0 H rticle, even where the artic was not
Spe rfrcaymeptrgned In t ﬁnd even where the ﬁo A
prepared, supplied or endorse bytemanufacturer |t has include
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in-store promo |on material and counter displays, even though the
ere noi %vk// @e m nu?acturer antt %v N thou%h ?tegmantY
le involvin zi

|
acturer g/ﬁo e of. their use, .In g recent ﬁa
vrtamrn and mineral preparation contarnrn 0 romotio

a
leaflets were ?hrﬁaeﬁ Inferstate toasa ent fwo mon rPrror
a separate 0 ent oJ the ru to the same ag
ﬁ Ig contarned certa Pect to
the ru Even thoug ere as no chI enet at the eaf f 8

ale of th the court of appeals h

gVer d to promo gtl
that ey oo strt te srrécet Were 0bviou mten e
Sprved o other purase.
tates has

to promote the saeo aﬁe
3 éBreme Cour]t of the Unrte een asked tﬂ revreWt
there has not as yet been ar%c{n{ﬂgatr% ter it will.

alse and misleagn crms Wi

:r_D—D—
—C» D

ISion, bu vr
The ae decrsros“nt uBa portﬁnt ould e orge n
. Event y abel, package Inserts, advertising an te
l]eare correct an o[?(er I eVery respect, your Pro uct. m e
eless bec?me misbranded .and subr eCt t0 Seizure b vrrtti the
romotion materralu |n conne trﬁn with It You will not be
bsolved from re ec se the material is not ur own,
ut has been re or su pre some ovrzeaﬁ!] us ret wrt
our. kno Nor, I, |t essar the m erra Itself
mov In inf erstate ommerce If the rug drticle has. tou? r//oit
are all anxrgus to ave ou& roduch romoted at the reAar eve

g?u snould e careful to Hta e sure t % are ﬁware al approve
the materials to be used In connection with suc promotion.

Th Hurrsdrctron of the FDA, ﬁs you can see, has been extendeq
Xthe 0ad Interpretation WhICh a been given to thie rm “label-
% This raises a rluestron as ver fre%t\rent dy een ake(f

cernrng the respec |ve uris |ct|ons of t the Fegera
Trae ommission.  Theoretically the answer 1 a simple one—FDA
has jurisdiction over Iabelrn? and FTC has Jurrsdrctr N over adver-
trsrn% The 1962 Amendments howeversecr ically withdrew FTC’s
rr |ct|on Over prescrrrrtron dru%advertr % NO such change was
ae with respect to_ the adveftising of g the-counter  drugs—
ert er ethical or proprigtary. AIthough the distinction 1s simple in
theory, 1t_becomes. quite, Complex 1 reality.  Either agency can
alroba yfrndabasrs for jurisdiction, If it has a ming to o s0. As
e haye seen, FDA has extended its Jurisdiction by a liberal construc-
tion of what constrtut S Iabelrn? It has also exerted jurisdiction
over false advertising by employing its so-called “squeeze play.”
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Roles of FDA and FTC Sometimes Overlap

It has been the position of FDA that {f a false claim is made for
adru In an dvetsemet It 15 Im ?]srbe 0 write a% %uate direc-
trons ?]r u(f orteartrce un er uch conditions. Thu contens
ru IS mishran e] the oth er and the FT Crs ealous
o As OWnN ur Erctr n and nas tah en ste e |twth es ect
3 ﬁ)osr flon that vrrt aI so consfl-
tutes vertrsrn which 1S Ltscnpern n cours e om IS-
sion has placec ami W ah Interpretation on what | ds alse
advertisement,” partictlarly with respect to proprietary medicine.

We, thus, have overlapping,. and. on occasion, copcurrent juris

diction by FD and FC T | S % artcuIarRr satrstajcton{

srtua ntorte manu cturer or t g ulator rTrencres
ethata tswr be aet mvestt%eorteo er agenc

dru Ssoe J:rfrrs(ﬁ |cuf tz)S hraeS rc?e\rr]vh0 ence caseFo% re?&tf%tﬂé
W ul rtP o

and'It ohah H nP ern |vr ah sophies of t
Eersonne attﬁetrme the meantime we will have to concern our-
elves with both agencies.

has been a gr}eat deal of (iontusron with respect t? the
ran erc uses” In‘the 1962 dru% aw. In the future your abel
|g r epend to q great eﬁent Upo Betner r not you' can claim
g N atn protection.  This was rr)ro ably the m st |mPortant
P é e new aw as far as pr v{?retar manufacturerT e _con-
cerned. - The FDA has ong sought wh 8 ounts to complete licens-
n contro over drug Rro ucts.” The 19%2 Act v%ave ItItS desrred
control ovehprescrr drus the arpen ed .ne ruoq procedures,
reﬂurrrng rmative a rova strengt ened its contrdl “over new
antr otic cerfification amotints_ fo a rcensrng prc? e ure
U sbcontarnrng anr |ot|s an |nvest| ational d % re |n|telry
|cen statute”an 08{ tar ICIngs, howeve
avol e or the time ber g—t e fate Of lice srn y Virtue of its
g% ath ercau]soes réady FDA is, in mny |non attemPtrn
% g ﬁass the obvious rntent of Congress and ren er the “q
atheér clause™ a meaningless nulli
th

The two grandfather clauses >na\re beenqref rreit to as the absolute
Btgvrsron d°the “twg yea rovision. The ansolute, grovrsron fro
l0es, In etfect, that, If a té was on the market rioy, 0. the
nactment, was not'a new ﬁ nor %Jvered effective
New Drug Application], it will not be considere a new ug
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even thﬂ ﬂh its effecti enessm tbe eneraII rec nrzed s? Iong
aenoc es are ern the db% ﬂ] rto chall ean]
e effectiveness, 0 scov re IS ¢ use A must rBstrtu
co It proceer aa/ ser re alleqwgt drug fo pe mis-
an ee\ anﬁ barden of proving the lack of ﬁctre
eon effect, %h av(er%/ ortatone of the grandfather
causer to marnt nt t burde roof on the. government,  Con-
[)rarX opular belief, B ay not {na] rket ife ectrve roducts
e use t eY are covered th e grandf ther cauFe They are, as

ayS, subject to seizure and the ‘manfacturer 1S liable under other
sanctions of the Act

Personal or General?

One of the first questr ns t0 aris un?]er the grandfather clause
w s whether It hwas ersona or %ene{ That 1 f0°say Ht one take
vantaﬁe of his co petrtorsg ather rot ction. ~ The answer tn
my opinion, 1S % DA as In rcatd that It %oncus in this
Inter retatron although for some reason It seemst? h uctant to
sa J) ftere IS a product on the marléet cover% x 1S 3nsol| utri
9 niatherc Hse may marketannro uct of substantiall entrc
ormu at é)n and make thesame claims for It without going throug
the new drug procedures.

When Is Loss of Grandfather Protection Jeopardized

Anoth fre ent ustr n relates to the extent to whic
ne ma ormua abe Ithout eo r zrn ansso
d rotectron The FDA as Indica ma
B rt an¥ uc chan L ﬁtter?hw onsequentra Therf

ecauseo eserrous ess of the Ti ved, [ strongly urge each
(h ygtrego consult your own counsel before makrng any decisions In
It seems to me that, it asnot the intent of Congress. to freeze
alﬁstaﬁrshed Bro UCts in thelr q 8rma IWthe\r present
ﬁ q Improvements can an sou e made. It would B?
that hind rs excipients an be can ed,. comparanle
%co nrée %[ lents ma esu st|tut the or of In re |ent
ca grov e

g 0 not result in a f1 roduct abeling changes ma
emade? vided that they ogot onsist of the recommendation of
new or different uses. It"would appear that the trademark may be
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ed new qr different arnrn e Ioe irections, varje
ast grug IS Intended sorqe p gle (Pertesame Iah lrng

con ons
Drugs whh:h were subject to new étru control at the trme fthe
enactrnea e new Act Were ranb ? [

ﬁ -Vear %race #
%wrc eman cturermaz ot be called B rove effectve-
Q sto F ourse ﬁ lzure may pe i randin
urrngtat ero ut stc acourseb PA IS not IKe Exceg
rn motunu ual circumstances. ‘h dy put a n h
acturer on.notice that they will be ca ugon to ro t]err

evr ence of gffectiveness on Octoner 9. 1964, IP/ur proQu 51 ave
an ND with respect to safety, ut /ou 00 no nowweet merfor A

call upon you for e ectrv ness data, you may ask
ctvrsoryorp [}ormal opinion at this time. Y y

The bjg question under this two-year grandfather clause relat es
to those o'r%qs W r'h went throu%ﬁ }the rg w dru Iprocecfures
were not corisidere new drugs” on]
FDA contendst at such rugs are% %ered rtwo earsoy
An extremely tech nca rnte retatf]n of the statute mi tsu{P ort
this no |tron but| onot eevet at common seneorteco res-
sion rsor I that Irt\%atr \M be necess
ethrs uestion. however ou hat

res % ear gn mrrf]
VI rtrgatro can only termrnew hastebur en of proof, since

drugs must be, as tiiey always have been, effective,

As a cn]rollar[y to 1fs Rosrtron on old ‘new drugs,” FDA nas
announced that 1t feels it has the rr%ht 0 prO%eed a a]nst another
manu actgrers brand of tge same drllg, even nn edrug

cons to be an OA & when |sH)artrcw rand was, first
marketed. | fail to find any Statutory authority for this proposrtron

The exrst ce or nexr ece of, the nd ather clause is on\/v
one as ect of emo ermrnrn et er or not you have
drug.” o man rovr lons 0 h 19% fAc are
restrrcted Ao rescription rugst at nr% of us over ook the Tact that
ene V\Pro Bsrons ar th ited. Ero rrea manurac-
tyrers av% S een aw re of the Tact th ct must pe
e ectéve ot FTC hav |m resse ont em orte
past 2 ﬁrs Now owe er wit outsterymay ave fo
convincg the FDA rather anacourto hrst case
It one oshavea new drug, tetrﬂt effort an expeneo g
through'the new drug procedures will often not be justified,
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Ong i ettg sure that he has 2 real winner.” The smaII roprietar
anuf cturrmay never be In rI)osrtroH under present law to mtl‘ﬁ

- iL trere%Bta e it g
116

Since a wmatrve Prov cure 8 new gs from
FDA the clajms Tor suc druga ar§ consrderaj*curta and one
iSadvantage Wit respect to a

bepace af a com etrtve i
ered com etrtor FDA ?shown an-alarming tenden ate
|sda|n seI nos 5 and self edreatron hus those? ou who
{ 0o th rou rﬁﬁroce Hres are like to? rP rom
ma |n certar we estab ed and accepted claims for those pro Ucts.

CRTE D
alse orm a r st (Juate 0jrectio
9 “r%ee%tedtﬁrﬁtets ata'eét by hTEo%S “at‘t tttt W anCdWh
dp raﬁ Trade Com |ssrdp Act rovd% that | geter ? I whettrer
eling or advertising 1s false or. mis ead ng, there wi ken Int 0
oun not. only the Tepresentations mage or su ste ut also t
ure to disclose ate acts In the light of res tatrons
|s he ba epesn fror out s cale mative
drsc S een In'the law for 25 rs Ut 1t.nas on een
recet at FT “has qo nea outto estah s sown interpretations
rOVisIo As one of t ISSI0Ners was re

A i atrve disclosur

e e Mty b

wmatwe disc o ure
when |t aﬁplres tow rnrr}ga and e\%thréatn]drcat ns when they are neces

sar for tecrn ers. am ssrn |st 0

tion that on a goad portion o |s adver srn ar
fo tell the ublrct at rs rod ctIs ea not as good as he sa srt IS,
hrs nﬁy e Justified In fare nstances, ut not, i my opinion, “as a

It IS Frﬁrcult to tell just how, far the regulator ?encres or the
caurts will go In requiring such artirmative statements. If your product
will only bé eﬁectrve in & small percentage of the eases demonstratin
the s mPtoms PurPf?r t 10 arfect, you mag have 0 s Pf
eonsu It 15 not sufficient to state that ur roduet wr he P
alleviate § m toms, If they are caused apar icyl ar actor You er
grobabl Ve to g orfurth rangd a?vrs emt aththe sx\ma{a ms usuall
e not'the resulto that particular factor. Both FDA and FTC evi-
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entl w | like to extend this hrIo hy, but | dont think that
ey%re Hy to he qu)tte t(hat successfu p%eepttrn extreme Cases.

Proposed Vitamin Regulation

The brgr rPush for affirmative ddsclos re seems to be an outgrowth
of the gﬂ]v mentscurrent attrttr]ewrt respect to vitamin prepara-
tions, The re uIaAor rlcres e taken the position 1that most
geople do not eed t G|oﬁme t their diets by the use of vitamins
nd. minerals. | am aavis this thin B IS asdugado Frroneous
su ec IV |mp essions, not Su st?ntrate sQun 1cal 0 |n|on
dt essteFDA made a dattemri to |mpeme[tt 1ts Vitam|
crusa b2 ‘labe mi; requla

roPosrn on June 131 10nS Un er
ectron4 These pr?Pose requlatrons proscr|
teus of crta(q %redregts and mrt mounts ofot ers wh|
ant erH e ese dietar sbr\%) ﬁingnt re raétons Fo '}J
or” over-t ounter reParatros ar 1zed P
wouI Ictate thelr com%s lon This IS done unde uIse of labe rnﬂ
gatron | understand that the |proRosed reigu atro re met wit
a] uge. of criticism andlto date FD hast en no er ac“o
Lfrt |s|s cesstul In Its %noeavors OWEVer, tere Wi ea
Very substantia aanre In tt] Iﬁt of groprr%tarly letar sugg) -
h producswou ave 10 ch ngle elr formulag, come
% tor oo (nrefcrrptrn asIS. “This IS anot er rnstancri
te ren t0 place’ what amounts to |icensing contro
over manu actu rs o ro rreta items, 1n 0 posrtron to"the pro-
0sed egu atro ent osrton tha a.ma ufact rhas
erl oma tan oodo srtrs erts JB
Iarms aecan esupporte

IS truthful and n FormAtive ant
competent proof.

Labeling of Antibiotics

As most of ou know he field of ant brotrcs Is another rea here
overnment h m to control t roduct t rou
ower to requ ate Asaresuto |tsa t to cert a
nti |ot|c noont oI thec 0 |t|on and labeling of combina-
flo |ncr |nterest o the reSCri tlon
|n usr Ahas r os to ban the use of anttbiotics.in combing-
h anal |cs fances, decon esants antihistaminics, or oa-
ﬂ? or use | te Je |ee symptoms an reventrono oo[i:

ications
e Tecommentaors of 2 gl of mebca elpone whi %?ir%h%’%
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found Ehat there 15 no acceptaple evidence thatg antibiotic is, of
%n y V@ ne in 5 e freatment of the common cold Or In preven rnlg
acterra comp rcatrons I Xatrents with oommon co s who are othe
Wise eat&/ 1S (attem pting to tell the doctor how to
Rractrce m? Icine an abdw at meajcations hIs patients may rteeﬁ!ve This

%s Very Tar-reac neg hmoP catrons In the proprietar If the
g siclan 1S Inc of dia n03| %and re crl rng e 8an certarn?/
ct_compara eattackso self r] is and self-medication. A
re 8/FDA as.threatened with re romt e mar et man over
%unter antrbé érc gontamrn ussu stro ?f
mout washes and deo orantso the grounds o %Hestronabe CFctre
FSS Since antibiotic certification IS not mcIuIQ ran father
clause, FDA may. question fne e ectrvenﬁss or suc prlsolg cﬁ)sr r?outc '[ISS

hme Unless one |s In a pasition to Prove 1S clai

e must give serious consideration to a revision of t

Oeofthﬁ most perplexin IabeIrn obIemsf thepo]orret

manufacturer has not emanate roma ange Int aw trat
V\Ponamore VIQOrous enforcement o %Iaw 1re ertoteac}1
th re Igeetto ecfo grcuous ess of eIrng in ornhatr n whic
eena ajor are? recent enforcement. Baically the Jaw grov es
that all required abeL Infor a on must appear Jna ain Q con-

SRICUIOUS annerr] 50 t |t 15 likely. tq be re understoo OH
ould review his aﬁ

r}o m Inate hose ractices WhIC
not satisfy the law. %tro e sych thinds sprrndrnﬂ
thoni on he hgck of the so the e rea ro

gurd mo mgterm‘orHra lon on astcco ners W\thOUt
use(i oontrasthng 00 or?ﬁ the use un ustr sma rmtm
nre at, heSIZF e label. Th st Vrr nraa
n(n? vania, have also ban active in this |edan vrousy

ook forward o more regu ation and enforcement at bot IeveIs

abeJ nr?uhnnd r(he past yearmSTVh/ere reeﬁh%rggretary r?ohh A K
will be more to come. Before | cose I woud e to ma rre
ention o a few things.we can expect In 1 ec n certainly look
ward to more re?ea fion and not less. We are face fyr/éthn mg

f orfs 10 enact at Teast t over mport nt receso eraj
nrsatron Teso cae In-Packa or Hart Bl
acted would gr e(FT an FPﬁ}he r| i]o |ct# re uatron
every aspect o ac I%rng nd abelin ective ecourse
to the courts. sal to extend some o the provisions of
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the

%8%6”[]]%#0? MISUSE or acc%ﬂg

Irs
pro

i SR S RS e
a mP%sao to%ether \?I pTrtmﬁ

o

Ing. In, your

[
Bad n ormaﬂ?n. The resuqtm aneling and products lia

lems are appalling to contemplate.

EFFECTIVE TREATMENT OF SCHIZOPHRENIA

_New evidence of marked efficacy of drqu in the treatment of
schizophrenia has just been released” by Public Health Seryice and
collaborating scientists. The comprehensive stud)(], supported and directed
by the National Institute of Mental Health, Bethesda, Maryland, shows
that 95 per cent of drug-treated schizophrenics improved within six
weeks, Seventy-five per cént showed marked to moderate improvement,
according to results 'of the two and a half year study, reported in the
current iSsue of The Archives of General Psychiatry.

This is the first large-scale study in which acutely ill patients were
treated in varying types of psychiatric_hospitals. he¥ ranged from
small private hospitals to large State institutions. Altogether, the Insti-
tute’s Psychopharmacolog<yJ ervice Center enlisted nine hospitals for
this Collaborative Study “Group. Earlier studies have been limited to
hospitals of a single kind. o .

These results, coupled with the findings from other Institute research,
suggest these drugs will be highly. effective tools for treating schizo-
phrenics in comprehensive community mental health centers where the
emphasis 1S on rapid and early treatment near the patient’s home.

Patients jn the study were young schizophrenics averaging 28 years
of age, usually suffering either “their” first psychatic breakdown or’ first
hospitalization; and whom participating clinicians judged to be “markedly
Il More than 400 patients were given either. Chlorpromazine, two of
the newer phenothiazines (flupheniazine or thioridazing) or served as
controls and received no, dru%s. The phenothiazine family of drugs was
chosen because It contains the tranquilizers with the greatest potency.
Chlorpromazine is the oldest and most reliable drug of this type.

Other results of the study were: Nearly half of the improved patients
were rated as having no symptoms or onI% borderline illness at the end
of six weeks; the degree of improvement had not leveled off by the eng
of the study, indicating that improvement ﬁrobably was continuing, and
would have been oﬁserved |f the prﬂject ad ?(een longer; 23 per cent
of the patients In the_control group showed mar eg or moderate Improye-
ment when no specific drug treatment was used—this represents the
proportion of patients exi)ec ed to Improve with other standard forms
of hospital treatment; all three of the Phenothjazmes were equally
successful and showed a strong over-all effect against nearly all schizo-
Ph_remc symptoms; the drugs alleviated the symptoms of hallucinations,
hinking “or speech disorders, bizarre motor behavior, Inappropriate
emation, and helped |mlnrove personal relations—they were less effective
against_feelings ‘of guilt, delusions_ of grandeur, arid loss of memory;
alde effe%rt]s generally were mild, limitéd to drowsiness, dizziness and

ry mouth.
. The study has important implications for the treatment of mental
iliness, one of‘the nation’s major health problems.

t
[The En

nt
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The Small Drug Manufacturer

By WINTON B. RANKIN

This Paper Was Delivered at the National Mid-Year
Meeting of the Drug and Allied Products Guild, Inc., in
New York City on January 30, 1964. Mr. Rankin Is Assist-
ant Commissioner of the Food and Drug Administration.

HE DRUG COMPANY OF TODAY IS gune dlffe{ent from the

compa nY ahcentur ago. Then there were few manufac-
gres an§ ost pharmacists “compounde
they dispense

Here and there a pharmacist or physician who. became quite
skllleg n rmm tlng gr %e an mﬁﬁ |s roducts avalﬂali)l
to 0 { ese firms were the rerunners o ysglant ha J“
ceutlca Industr uY But even the most successful of these e ul?
?é)cml?raenlses would be classified by today’s standards as small man

Laboratory contro| was relatively inexact, but fortunately most
Bfthe roF Were e at,lv%l Inn cugus Tﬁebetter rmsﬁldYJset
est control measures availabe to them.

The drl#]s of t(n at day had been subJeched to.a form, of cllnl%al
trial throug Feca es Or even centuries’ of use An me ICInf

evelopmerit of new tnera eutic a%ents eprogresse at a snail’s Bace
g\r}gra%ee really new therapeutic ativance per generation was about

advance of ph rmaceutl al s ience Sf S0 slow that aa late
asWordWarIma £ SICIANS | oun It possible to practice medicine

Ule succe SU Ve asn]: dru S—Og{ ercury, (iumlne
Jta 5 an IO fne. UFSG'[ ai gesu:s anesthet

%fand
|t8xms ere elng demgo ed too even so the average doctor
relied upon less than & dozen drugs.
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New Era in Pharmaceutical Field

Then came a new era "] har ac ut|c?l develog ent. LaRorator
R b
el e e
nto ? [I bloom during tlwe 1 sand 1950°s ané ?s stq‘ with IOus :

The natjonal pure food and dru f 1938 helped pharmaceutical
houses to uttfﬁze a@vanc?ng sé}ence gro tzﬁ)l PEEp

é? The r}ew d{ secti nre mred manufacturers to prove their
new mar AH them. . To. mee%t IS erg io er
requirem ntt Irms had to add “more scientists 0 ﬁ I5ci

n asaresuttpey were |n? osition Olo reaparlc arves

the outpourings of new science from World Warll.

82 Under the fact?ry ins ectloH provisions added éo f?deral Iaw
in 1938 FDA \(/Yas ahle t? P wrljufacturers evT op muc
Improved methods of manufacturing and [aboratory contro

There Wer? aome who Felt that these ewe[ re%mrements Woulg
drive the smal acturers ou usiness, FDA recelve

re uests that S0 e?nec%ﬁmsm deve 0%? toa Iy less stringent
[(n%uwemenés 0t 5 an {0 ae large. A ?ou

*rom

acturer
w, we did not find It OES%)eattattlmet %ng e re
mer]sto m?ettesueo irm. However, this did not force t
small manu cl]urer ou% of bu?lnes On the contrar sonﬁ 0 te
P\ore SUCCESS lrms% toz1 were stru gl small manu-
acturers or d|BIr| tors in the early 1930 D B gernae
aanses ecause of the moresrm%ent requir ment? y nave
ma e rapid progress in the development and introduction of new drugs.
At that time new d ugs stil[ did nBt have %0 be proved effective
for the uses recom 8 e H el |fi ela Effectiveness Pften \Vas
established by the old method o trial and error In general practice.

Evaluation of New Products

The flood t| e of new roducts J % |red newer, better methads
ualn lc éc nce turned to St?tISth/
cal

of eva rt so m

WhIC rea ove erentiatin agdcaSSJ -
sease a nlca tr|aI otto £ on so 3tat|st|
q Igame WI esprea acce [ance It has e|n|t vant?]

overode procedures. 1t 15 p033| e to determing Inre atlvel
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time and oir reIatrv%I few sv Agcts whether dru%wrll do what its
Pnromot(er r:arm?1 ca[e él servations w%“ch Oit InVﬁS'[ lqators
uri ngd e controll rnvestrgatron Wi reveﬁ ?(t]ea er

frequency and assurance the undesired side effects of the new product.

The scientific caPabrlrty of determining a new, dru eﬁectrv Nness
and rlrenera recognition of the adv nta es 10 sochet)cv ch a deter-
mination befo[] roduct § mar ete ave orasr nrfr
cant event. The Ke auvr Harris ru ents of 192 re

anufacturers to test t elr new dru ectiveness as w
sa

e
thical conside atrosrn the clinical trial of dru —Io eco
IzsedEa \avnd accepted y t e meoP cal professron—were so re?Pected ﬂw

hl haIrdo drsaster in Eu ope arou?ed ﬁublrc |Bterest and it
0 ag asterte eenact ent of the new ﬂ ation, Htade on-
rte %crentrfrc ca abrlhg/ clrevrn% natt ProRose law asked

’f r\ or t ersators rthe President to agree that
e proposa d become fa

Less Stringent Requirements Put Small Manufacturer
at a Drsadvantage
mce 196 we ha e (ar%arn heard uestions about the possrbrlrt
owrnd e s a g m rt turer t0. meet less srrne
re ulrements the ar X\/ etpe Iclea IS attractive In S
Spects, It does ave obv awbac we accept the rrncr
at the Lgrovernment ap res eveg to the ar e manufacturer
h ?e re Olrements that re deeme necesste)r 1the Interest of ou |c
welbernﬁ r] 1ere IS Nno a rom the consumer’s
stan ornt foralowr small firm to eet esaer requrr ments which
ermit rugsh f un rove Wlt Inaglequate
ern to reach te ow oud a ma manutacturer
ros mte ret acer “his 8ompetrtors were magosrtro to
out in a ones fhat his drugs were sugpe(c)t be fruse t ﬁg
rﬁt have to meet I qfvernmen staqdards n balance,
Posar e adva?ta es to businesses .of adapting an PBI rn
F uate safety and ¢ ectrveqess rqu [)emﬁnt to”therr
Wou gear to be edreatyover adowed by the disadvantages toa
Segments of our soci

Cert inly we erI make ever effort to assist any manufa tur
Wwho needs Welp I meeting therqurrementso M% Hesou
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feel fre(e at any time tq call our attention to problems copfronting
him and to.s r%st possible solutions that can b But Int effect with-
out curtailing ecnsumer protectron mtende nder the law. We
contrn et IS 00r ﬁo dcg and wi %ome mdustr%/ gesenta
trves [ank, |n orm cussrons of the way that the federal
requrrements apP ¥to their products.
If it is not Teasible to IIow the small maﬂufa turer to m et
Lesser req Irements than hrs arére com etrtor at chance does
ave in to ays Ighly competitive Situation
| am willi rn t0 su %e%[ drhat he has just as. ml]!] hange as
before Strong ¢ m efit not bursé on us in this decade.
she[]e whe the 1938 Food, dD dp osmetic Act was assed
en tne orrglrnal pure, food an r as enacted in 1906, and
eore tq t 15 a characteristic o our emocr&rtrc socie

tails 0 tgcom etition may vary from one decade to another, but
Its presence does not.

Qualify, Rather Than Quantity Is Emphasrzed
The ar%rlrtg of a manufa%rurer to m ke a drrular significant co trr
1otrﬁn In the dru area ould seem to een %onteca
e screntrsts %m Qys than upon the num er ne has on the
aro% Last Novem JVa nevar Bush pojnted out that Whe
entific gro rams areH Cy opu r acc aim, we Inevitab
aeov[] asis on the spectacular. That IS ustwatwe
today (egg rgporr ant scientific a vances movrrw tod aLy are
Pt ea?yto understan teg/ ?re texwou n een accom
long ago. Dr. Bush alsd called attention to the facts that:
81 Te reat screntrﬂc steﬁs forward originate in the minds of
gifte screntrss not in the minds of promoters,
2tA man sitting at a desk and thinking is not an expensive
roposttion,
Hop The %rfted screntrtworlFrn H%[r the small compa eunr

VE sréy may arrive gt t eir(r)ro ou ?ndISC a\I/J%LP/TI SW?]Fn e A(Or

g Ifted” sclentist workin tr}e
OVery COIes, hrstory hows that the mechanism for applying it

the general good 1s mack.

Indust 's Suggestions Solicited

We helieve Ihenw W.is @ workable jnstrument. To put it into
effect successtully er require understanding, wisdom and coopera-
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tion on all aFa We want yo rsug eshons nd yo h}el and when
We can conclu ?that ne é uea groce ure wﬁ) ?ou suggest
wﬁ dthlnt ramework of the law and In the pu |c nteres we

. We have st adoPted fwo Su 9est|0hs mﬁde OIythe FDA Ad
wscgg/ tee on nvestlga Druqs chaired by Dr. Walter

Il o \ﬁ tg ecomm|te ste roce ures
t0 he earc inv stlgat S tﬁa[ hemic se S Ie Tearc
toods ncmc studies™an to them obtain osa ?rms
{ rugsarea commercially available for use sol ety%lsco H
c1nlca Investications. We agree t tthesfe steP e da R
regula]t%nlsn any way compromise the safeguards afforde

It is our view that a dru% ava|IabI for commernilal dlstrt)but on |3
aparhcular 0sage orm such as a tabJet orace\p?ue ma eatere
?another osade WRP rusef gasa ohtr? 8
inical investiga |ono anew without filing @ notice o ?a|me

mvestl ationa exemptlon or a new-drug or antibiotic application
COVriNg such shipment;

% 1)"If the new form has the same (%uahta Ive composition as,

(f Sp ed In the same wa a]n inistered 1IN no h| her
0sage than the ﬁro uct.co mergla Yava g e etthat cha %es
In manu ac%uret are in acco ma ua turm ract
ric dl gsc anges In coati g avorln and co gs m be em-
ployed &S necessary to ma the new orm asuna econtr agent;
2) If h ere |s acc eptable ewgence on Whl%h the ponﬁor has
conc g at th 3 os? orm 1 abi ed aB rwise
handled by the body like the Torm commercially availanle; an

A o e Sy
lorm d rea ?I P] g s‘a statement that this IS a control ardg
0r use oniy"1n Clinica te '[Iﬂ

aim for exe t|0 for the investigation in which, the
ggnttr07 |I be used nenaponpy report the source and nature of tp

h rovmops of the eX|Tst|né] requlations with re zgd
clinica 5% armaco ﬁf/p ases of a ru%fest §o aseslané rea r

ermit meSSIOB a general outling the? ases as the claim
ExemB o & asponsor could ‘meet this requirement
y submitting notice to
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(1) His intent to use the compound or compounds proposed for

ay,
2) The indentity. of the compound or compounds, together wit
the ggts tnat satfgy %im that the ggent may be Pusth‘%%ly g rr?mlrstereg
to man as Intended:

" gss)e dT'Qﬁ dpurpose of the use and the general program of activity

1) Appropriate background information, including a hrief state-
ent( %f [‘ﬁ‘% ﬁ1¥es,t|| ,atorgs .?%nu{l _tralnpng an epertience an
the nature of the Tacilities available to him.

Such a %ener outline would apply hoth to a%ents to be em-
Io&zf for stlentific research to study”normal funCtion or Iereq
odily. function jn man, and agents . n% ,emJ) oyed In eargcmlca
Investigations of ther?p utic ofentla linical ‘pharmacol gLy. Of
course,” other pﬁrts of the regulations, Such as the. é)atlent- nser“
gro Ision and 'the need for réporting adverse reactions would st

ppry.
Conclusion

No doupt a% We gain mare experience with dLhe new regulago S
ac%)gte un e( the Ke auver-Harr\ Drug}Amen ments, the need for
other desirable \mﬁroveme ts will beco eaf?garent., We are rea

to, work wit f'ﬂ |t%reste .ersor&s In an effort to improve the ag-
|n|?.traH0n of this a[]-reac mg ru Iayv %uch |n1po ?ment will
megﬁulfta(t:tﬁrecr%nsumer,tegover ment’and both small and Targe drug

It is, a pleasyre to meet with you today. We look forward t
conti ue.? thuaWy bene |§a wor ¥A/Hh theyDrug ané) A[ﬁey Prog-
ucts Guild, [The End]

DIVISION OF NEW DRUGS’ STAFF
INCREASED SUBSTANTIALLY

On March 24, 1964, George P. Larrick, Commissioner of Food and
Drugs, appeared before the Subcgmmittee on Inter(lq,overnmental Rela-
tion Otft e House Committee on Government Operations. He remarked
in part:

“In 1940 we had one medical officer working on new drugs; in
1950 we had two. | was jnteresteq recentl¥ when | saw a pictare of
our New Druq Branch staff taken in 1953, 1t consisted of two medical
officers, two clerks, and two chemists. In 1960 we still had only six
full-time and four part-time. medical officers. | am pleased to report
that today we have 41 full-time and three part-time medical officers in
our Division of New Drugs. Over half of them have been recryited
within the past 12 months,"We are beginning to establish a staff which
will be equal to the heavy responsibilities imposed upon us.”
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Products Liability Under the
Uniform Commercial Code |
New York and Other States

By WARREN FREEDMAN

Warren Freedman Is an Attorney at
Law with Offices in New York City.

niform commercg
B 8states ha aItere 7 of the tra itional notrons of rocf
ts ?(a Ijt %st been enalEd under eUhform SaespAct*

ween es hav rov srons Into
ﬁect an S tem?r%% § (?ate on Wﬁ] nthép Pcomes
effective In Yor etronaI states ave ne ewrse

Uniform Commercial Cade IS agvertise a acom ete revision
anr? moc!ernrzatrono the nr orm Sa esA rch sta ute had heen

ad 08 tistates Inclu n? awali and %ccor rnq
ab ity, particylar e extent that rt JJen S upon
eso warran sset ort rnt e Unitorm Sales Act. must now be

1 The states, adoptron date and effec- 1963 Geor%ra 1962, January 1964;
tive date are as follows: enns Ivanra aska, 196 Decem er 31 92 %w
3, Orrgrnal Version— Ju¥ 1054 or 19 eptemb er 4: Mic
nnsylv nia, 1959, 1958 Official Text, gian 9 2 Ja uarX 1964 1n diana,
960 Massachusetts 1957, Oc- 963 Ju % 1962: Tennessee 193
er 1 1958; Kent ch 1958, JuI 1, JuIy 4. West Virginia, 1963 u5y

0: Connectrcut 059, 'Ot er 964: Montana 1963, anuarg

1961; New Ham yshire, 1959, July 1 I\)lar land, 1963, Februar 4. C

~ Rhode. Island, 1960, January 2, |ornra 1963 Januar 1 1965 Wrscon
* Wyoming, 1961, Januargl 1962 sn 1963 g 965: “Maine, 1963,
ansas, 196 Januaryl 1962; New anuar 1196 Nebraska, 1963 March
ICO, anuar?/ ; 1965 and Missouri, 1963, Jul Z 1965.
July 1°1962; O & on 61 Sep Thg Uniform Sales Act was prom-
tember 9 C) klah oma 1961 De Igate by the National Conference of
cember 1, 1962 IMlinois, 1961, July 2, Commissioners on Uniform State Laws
1962; New Jersey, 1961, January I in 1906.
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carefullxclrewewed The seven warrant sectlogs (Sections 2-312 t?

2-318, Inclusive), In th? Um{orm Commer Ii?l Code present substantia
changesmt e present law of Products Liability.3
i Basic to arw review 5 is the | hnquwy whether Products liabiljty situa-
|ons are act cover? g/ eU.TC n27152 , reLat
to the. darages of th ?/er ma es |t a undant
co sequentia da ages of a se sbreai \%varranR/ cudﬁ *nw
{0 PEry on or proB f@ 0 I ately resu tlnq rom.arny preac
danty tC'[IOH eclares that any limitation ot consequ ntla
afla es or mgny eperson In ¢ase. of copsumer. goods” IS
rlm facle .un 03|on? Under Secnog -007 van S ee
carles are given rlg s Tor |n|4ur| ssustaéne g em e?au e of the
ers reé of w rraptx urther evigence 0f the of
{o personal. | UI’¥ an pro EI"([Q/ dma ec ansm out
o theueofa [0 ut | actt“ Iavvsaﬁllca e to warfa nty
aspects ave enera een repealed by enactment o the Code.
'Note that under Section 1-105(1 .Y, Personal
afflrrr(])a%veh;i stgpeseihe erclglr?tn of partcle)s UCC ’groperty Law
to a multistate transaction to choose  2-103 156
thelr own law, although that choice of  72-106(1) 82(1), 82(2)
%W is limited 'to gurlsdlctlons to which 50, 85
the transaction bears a “reasonable re-  575.,
o e O e B
2057807 pany, 2-2079)(b) 82, 84
4 “In New York, for example, Article 2-209
5 of the New York Personal Property  2-302
Law has been repealed. Thiswas the New  2-302(1)
York version of the Uniform Sales Act,  2-312 94
Relevant sections of the Code and  2.313 93, 95,97
the New York Personal Property Law 2-314, 2-314(2), Y
((jwhmh is repealed by the U. C.C)as  9314(3) 96(2
iscussed herein, are astollows 2315g Parsol 96%1%(4)(5)
ucC Property Law 2 %13126 Zféw
1-102(2 2-316(3)'
Hit %1 2-3172-317(c) 95,96
) 2-318
12011 156(2) 5259
L 2-607(3)(a) 130,150
- 2-607 (4
1-201(27 2-607{5)(a) 150(6 (7)7
502 2-114 150(6), 1
%%8% 2-715(2)(h) 150(7), 15
- 2-718
Soa) ™ D)o, L0
(), 9<7(c’) ' (Continued onfollowing page.)
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~ However, und rl¥|n both the Unrf%rrp Sales Actand the U. C. C,
rsab |c olic Ta rg%)osrtron o{ liability does no dtrest u(non an
{ Istribution . of oss In consume fS Cases

ura ete d
0SItion o jability arises, r upon €o cra acfices
d% neated by the |mpt/edJ intention of %e pa{) ties at tﬁe time g{ sale.

e applicability of the U. C._C, to products ljability is, however,
Irm*teg tortﬁ? sale of the rorﬁt £ Sectrp %102 dec arst jat rtrclr
2 0T the Unirorm Co mercial Code rrhrch Incidentally 1 the ngest
Article, c? ghstrrgoé) sevenII arts and a 104 sections; or a out ne-

gé‘&itﬁr (t)ranse%cironﬁ‘I ang pgtatttr}(t)%/:errletgatnosaS%eIg{a? clastes, of b xces

ms b the transaction to the sale of
goods 6and Section 2-204 er\n asrzesq the contractua%asrs ofe the sale.
Express Warranties

d impl ties are delineated in the Cod
i ) delsrr% i otvsagrt aiing and sySiemizin 'B?st‘cepﬁﬁct
@rrncr eust(t?? fu e en g radica ée artuS fom basrc

rabr Under Section 2-313 expres
arrantles m create é % rtrrm lon or Rromrse CE Sy
esc tron 5 sam or oﬁ ﬁreco% ition of € ‘ e

warra tres o pt|>r/)n and of sample does, however, revert to olde
(Footnote 4 continued.) diet Research, Inc. (2056 E, 4th Street,
Y.Personal  Cleveland. 15, Ohio). The average
UCC roperty Law jur;{ verdict throuqhout the nation n
2-119(3) all types of persond rnljur actions was
2-125 slightly in excess of $I1,000, compared
2-125(2 to an average jur verdéct In_products
2-129(3 Irabrlrty cases f almost $26,000. House-
2-125(4 é)ro duct |njurres brought recover-
9-109(1 |es 13 per cent 0 the timé; food and
“The significance, if anIv beverage had a 62 per cent rate for
ment 2 to” Section 2-313 9?8 OffH:laI Plarntr S drug d beaut¥ prepara-
Text, is open to question” although it tions, 42 per cent; and Indus rraI equrp

S
does refer to bailments for hire. ment, 43 per cent. The over-al| Parntr

*“A ‘sale’ consists |n passing of title  recovery rate in products liability cases
from the seller to the bu¥er fora price.”  was 53 per cent, 77 per cent of which

[The warranty of title under Sec- verdicts were a arnst retarlers and dis-
tion 2-312 1S not ‘designated under Sub-  tributors of roduct. ctrons
section (1) as an “implied” warranty and  against the manufac urer only resulted
hence rs riot subject to Section 2-3 6&3) N a 41 per cent rate of reeover?; for

Perhaps a pragmatic view of th Plarntrffs and actjons against bot

trend toward C an e Is best seen in a tailer and manufactyrer brought re

study of jury verdicts which was the to the plaintiff 42 t of
subje/ct ofja¥ecent study by Jury Ver- %r(r)e/err e0 e plait perEent 0
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case law. Vt it i no longer necessa%( for the seller to use words of

art or formal words such as
ExpIess warranty.

N EXPIESS warranty.

) dICE erraeddtmnall
the uertgi
as ex esse

Ilti]e C
Evidently no

e

e part of the sa €S cortract

arran]
Ut, @ mere affirmation of
gortmg 0 be an ‘opinion or commendation of the goods

It _has been, sai

asets of elndgw Ua bartlyaln But in to
?ICE or he mus elthgr ac?e tt
er, or purch seagro

ranties necessary, ror SUC ﬁorg S5 state
Btances ﬁ %e 0b ectl\g uagment or t

Tarantee {0 creafe an
ue or agtatement pur-
0es not create

ay’s econom
warranll|e
uct from another seller.
e buyer woon such express war-

ave, rgier e circum-
een deemed to

that EXPIESS W&I‘I’iﬂtles rest on

e parties,

Implied Warranty of Merchantablllty

The |m Iled warrant
tion 2- rlsm é)yl |cat|o
courseo sa eo
an |m I|e

merchanta
rink—a
ealer secon

mp%e@ewarr%nt}/n

pro

cose nown, thoug h|dden de E

the cause of ac
under Section

*See, Silverman v. Samuel Mallinger,
375 Pa. 422, 100 A. 2d 715 %1953)
Under Section 15(2) of the’ Uni-
form Sales Act the |mPI|ed warranty
of merchantability was limited to those
situations “where the goods are bought
y description from a’seller who_deals
I goods of that descrlptmn ”
ection 2-104(1). "Obviously this
qualification restricts the implied war-

PRODUCTS LIABILITY

or breac

f merchantahili
ut of

etra N However eore
er must b

gvease W

here th fe service Is fq B [I

ot statul}erx

| d merc d|seo

act |s P<nown to tn uyer has an .obll

Irren alc aW rr%]%ﬁtw '°ﬂ se ePrOEno ledoe
gcﬂoﬁ gucn t%sﬁ?the T

Reliance u fon #he selleﬁ Pkl”

14 as It was undeP Sectlon [K)

IS described unP er S C-
1¥ a contract of s Cﬁ
merch nt” Nwit
ese;vu:e o? ?ood or nc to he

valug) constitutes a saIe

e a
ar &S With res(%ect to the fooﬁ

rom the common aw.
epackager of a p[oducé If the
S to an

ation”merel Ilm(}
orsc Ta econd-hand or
efect

geion o -

Qr judgment is still essentjal .to
J grrantgfof merchantal)

rate
ver an o

{
the Uniform Sa\teg

ranty to a much smaller group than
everyone who 1S engaged n business
and re(imres a professional status as to

partlcu ar kinds of goods.

Nisky v. Childs Com any 103 N. J
Law 46 50 A L. R ), and
Sofman v. Denham Food Servme Inc i
Negligence Cases (2d) 372, 181 A, 2d
168"(N. J. 1962), decided prior to effec-
tive date of U.'C. C. in' New Jersey.
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Act. Reliance is evident in the re(lj_uir_ement that the sale be made by
a dealer in such goods and “by description.”

. There are six criteria of “merchantability” Bin Section 2-314(2)
including the requirements that the product be fit for the ordinary
purposes for which such goods are, used, adequately contained, pack-
a?ed, and labelled, and in”conformity to the promises or affirmations
of fact made on the container o label, % While Subsection (2) does
not p¥r,|[l)ort tq, exhaust the meaning of “merchaﬂtaPle” nor to negate
ang/o its attributes not specifically' mentioned, the latter fwo require-
ménts do not solve the problem presented where compliance with a
federal labelling statute ‘nas not precluded a court from ruling that
the product labelling was Inadequate and mcomglete in oraer {0 find
that the Injuries were romeatelg ﬁau,sed W the use of the [froduct.
TBe[e an eBo qélar el \glthl eller’s obligation not to sell a mis-
|abelled or misbranded product, ‘out Subsection (2) () does not define
“ade(iuately,”, nor even recommend a standard Or’ measurement other
than the |mPI_|ed “mercantlle_ﬁood faith” under Sections 1-201(19) and
1-203. Decisional law must fifl the void of the statute.

The implied warranty of merchantability may be excluded or
modified, as delineated under Section 2-316. It should be noted that
Ehls warrant¥ 15 S0 commonly faken for %ranted tga ItS ?xclusmn ma

e a matter h_reatenmg surprise to the buyer and therefore requirin
special precau}ltzp. Subsection (3(2 makes explicit that usaPeso trade
ggmca%t”ls& of dealing can create other implied warranties of mer-

Implied Warranty of Fitness for Particular Purpose

he implied warranty of fitness for particular purpose. is delin-
eateJ In a \Pery brle{ section, to wit, Section 2-315. pNg Criteria nor

Bin contrast to the Uniform Sales scription; and (c) are fit for the origi-
Act whic% drid not deffne merchantabﬁ- nal purp’oses fo(r )vvhich_su,ch 0ods agre
ity, the U. C. C. delineates these six used; and (d) run, within the varia-
standards at great length with Com- tions permitted by the agreement, of
ments.  See, DeGraff v; Mflers Foods, even kind, quality’and_quantity within
Inc., 18 Pa. D & C 2d 19 (1959). ach umtdand among all umés |nv?<lved'

Section  2-314(2): “Goods” to be (e) are adequately contained, packaged
rchantablﬁ must De at least Euch as, and labelled as”the agreement may

a) pass without obtjectlon In the trade  require; z%nd (f? conform to theé)rom-
under the contract description; and ises or affirmatfons of fact made on the
(?) In the case of fungible ?00 S, are container or label if any.”
of“fair average quality”within the de-
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definition of “fitness” or “particular purpose” are gdven]5 Bdeed it
At et a%'h?yh beet g, eston QLI o e tetemined by e
t ostnn%en]t prere UISI'[(%SLn Secthon2315 e sefler myst at he tnﬂ
ge sa rea on o know t artlcu ar Bur ose orw % 8
S are bo and the buyer mu Igup?( e gl erss | an
9ment ofr Ia ce on the se r's skill or nt san
(psable Rart of the Duyers cause of action fo iHS
|m warrant % Ea ticular p Lhrgose doesd rop
%Y pur[ﬁ)o es” c?ra teristic_of the impljed warr
hanta that the ormer enwserges (? SpecIfic useo {rfe pro uc
Xthe er, which Use | Rerﬁona and peculiar to the individua
e smte reaoa gcireac lontoa |venprouctR
ed Wﬁrran nY tr]es 8 artl lPurpose a gnse un sst
s eller at t e 0of S eaaon to nowoh ﬁ
cracy or pre(ﬂ P05| lon to é e product and unlesst ebu ert en e Bed
P the selle J r(nenthse ct or furpis sunae
oduct. T fe er |cb ? HP e to se er acé
now#%d the p rtlcu Pur ose rouct Is |nter]
nor o re ﬁnce n the seller’s skill an q en only Pﬁrtleu ar%/
1S this frue where t ecneumstagces are such that t eseIIer as re%p
gt))(lgeallzew at purpose 15 Intended, and that the buyer’s reliance 0oes

The jm J lied warran Oy ofﬁtBessLor articular purpose |sno longer
ne%atlve when the product is bought Dy Its patent or trad ename as

gr Section 15(4) of the Unlform SaleS Act. The de3| natlono the
uct by Its aent ortrae % %lsnowongoneo the facs to be
con3| ered on the question of whetner the bug/ r actuall relle]d on the
seIIer but it IS not of Itself deC|S|ve of the ISsue. it the buyer
does not att e time he purc ?sest ebﬁ ame Ero?uet Insist ugon
a particular brand, he can reyupontesel er's Skill and judgment
and hence the warranty results.’s

~In event of confllft with other ex ess or |mEI|ed Wflrrantles the
implied warranty of fitness for particular purpose would appear to
be controlling, as stated in Section 2-317(c).

“Note that Section 15{) of the E(:Zd) 624 147 Conn. 460, 467, 162 A. 2d

Uniform Sales Act formulates this i 13, 51

pHe(ljl nt/)arranty mb}errn% tf at theh goos L|ne 191 gFene allf/ Pabellon v Gggrcte
shall be reasonably fit for such”pur

0se.” See, Crott% v. Shart enbergps— denied 342 U. S. 893 19

ew Haven, Inc., 11 Negligence Cases
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It should be painted qut that, contrary to the, 193] |nter retatron
of the] New_York Court of Ap eals, I the Warranties of fitne san of
merchantabilit [p are not usually synonymous. Indeed, “dual warranty”
ISa pure fictio

Extension of Benefits of Warranty
Extension of the benefits (g (\p/arr nties, as well as the concept
of pnvrtyo contr ct, are descri [r ection 2-318, Herernase er’s
war aer lI ed 0 n natural person who 1s.in the fami yBog
I?gre sona eto% ”é&t te rs grgv e)rslgna aue?rtsemcgnssuhoen eor he
fHecteg %%/ ]%pr éB I]an wHo IS PrHJ Jed |nyﬁ]erson b(p reach 0
ine warranty i ler cannotp e l eratrrin 0
trs Section butase erIs HOt recluded Trom.exclu ”(11 r disclaim-
9awarr Jy, whic mrpto eyvrfe arise. In connec OB with the
e prgvre uch exclp on or disc \m(pr IS Ipernlrtt Section
316, |m|a he seller | p B from fimitin hrs own
ersreme ort reme §ne| arly oftew ran
.arr“re@ g”'“e e T O i1 eretoex"er*%m 0
whom t ene the warrantres ar)e extende(f !) SecPron 2318,
Imp icit h erern recognition of tne prrvrt of contr ct doctrrne
for only those nam thrr art gene Iclaries {0 omt ewarran
1S deere toeten can |rect action for reacho warra
%arrist the seller. ' The an % not intended to. enlarge t
veloping case aw as {0 whet ertesellerswarrantres extend to
other ers ns In the distri utrve cha]rn However IH b3 the P erhsp
vania u(preme Court cpnstrurn(jaW Whic

asoer ted In Pennsylyania s Cersuﬁctron g reyusd {0 exten
7 r?edrstrr utrv >n

eg) e ts of warr be urc aser |nt
ac sc pa con usion rom (f' ?6
]h A9 IS'[ at owarrant ermp I avor Of one
0 1S not INtne Category 0 d purchas
TRyan v, Progressive Grocery Stores " See Jacquot v. IVm Fileng’s Sons
InC 255 N. Y7 388, 175 . 105 ComR;iany8 Ir ence Cases Ede 162,
(1931). 337 Mass 312 20 635 (1958).
]E?]A %est in an automobile is not  DHochgertel v. Canada Dry Corp,,
suc eneficiary under Section 2-318, cited at foonote 18 See also, Wilson v,

Thompson v. Reedman Motors, 199 F. American Chain Cable, Com
Suop 120 (5C Pa. 1961). An émtloys Brodets Loy KepontsT 5001 pf ¢
of the purthaser does not fit into the Pa. 1963), and Kaczmarkiewicz y. J. A

categor% of a purchaser Hochgertel V. Wijliams Company, 13 Pa. D & C 2d 14
anada 1957).

ence Cases
080698 T oAbesy
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Thus, b restHctrrl
b\( not enIa grnghec
lc_hven rebirt % rnrl\nt
Section ﬁ

lnstthe se
arHst the roducé manuy
rchased the pro

n other third persons w
the danger culmi
|n ur not wit

se ler

g the class of
59 of Potentral

fom {he ma

uct dhrectllure{
%usly are In the

0 fortur
ates In an ac%

|n the z? ﬁ
r&olates enforcement of the warranty only agarnst the Imme

Iarntrffs as WeII as
Sectlon as

ol
contract doctrine. 2L 1 1 se evr ent
[arnh consumer a direct actjon

e, oes ot %ge the B

ntl

o tﬁonsnmet cause of ac IOH

INtITT consumer na
acturer. stan ers

Pat vgen
ent are roper exclu ed |
oreseeabﬂ ection 2-318 Ahadg

Disclaimers of Warranty Liability

All warranties
modification flS undg
unconscionable. U

" See, Warren Freedman, “Extension
of Benefits of Warranty: A Rebirth of
Privity of Contract |n ew York,” 484
T he Insurance Law ournal 216, May

: Drug Cosmetic Law
1t ag ey e e e
Amerrcan Chain and Cable Comloany 216

p. 32 (DC Pa. 1962) holding that
errt of contract was essential except
her product was Imminently
dangerous or inherently deleterious.
Alsg, see Barnard v, Penns{Ivanra Range

BorlerComr;an roducts |ab|||t5
Pa.

ports ﬁ

applyrng Massac usetts law.
22 ven In New York, the benefits of
an implied warranty have b?en ex-
tended only against” the retailer, not
against the é)roduct man facturer An
|n ant whose father purchased for him
an allegedly defective pair of roller
skates {Donadio v, F. W,
gompany bN JYd ClvF Clt e
ecision udge Fink on Februar
1963). yReco(\]/ ag a?nst retal‘rlfiery
The ch|Id of the purchaser of an al-

Iegedly defective. bicycle (Outwater v
Miller; 3 App. Div. 2d 670). Recovery
against retailer; The employee of a
dentist who purchased an allegedly de-

PRODUCTS LIABILITY

Woolworth
Queens Co.,

masy be drsclalmed not onIy
ection 2

naer Sectron23021 a court may find, as t
of law, that the warranty (or its drs(cl) %

b% exclusion or
e

but also when the warrant

aimer) 1s unconscrona le, and

fective dental chair Thomas Vv, Learzy
App. Div. 2d48 225 q
137), Recover |n his actron agarnst
the furnrture ealer; The employee of
the purchaser of an'allegedly defective
safey mask (WrIIrams v, Unron Carbide
ﬁ 230 N Y. S, 2d 476), Recovery
in_his action against the retailer; Af
infant whose mother purchased” for
her ~a highly inflammable dress
{Fournier v."R.” H. Macy & Company,
iec., N. Y. Sup, Ct, Kings Co., dec-
sron ba/ Mr. Justice Benjamin on March
1961). Recovery afqarnst the re-
tarIer gentleman friend of the
mother bought the child ice cream
which_ contained a screw. (Walker v,
Hot Shoppes_of New York, Inc., 200
N. Y.'S. 2d 742, Albany Co. Ct, 1960.)
Jury verdict had exonerated ice cream
manufacturer; The employee of pur-
chaser (also’ defendant) of the auto
fire—the warranty was held to run
from the retajler "to the employee of
the Purchaser but not against thé man-
ufacturer of the tire. 7 avrs v Unrted
States Rubber Company, Sup. C
Bronx Co., decision b Mr Justrce Ly
man, on November 23, 1962.)
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thereuPon refuse to enf i The court ma Iso limit the ap Irc
tlon of a ny unconsdon clause S0 as to a or conscro
resuIt U fortunate ﬁe 06s not contarna |n|trono
conscrr% 039 Its obviqus. re rence IS t0 t
senc dood alt and |n the princi Ie er% th%ﬁreven-
tron 0 Pﬁ]essro ones ness dun alr sur Pse
visions 0 eCoema arrd reem the &artres there
IS ag ex res stateme ect 1102 10ations oJ

goo faith, ||gence reasona eness and care” ynot be “disclaime
yadreemen

n the case of express warranties, Section 2-316(1) provides:

Words or conduct relevant to the ¢reation of an exFress warranty and words
or conduct tending to negate or limit warranty shall be construed wherever
reasonable as consistent with each other; but subdect to the provisions of this
Article on Parol or extrinsic evidence (Sec, 2-202) negatron or limitation 1
inoperative to the extent that such constructron Is, unreasonable.

It thus appe ars thﬁtt ere s a r Hntron that express warranties
are consistent with each other eorwrt er Warr nties), unless suc

constr ctrorA Is strained an %dor unreasona de IS modus operandi
scon Irme h gectron 1. Therefore, a disclaimer, a neda lon, 1)
rmraron which 1S mconsrstent wit nexlrr)]ress warra VW él

ear to be In Jneratr However, w re [h
mer IS secr c an cons rcu[?usny scLosed even _the. exgress
eented to

warran must give wa Yd bfet n disclaime
oo ttc“(’te%(%”tx didine vl e e ““
extrrnsrc evtgence und I Sectio 220¥V {howe\)//er dda[owfor pana
tion or supp emen tation,

nder Sect onts fZ 3162f) and 3L the implied warranties, of mer-
chanta Irt¥ tness Tor part ur OSF W eexcluded or
modl e |scIa|me In the Case 0 t e implied Warranty of mer-
BThe underlgrn asis of this Sec- ties, thus Iettrn% in a fair |mplred war-
tion is illustrated by the results in cases rantN Bekkevold v. Potts, 173 Minn. 8/,
such as the fol owrng Kansas Crty 216 N. W, 790, 59 A. L. R. 1164 (1927),
Wholesale Grocery C ompan[y refusing to allow warranty of fitness
Packrn% Corporation, 93" Utah 4 for purpose imposed by law to be ne-
P. 2d. 1272 (1937), where aclause Irmrt ?ated by clause excluding all warran-
Ing_time for_complaints was held | ies made by the seller: and Robert
? licable to |atent detects In a shrpment ompany v. Meyer, 2 K. B,
catsup which could be discovered 312 (1930) hoIdrng that the warranty of
onIy bY microscopic analysis; Hardy v. descrrptron overrrdes a clause reading
Gerigra Motors Acceptance Cor‘})oratron r(r“ faults and defects” where
1928)  adu terated meat not up to the contract

holé;rn that a drselarmer of Warrant description was delivered.
clause applred only to express warran-
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chantability,
must mention “mercharitabi

Bvrttcu ar é)ur 0Se can
ritin nslgtcuous

warr |es whic

IS sufficient to exc

tan uage
Prowsmn |

course o ﬂ
ro duct or Ras ref us
plied warranttes WI

{0 res

amages wi
rom a hreac

tan rommatefu
efenses as con{ (i
epenaent act of ne
%aveate tor does nft
acets 0 ecause
of |nstruct|ons or tne use of

ontro

UCG

£ awlmpi}/%[]w

Sectio r% %ets forth. other  recommended eécluswna
ora | warr nt{es Inc udI'”l
da Is som e for the eé
scatme{(\!verete uyer had examt
eall onstrates. tert
to examing t e
regard t
ave revea

gfeb:t fh dﬁcitﬂgqﬂr%uuct an}j\(:a}/r con%equ)entla rjuries o prope

neg ence, assu
10ence,

% i)

actton |ncIud|n
the product

the Ianqua e oi the ex Iuston m dification, or disclaimer

%UJ eim
| XD fess Aan

arra wf fitness for
uage as CT |erne arlef n”é
descnp?ongon the face hereof,”

arranties.

% as 15™ and _“with all
lon or modification or
goods or where, thg
uyer has examin
A A i
tfl tc If the q)u er, dlscoverst

”ey
uers actH)n rather
warranty; nee such torflous

no the risk,. Inde-
The doctrine of
ePen 5 Upon nu erous

Erommae cause'and quacy

rouct IS itself a ueséton of d%fanOH]ZS

resent St
Institute’s

dSrCI nttpc nowle
orts unaer

Law 0 omm nt (

Plrob em,

WUCf. Holland Furnace Compan V.
Jackson, 106 Pitts. L. J. 341 (Pa. 1958)
and L ‘& N Sales Company v. Stuski
1%858% Super. 117, 146 A, 2d 154

3 ﬁIS g BCarefteId V. LadSaIIe (ll_oc% (Ilola
ottling Company, Products Liabili
eportgs % Yo roseets 52 Y

“In Restatement (Secon? Torts}
Section 402 A (Tent, Draft No

1962) “defective condition” Is defined
as “ina ... condition not contemplated
by the ultimate consumer, whic will
be unreasonably “dangergus to him ”
Under Comment (g] “unreasonably

PRODUCTS LIABILITY

NKNOWN and yn

Earttcurarlgte O%t I?te 8e ect w

new Sectl

I g emin & q rove excuston, modifica-
0N, OF even scﬁatme?gtwarranty nﬁ) pEI tt/er stich circlimstances.

etermtna ¥
e and experience. The Ame
402({) f the Restatement ox

the
ndicate ?areness 8

ﬁn
fne
dangerous is defined as “dangerous to
an extent b%ygnd that which would be
contemplated by the ordinary consumer
whg purchases the product, with the
ordinary knowledge' common to the
community as to its characteristics,”

“There are some products which,
in the present state of human Know|-
edge are quite incapable of betn? made
safe fog helr Intended and 0 dtnar%
use. These are especially common_ |
the field of drugs. Thé outstanding
example is the vaccine for the Pasteur
treatment of rabies which quite com-

monly leads to very serious and even
(Continued on following page.)

PAGE 187



DominanR/Nof warranties is the s%héect]of Section 2%1%8 Where

con3|stencyo arrantles IS unreasoh antentlo arhes
co trols as to Ich wi rrant I dominant accor |I% ree enumerae
ru es SIC f y Of Section 2-317 also makes. all warranties
cumyla t|ve | e sense”that sme conduct e}t er ai rmative action
or Tailure to | 0S8, 1S requwe on the part the seller.
Conspicuous b slall?steh%sé foBrean rranty sections of the
Codﬁ IS tﬁe nece 5|¥ #or nohce? B]r h warr%tt}/ th uer
to the seller withirf_a reasonable period of ti ereafte e
notice requwementsBJunder Section 1-21 ?25 nz26 and 27 ) as wel

(Footnote 27 continued.)

permanentIY Injurious conseguences when
It is Injected.” Since the disease itself
invariably results in a dreadful death,
both. the marketing and_the use of the
vaccine are fully” justified, notwith-
standing the unavoidable hl(ih degree
of risk ‘which they may involve. Such
a product, properly prepared. and ac-
companied br¥ proper dir inos and
warning, 15 not unreasona y danger-
ous. The same is true of many other
vaccmes drugs and the like, many of
w |ch for th ver¥ reason, cannot be

le sold exce hysicians,. or
r?t? yt rescrlBtlon o? physician.
It is also rue, in Partleu ar, of many

new or experimental drugs as to which,
because of lack of time and opportun-
ity for sufficient medical experlence
thiere can be no assurance of safety, o
erhaps even of purity of |ngred|ents
ut such exRerlence as there |sIJust|f|es
the marketing and use ?f the d ?not
wﬂhstanqu a medically recognizable
risk. The seller of such products, again
with the qualification 'that they ~are
roperly prepared and marketed, and
roper “warning is given where the
situation calls for it, is not to be held to
strict liability  for ~unfortunate conse
quences attending their use merely
cause he has undertaken to supply the
useful” and

gu lic with an a ?ar ntl
esirable product, attended With a known

?Hal|csppﬁﬁer&t>y reasonable danger.”

28“:? Exact or technical specifica-
tions “displace an inconsistent” sample
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or model or general Iahguage of de-
scrlptlon
I) A sample from an existing bulk
dISH aces |nconS|stent general language
escription; and
“ Express warranties. displaces in-
consistent” implied warranties other than
an implied warranty for fitness for a
particular purpose.
AYet, under Greenmanv Yuba Power

Products Inc egligence Cases
e i 5y b ?9633 otice
fo ‘the manufacturer as a condition

precedent for an action for breach of
warranty was deemed not requjred b){
Section 49 of the Uniform Sales Ac
If there was no prmtg( between buyer
and manufacture ection 49) deals
with the rights of the parties to"a con-
tract of salé or a sale. It does not pro-
vide that notice must be given of the
breach ?f a_warranty that a(ISES inde-
endently of a contract of sale between
he parties. Such warranties are not
Imposed by the sales act but are the
ﬁroduct of common-law decisions that
ave recogmzed them |n a vanetr
situations.” Indeed, such rare d |hc
tions In Judicially-made law are hardly
supportable undeér the wishful thmkmg
that the U, S. A. or U. C. C, shoul
not be extended to the manufacturer-
remote vendee situation!

“Under Section 1-201(27) relating
to receipt of notice by an organizaion,
notice must reach an agent or_ officer,
the actual or apparent scope of whose
gétttlloers] Include action upon”such notifi-
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s the. reasonahle t|me ondltlon under %ectlon 1% are_simply
ef|n|t|ons an ave no H ele ressly applicable to Sections
2-312 10 %318 inclusive. _The appljcabl no ce re |re ents, how-
ever, are found under Section 2-607 )D I er 0 has accented
the E)éoduct ‘must within reah etlme ISCOVers or

BhoH have discovered any hreac notlfy the seller ofe the reac o
ar[)enjrom any Jemegg .

IS section does not. a@ﬂ %
R clarjes,” descrl er Sect|on 238 Sin ave
to own aCce tanceo t e %ro duct by the' immed late uyer.

bente |C|a|r[|]e at%t r?ot@&t)%] I Iesr %%art grlaj IEEHS\r/e gs I(r)(cjcBrrrt(X
ac any rso Xr ju D the pro

éteuseof ctcari e
ceehe has ad t|me to ecome awa?eo the lega

alth |q noti |g e seller,

situation
The burden of proofd of any breach of warranty is upon the
Lyer unger Sect’?onpi -607(4), ady VIO¥ lYthe[) ¥mus{) ;Fursue
IS" remedies Wlh dispatc Wll] In t ?rgearsatute 0 |m|ft
tions,2 Whe e ebu er himself is sug or breach of warrantg
which his seller 15 answerable over, the uyer m g glv? elle
ertten notuhe of eI|t| at|on under Sec? 5607 ?] I enollce
states that the seller e n ang efend and"that (f the seller
0es not do o, thg se e WI| In any action against him Q’
8

IS buyer for any determination o ?ac omm ntot etvg/o I| at|

t en, Unless t | after reason ece| to the n 0
come In and defend, the seller 15 50 oun ClO a can
vmuslg Ine ong Qun e does

mendatory that a seller is
not comé in and e{ grﬂ %uyer eygalnst suit by an |njured consumer

of the product. The absence of mandatory Iangua e 1S 3|gnn‘|cant
gtna(%eﬂa]Be problem 15 therefore solved under procedurdl statutés of the

a Notwﬂhstandln? the active, cam- rant)()' g% ngtice to the defendant of

paign by plaintiffs for absolute liability reach of warranty within a rea-

In products cases, it 1s still true that Jn  sonable time,

a breach of warranty case the plantiff ~ m Section 2-725,

must prove; (1) the existence of a war- . BWhile Section 2-607(5) on “vouch-

ranty in his, favor, express or implied; ing in” Is new to the Statutes, this

é } a_breach of that Warrant}/ by the common Jaw doctrine is recognized in
endant, including proof that the New York, Hartford A & | Comﬁanyv

Froduet Was defective when sold and First National Bank, 281 N. Y. 162, 22

hat the product was harmful when N. E. 2d 324 (1939), See_Note in 51

used in the manner intended: (3) the California Law Review 471 (August

defect was the proximate cause of the  1963).

Injury; (4) his reliance upon that war-
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Damages for Breach

gl TRk e et
eSCr g MeEasure Of gamaaes IS Pd[ Intended as an exc USIVE
measure dN

ert ntProxrmate?nseguephj oe ANy Diesch o tperson or_prop-

N
any bre ch anty.  Conge-
9 E ?sm imited or excue entrre ynler Sectrﬁ
119(3), but |m|tat%on of conse uentra

Berso n t e case of consumer

amaé; rrnur {0, t
o F OSIS eem tOE(EJ 3 facl

nconscionable onsumer goods” are gefined in Secti n9 091
ﬁ u%og “Used or%ourgln trorgér Prrman” ersonal, E?
0 Eur ose? dthr? n lon 1S ncor ré nArtrc gl
Nevertheless, the seller may still disclaim warranties under Section 2-31
Other Representations Concerning the Product

Under Sectron 2-209 WhICQ abolishes, the re urrement of con-
srderatron fo re ments” m fgrn a sales cont ct orawarrant
the door as Ieton Wrt e (M)]ost contra tUal assurances
or rrﬁo resentations, as f é% Ich the se Ier or ma

ave been authonze e roduct manu acturer h. assuf-
anc S can rise to the status o exPress w%rr%rtx s a trons or
mo |f|cat|ons not requiring consrdera lon to din ? However,
such mo |f|cat|ons st meet the test of good faith,d for the extor-
tion of & mag n;atrons or assurances with out te}grtrmate commecial

reason. is ineftective, hecause it |savrolat|on of the duty of good faith
implicit in every Section under the Code.

Should the ?]eller mgert without the awareness of the buyer a
clause ne atrn the standard imp Ired warranties, under circums| ances
In which suc warrantres norma attach, such a_negation will not
become Part of the sales contract dnder Section 2-207 3 because
suchacause atenqhey alters’ tecontract b}g squ ﬁe or haﬁs Ip,
Furthermore, where the seller and buyer are oth “merchants,”
as defined In Sectron - 104(1?1 the addi onaI term or clause would not
become Part of tesae or the ontra%to sale.  Such other product
representations made arter sale do not

“ See Sectron2103(3{2 Mass. 194%) and Budrow v,
“ Sections 1-102(3) " and 1-201(19). Bheatcraft 915135)CI App. 2d 517, 252

ecome warranties.

“ See, generally, gmrth Company v
Fishar PIASICS Corp., 76 F. Supp. 6
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tute of Limitations

Section 2-725 eIrneates as

and In cg tract ?sale and thg
ract and breac ofwarrant are taken out of the
? etrgr 0r commencemnent o contractual actions..
g 0,0 IS deemed to be most apﬁro

? actions must be riomme
actron as ?ccrue touq
Peno of limitation #o not
t e time Tecauseo

of warranty or

anty extend

action accrues w en the breac |s or S

b
fy streII avarlgb? gr tlhe same hreac

reme
warranta m(s:elr(trnosn %fse? |g
Xrt ther %

ess
action Is eemed f accrue

ade,” %alr ess o? H“at%t?ﬁf R Iacﬁt I?
Where the arr]
rovision

ecial fou
0 Iem in t

eclal statute of li |tat|ons In Sales

actions. hase nsa es Ccon-
?en ra Iayvs limit-
ear
rlate o modern business practice,
within four vears after the cause
artres ma agreement reduce
n one can ot exten
ente reac
nten f clelive
POW edgeo the reac
utHre ge} ormance, the catése of
ould have been discovere
germrttrn an addrt)onal
Ing new actions where surts g
en]termrnated 50 as t0 leavi

year st%ute of limitations for
0se States wnere the

statute |m|tat| s 15 el ror shorter than four years In
eW York the contract stathe 0 |m| atrons 1S SIX ears and
grt of states It | Iﬁ)ng or J% [her ha
esser number o sta es sbeen y ecrsrona Iawt

” See Section 10(1) of the New York
giylr_IRPractrce Act, now Section 201 of

BFor contract actions the following
longer or equally-as-long time limitations
for commencement of the action are
apg\rca le:

labama, 6 years; Alaska, 6 years:
Arizona, 6 years (except for 3 years
for oral warrant g Arkansas, 5 years
except for 3 years for oral warranty):
alifornia, 4years (except for 2 years
for oral warranty); CoIorado 6 years
Connecticut, ? ears exce t r3
years for oral warranty): Florida, 5
years (except for 3 years for oral war-
ranty); Georgia, 6 years (except for 4
years”for oral warranty): Hawail, 6
year37 Idaho, 5 years (except for 4 years
or oral warranty): Tllinojs, 10 years
except for 5 years for oral warranty):
ndiana, 10 years (except for 6 years

PRODUCTS LIABILITY

for oral warranty); lowa, 10 years gex
cept for 5 years' for oral warranty);
Kansas, 5 years (except for 3 years
for oral warranty); Kentucky, IS years
except for 5 years for oral warranty):
ouisiana, 10" years: Maine, 6. years;
Massachusetts, 6 years; Mrchrgan b
gears Mrnnesota years Mississippi
years excePt ‘for’ 3 years for oral
warrantg ssourl, 10°years excerr)]t
for S years for oral warranty)
tana Iyears (except for 3 ears for
oral warranty); Nebraska, S years (ex-
cept for 4 years for oral warran y?
N vada, 6 years (except for 4 ye
for oral warranty): New Hampshire,
6 years: New Jefsey, 6 years: New
Meéxico, 6years (except for 4 years for
oral warranty); ‘New York, & years;
North Dakota, 6 years; Ohro 15°years
except for 6 years for oral warrant I)
klahoma, 5 years (except for 3 ye
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the shorter tort statute of limitations is applicable, to all personal
W actons w ether r gnt n tort (n gence orr contract
a Subsection (4 oes not solv Ph \Br gstatrnﬂ
ﬂ n2725 06S P lter or modify the law In an sgecto
of the statute of limitations as no te. It

WOU? a[pdoeart at an express repealer IS nece

W dt the 10 ear £ {
efense. 0 Etute 0 E
er by far ure to raise the objection éDor

trve statute of | |m|tatro s Into fin
under ectlonz (.
tions may be waived, et

agreement of the parties.

New York and the other 12 s
?f he U. C, C. Into operation In the year or two a ea
cfecrsrons caonstrurng the resPectrve Sections

Qentuit@ ik

note the court
sUch states as Pennsylvania wit
wit overSXears experience, an
[n the Inter
Pn warranty,
|

st of uni

However, t

It IS to_be

on notice OTIB]FGtXC OHJ%HVIIP{

revails |n the st
sary to rrngt e res ec

ates which will put dthshourivrsrons

d caLe-

it
ed thay 2t¥e Code rovrsron
contraot on disclaimers

ility. and on the 4-year statut trons be ace essen-
trgﬁ %/e same reatment, tor products |abd \r%namrca?regas It 1S,

must keep its feet upon the same groun

for oral warranty OreFdon 6 year
Pennsy vania, 6_years; Rhode [sland
6 years; South Carolrna 6years South
Dakota, 6 years; Tennessée, 6 years;
Texas, 4 years (except for 2 years for
oraI Warrant¥ Utah 6 years (except
ears for ora ‘wafranty); Ver-

mont years; Virginia, 5 years (ex-
cept ‘for °3 years for oral warranty):
Washington, ? ears (except for 3
years for oral warranty; West Vir-
ginia, 10 years (except or Syears for
oral warranty)? Wisconsin, 6 years;
Wyoming, 10°years (except for 8'years
for oral warranty).
The one (1) Year statute of limita-
trons under Sectron 340(3) of the Call-
fornia rgr Practice ACt, h beerl
Interp rete as applying to all persona
mg}urx death ctrons redardless of
ther they are based on Yort or on
contract. Sée George_v. Douglas Ajr-
craft Company, U, S, District Court for
the Southerri District of New York,
dated July 2, 1963, crtrn% Rubrno V.
Utah Canning Com\R/any 26 163,
(1954); "Lai Wum Chrn Mock V.

page 192

[The End]

Belfast Beverages Inc., 14 Cal. Rptr. 602
161) Aced v. Hobhs-Sesack
lumbin Compan’% 12 Cal, Rﬁtr 257,
%63 {%9 12 York the mere
act that the plea |ng sounds In con-
tract will not enlarge the period of
limitation if the essential basis of the
claim for personal rnJurres is negl
gence generazy Loehr v ast
ide Omnrbgs Corp. 299 A dD

N. Y, S 20 529 81940) ail’'d 287 N, Y.
670 (1941). But where the plaintiff
Purchaser would be entitled to recover
or personal Injuries on the contract
theory of breach of implied warranty—
without necessity of proof of negli-
gence—the cont\ract SIX- ye(?r statute

|I|m|ée|1tronst as be’\ﬁnC eemeSt

apply, Blessington v ¢Crory Stores
G0y 3l N, v 1o (1983,

In New Yo k the obdectron is
rarsed either by motion_to dismiss or
by affirmative “defense in the resgon
sive pleading under CPLR Rule 3211
éaF}£5 ._On waiver in New Yor see
Rule 3211(e).
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Use This Check List to Add to Your
Permanent Food and Drug Law Library 6
Tk e A M e G
Eagh T;.ﬂhes 00ks Was ertfen.b noutstandmogratorlt in the field
and puplishe rt\yCommerce_C ear}né House, Inc., for The Food Law Insti-
T as a chronicle of the development of food law bncludlgg

tH . e%/ se ‘ .
the associated ruag and cosmetic laws; provide an adequate library fo
Everyone concerneg.

Some BOOKS IN THE FOOD LAW INSTITUTE SERIES:*

General State Food and Drug Laws—Annotated, by David H.
Vernon and Franklin M. Depew. Table of contents; 816 pages.
Price: $17.50 a copy.

I/ Constitutional Questions in Food and Drug Laws, by Thomas
W. Christopher. Topical index; 128 pages, 6" x 9", heavy paper
covers. Price: $3.50 a copy.

| Federal Food, Drug, and Cosmetic Act—Judicial and Admin-
|stratt|vt()e| Record. All these publications include indexes and
case tables.

192863969’ (Kleinfeld & Kaplan), 528 pages. Price: $17.50

192%8%7, (Kleinfeld & Dunn), 1,444 pages. Price: $25.00

19216%%, (Kleinfeld & Dunn), 588 pages. Price: $12.00

1949-18&0, (Kleinfeld & Dunn), 543 pages. Price: $10.25
(

a o
193863%9’ Kleinfeld & Dunn), 922 pages. Price: $17.50

y Legislative Record of 1958 Food Additives Amendment to
Federal Food, Drug, and Cosmetic Act. Topical index; 160
pages, 6" x 9", heavy paper covers. Price: $3 a copy.

7 Product Liability Cases, by Frank T. Dierson and Charles
Wesley Dunn. Table of contents; 1,182 pages. Price: $12 a
copy.

y  Canada’s Food and Drug Laws, by Robert E. Curran, Q. C.
Topical index, case table; 1,138 pages. Price: $19.50 a copy.

* Unless othertvise noted, books come in bard bound covers, red and black with gold
stamping, size 6M x 9% inches.

YOURS—FOR 15 DAYS’ FREE EXAMINATION

_Any of th(ﬁ auth?]rit%tive books 0#1 be yours for 15 days’ free e>§ami-
nat|or]. fust |r,ot er and%/tar-o Order Carée%te Pg t ] Hot
completely satistied after looking them over, return the books for full credit.

Gt Products, (lampaq

4025 W. PETERSON AVE. CHICAGO 46, ILL.



FOOE AW%U%(RW_ETIC oD gunss PosTACE

PUBLISHED BY

Commerce.Clearing.House, Ing.

PUBLISHERS TOPICAL. LAW REPORTS

4025 W. PETERSON AVE., CHICAGO 46. ILL..

RETURN REQUESTED

A COMMERCE CLEARING HOUSE PUBLICATION

MW



	FOOD DRUG COSMETIC LAW JOURNAL 1964 VOLUME 19 NO.3
	CONTENTS
	REPORTS TO THE READER
	How the Food Law Division of a Law Department Works
	What to Do About Food Seizures
	The Effect of the Investigational Drug Regulations on Drug Research and Development
	Labeling of Proprietary Products- Current Problems
	The Small Drug Manufacturer
	Products Liability Under the Uniform Commercial Code in New York and Other States

