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“Testimonials ‘are. used -not only. to‘.give.apparent sub-
stance to, the advertising and promotion’of relatively worth-
less products, but.also: to: extend the indications: of effective
drugs beyond the range- of “their real ntility. They ‘appear
either as. complete reprints or as. prlceless quotatmns n: ad-
vertlsements or brechures. They convince too meny phy— :
sicians that ‘they ‘should prescribe these drugs

Now the true nature of these testimonials is- well Krowii""
‘to the industry ‘and its own contempt for them:is shown' by
its“vernacular for ‘sources from which-they: are easily ob-
tained, These are called- stables.:: “Still it is an-important
function, +usually-of -the.medical division, :to send: repre-
sentatives with generous expense ‘accounts to-all parts'of the
iéountry searching out these sourées. . The burlesque is:com-
pounded: by’ calling: the drug’ trials “scientific studies’’: and
by supportmg them mth grents Whleh are; charged to re-
‘search’ cost. (LSS o

Drug compames cmd ‘the la,y press —Nor has the lay press been
ignored. -~ Most physicians are familiar with the- experience of facing
patients: demanding a preserlptmn for a drug which has been extolled
in a pseudo-scientific article in a'newspaper or popular magazine. Dr.
Perrin’ Long, professor of medicine, College of Medicine, University
of New York, who appeared with - officials of Amnerican Cyane,mld
durmg the subcommlttee s hearings on antlblotlcs, said:

'I(‘il}?e questlon is: Are the sulf& drugs and antlbmtlcs mls-
use : . Dl e :

My answer sy ”You bet they are

By Whom? sy et * o .

" The .doctors, who. preserlbe them e,nd,. by patlents who
thre&ten 40 fire the doctor, who doesn’t ;give them . their pet
antibiotic when: they havea common-cold, a viral sore throat,
4 viral preumonia or.some other type of 1nfeet10n for whlch
treatment with antibiotics is useless.” Chin s g

. Dr. Console remarked

The patients contnbute their sha,re Too many are in< .
able. to;accept that the physician.in spite of his:limitations
is still ‘best. abIe to.determine the proper- trea,tment The
best-doctor is not-necessarily the one. who gives'a shot for
every complaint, . and the more’ conservatwe ‘physician.who
does not, prescribe the. latest. drug reported in Coronet: may
be far.moré competent than the one:who, does. : But feaz of
disease.did not end With. the, plagues and patients still seek
their bag of asafetida..; It is this anxiety ‘which leads some
1o avoid: b]a,ck cats, a,nd most t0. seek newer, stronger,.anc
more impressive magic: from the:doctor.- 'I‘oo many physi-
cians respond to t.h1s p1 essure.not. by dealmv \vlth it du'ectly

" Hearings, ot. 18, . 10871510872: Lo o

7 Hearlngs,-pt, 24, n. 13770.  Dr. Long added HThis happens, gent]emen, far more than you reallze
Not long ago 4 doctor whom I know was céalled late ono afternoon to see the pa.tieut. of a.nol;her doctor who
was out af-town. - She had an-acnte common cold and also-chronic asthma. ;-

“She imper lously demandéd that she he glven pemcﬂlm which My felend refused to give her. becauss
it is not-a good ides to' glve asthmatics uieilli.n The patlent gotivery angry, dismissed tha doctor,
saying, ‘I'I! get a doctor who will do what ) H

“She did.  He gave her’an injection-of penieillln, and 111 Jé% thah-5 Mimites she died from an anaphy

lactold reaction produced by the penleillin, o 3
“Phis is what doctors all over the country are facing today: patients who L 1 antibiotl
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butby try}JJg tosproduce’ # tangible symbol of the magl o

the-pharmaceutical ‘industry: this isanopén invitation:to
‘exploit: both the patient and the' doctor, and so-it: claims-to
have the:magic all-wrapped-up’in: prett,y packages and with
a PI‘ICB tag which makes the magicall the more' 1mpresswe. 8

ATy observatlo_n'”ame from Dr. Wemstem formerly h the
medlca stafl 0 Pﬁz‘ GO :

./ Tn-addition to: hé constant:stre&mo :-promotlon apphed
directly:to:the physician, there s a-. rather mtense eﬁ'ort
made. tofeach: him through:the patient. - :
-+ I4-1s fam-unfunny--joke 1n-the:medical-~ professmn tha the
;Very latest ibformatien -on:new; advances:in-medicine anost
often appearsin:the éminent medical journals such:as Reader’s
gls‘n ‘Time, and:the Wall: Street -Journal. .~ Some-of - this
egitimate: goodiireporting..: However,! ‘much:- ofirwhat
appe&rs has in essence been pla,ced by the public relations
_:staffs of .the pharmaceutical, firms. A steady stream of..
.. magazin - and. Newspaper a1 tlcles are prepared for distribu- .
. tion to thelay press. _These may, take the form of so-called =

" informative, or background articles on-conditions such as
‘a,llergles of edema, Buried within the article, there is often -
" “a brief paragraph mentioning that a great drug has-been. -
" discovered and manufactured by company. X and the name
of the ch‘ug is given. The artlcle dlt))es not say that the
_ reéider-shotildrush to-his physician «and dema,ncirv the” drug,
but the implication is usua,ﬁ)y clear. And, of course, th Sre’is
nothing to show where the article: origmated :
_Along the same lines, it is fascinating to cons1der h{)W many
 druigs - first ‘become known through* the : gdod “offices of ‘the
Wall-Strest Journal, The: implication of such: reports I: do
not feel entlrely competent ‘to” discuiss. "1/ have’ wondered,
Yowever; whateffect such announcements may ha' on stock
market quotatlons LU

Dz, Finland sta,ted the problem in an excha,nge ‘With" Senstor
Kefauver: : o ,

SR bl 7 doct,ors Who ‘are: Veryu‘ bus and perh&ps don’t
Have ah’ opportumty to.read the Wall Street” Journal, or*the
~ Tewspaper on ‘a ‘cértain” day when*the ‘virties of & Eertain
drig: ‘are extolled sforé he Has had ‘a echdnee to read his
‘médical journals, and-thér-he is confronted by s’ pa.tlentwho
shows him this'and tells him ‘that; and he'calls up-thas
mignufacturer, or his: representa.twe ifid he tells® Limi
good d&‘ug, T'think he will probably usé'that'drug
“Serator Kerauver. How would you préve
e i the Wall Strreet ‘Journal;
papers: and? nispazines, articles 4with information: iy
._them by the drug manufa,cturers extolling, the virtues .of-a.
o particalar dfug Tiimedigtely tﬁe _physician, gets advertisitg 7 .
. material about the:drug, and the patient demands it; perhaps - -
..changes:his doctor: if he doesn’t get-it. How. do you think. -
... that kind of t.hmg can. be checked g, litfl ?

] Hearlngs pt: 18, 0. 10378,
» Hearings, pt. 18, p. 10246,

-
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Dr. Frivaxp.. * *. 3% 5 : ’ ’

- Now, what the: mtncacles of ths Would be I oa,nnot sa,y
But I know there is too great a lag batween the time :the:
_+.:drug’ manufacturer-perhaps- feels..convinced -he' has a ;good:
- drug,;-and the time whentheclinical investigators-iare able:
* to:present what'to their own satisfaction is:a proper: evalua<
ion, and then from that. tlme to the tune When ‘the pubhca—
mn‘..-’appea,rs;é-.r:». b i
: :'The ‘question Whether the newspa,pers or: Wa,ll Street
~w:Journaly should. be -the :ones :to- provide: this ‘prémature in-:.-
forma,twn, ‘orgthe ‘drug - manufacturer: who has-himself & pers: ;.-

sonal interest in this, rather than the investigator, to.the

medical public d.u‘ectly This is what, I feelis.a defect in our
present schemie of things &

A concretelexample of the' advertxsmg procedure in the case of
Sparine; s widely:used-tranquilizer, was given by Mr. Mike- Gorman
executive director, National Committee Against. Mental Illness:

Wyeth is Aiverican Home Prodicts, which has" S arine.”
Three years ago they decidéd st a blg cockta.ll-and—steak
arty to introduce:this wonderful new- dru% Spanne ab thg o

' . 2 affair, oducing:
"/ this: new drug Sparine’ and this had a- veg;'y limited. test by%.
7 rgroupof doctors at thé District, of Columbis General: T won’t:
. -be unkind sbout them; - I say they were'not top drawe
¥ one 'of them was top drawer.. 1 had seen this: pubhc&tlon

“ paid’ 16, attention to’this publication; ds did ihost science

v g
~writers. ;- Then- ‘they got out an: 1mmedia,t flash-to -all-the
- papers’ a.bout thigthing and then—they: algo got a flash bul
Fetm to 4,000 or 5,000 doctors about this. drug.., Then whe
he: doctors Nprotested the premature release of it they blam
‘on ‘tHe National Association. of Sciénce erters, that the’
gtience Wwiiters Had"written prematurély  aboiit it. So “the’
science Wwriters wrote s hote of- ‘protest to Wyeth made the
" apologize and the NASW protest was prmted in the Journal
? thie American Medical ‘Associgtion: -~
It ‘gives you. an-idea:of-the powerful pressures: ‘that! ‘were
tking.” They pushed thé doctors ‘on_this’ d :
ubted this’one publication.. T_e ¥
-~ " pearad-inthe - aper; they sai ell; we:
oL -thls to-the préss.  Théy must have pmked , AUp
..-had s, press party. for 200 people. at which' they ‘fed:t
steaks: = Then they sald “Oh the press 1s terrlble the way
“ " they ‘do things. " e
When Mr. Alvin (., Brush, chairman of:the board
Home Products appeared ‘before- the subcommittes, Mr." '
tioned. him_about. the allegations and réad fromi ‘the’ Journal_-‘:a the
American - “Medical: ‘Association: s protest from Mr. John Troa,n,zj-
l= Eearlngs, pt. 24, pp. 13938-13088,
Hearings, Dt. 16, . $012,

81327 O -62 ~13
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chairman, Committes on Information, National Associatidﬁ of'Science
Writers:: Mr: Brush: a.cknowledged his. company s errors a,nd sa.ld it
would. not. happen again®: ». : :

Dri:Nathan Kline: director of research Rockland Stat.e H05p1ta1
Orangeburg, N.Y.; deplored the steady deterioration of drug-company
advertising, malnt,ammfr that misleading: advertising by one company
tends to force;others to do-likewise.. Referrlng to testiraony her had
given 3 years earlier before the Legal and Monetary Affairs' Sub-
committee of tHe Committee on :Government :Operations -(6f which
Representative :Blatnik' was chairman);: he: st&ted that he had-drawn
certain mferences Whlch he DOW: reallzed were “unwarranted!:

promoting psychopharmaceutical drugs ‘haveé been-followed:
by: a:strong . counterreaction: ® - *.in recent:months -there -
has been a dlstmct cha.nge 4n the tone of: such advert1s1ng iy

i Eearings, pt 16 oo 329299 pt. 17 pD 9505-9508. > ’ :
Mr. Di \red DT Br.zsh r.o eom.ment on ehhlblt 108 whmh wns read al ud

G " 4 Exnmﬂ 105‘ e .
[From the: T oumai or tha American Medmal Assuclatmn 1956] .

From time to time, members of the’ mcdxcal professmn voice compla.iutswgardmg“ premature publieity”
about developments in the feld of medicine.. These' complaints generally:are directed at:mewspapermen
and others employed by lay communpications medinms, A full examination of the facts would reveal
that such critisism is usually groundless. However,-it is unfortunately true that some instances of pre-
mature puslicity do occur now and then, although the National Association of Seience Writers (NASW)
feels il is achleving conmderable s1ceess in its persistent efforts to reduee their incidence, ' In line with this
the NASW w lore publicly the indefensible methods employed by a certgin pharmaceutlcai
firm 1n connectlon Mt.h the announcement of a new ataraxic drug on Feb. 20, 1958. Early in February,
telegrams were sent, on behalf of this ficm, to 2 number.of selence writers in the United States, which said
in part: ! By speclsl arrangements with the ebiaf of stnff and chiel psychiatrist of the (neme of ﬁospitn] and
city) you are invited to aftend & stafiimesting on the resulis of the hospital's clinical work with a new
potent ataractic drug known as * * % The date is Feb. 16, 1:30 p.m. suarp, in the medical auditorium of
the main hespital building. Thas is a-regtilar’ staf) meetmgf to which wiil b invited physicians from the
medical schools of *.* “, and * * *.. Physicians.at. (the hospital) have done extensive clinical work with
tha érug Bnd find it most pro smg “We tholight you would be interested in this significant development
in the field of chemopsychotherapy and partienlarly in the clinleal studies: underwi ay at the hospital.
Transperiation incidentals end hinch will be provided by our friends at (name of drug house}. Luncheon
?ﬁﬂlhbe siartied at the. Hotel N at 1. 130 a.m, sha.rp Limousmes will leave t.he hotel at 12: 45 p.z. far

¢ hospita .

On February 16, S press roladse wad issried oo behah‘ ofthis dru ouse Dated for g I‘ébruary 2, 1t
was 753: words:long and ‘began thug: ¢! A-new drug. which ca!.ms and :controls-acutely-agitated Tmental
patients, alepkolics, and” drag-addicts and facilitates thﬁlr ‘physical and psyohiatric rehabllitatmn was
dizclgsed- here today af & medical 554fi confergnce of the * “* "Hospital. - The new dru dlﬁers {from ¢thers
in uge In that the calming. of pationts s not masked with depresslon Little or.ne. fall in the patisnt’s
blood pressure has been obgerved. Vasomotor collapse (precdipitous drop in blood pressure) has not
oceurred, hor'has the drug.produeed tachyeerdia (excessive rapidity in action-of heart): . There is no evl-
dence of lntolemnca to:intramuscular nor intravenous administratien of the drug, no pain on Injectlon,
and no tissue destzruction at the site of the injéction, "Jaundice and agr anulocytos:s aifributable £o some
grugs in the field of chemopsychotherapy has not. baen abserved thus Iar after. adm.\mstrunon of . the new

i <

Me&uwhﬂe, tho-pharmaceutical house 4tse)f ;was: sendmg ieonfidential letters: hearing the name of the
firm’s presxdent to the professiou, which most ph}simuns recew on_6r about. Feb. These letters
stated in‘part:: .

‘“DEAR. ' baut a: tent oW ataractic
drug called’* *** " Ttis almost 1mgossib1e to control publicity on'an important new sclentific d¢tilevement.
Busy repocters are finding but about * i*-*:iri ‘locations where 1t is; being clinically Javestigated-* * *.
Because we Want vou to.kriow ahout * # * from us, and ‘not from the newspaper, I am wriling you thig
letter to give you thé gist of the prehmmary ﬁudmgs Prerelease pubhmty is‘unforttnate becalse wo are
not quiteready to make * ¥ available. N

The NASW Ieels such duphuty canu e condoned It has nD place in odiine b1 § medlca\_]ournahsm
Tare ol ¥ OEI‘I‘TROA'N’
Writers; Ine.

ou may hava read or may }m;rea.ding in your newspape;

Ckmr'ma'm, Commzttee'an Infnrmauw. Nat:onal A,ssaciutwn of
Port WASENGTON, N. Y.
s Atthe conchyslon of the readin:
The gompany [s-(he Amencan
~Mr. BrUsH, ‘That 15:cotrect )
-Mr, DIxoN, ‘What comment do yo! 0. N el :
“Mr. BRUSH. "W made two serious’ er:'ors. We have apoldgized for ther, and eg of y krowi:
edge;we have sat up a systaw so that 1t won't happen azain;;and I'beligye the seience writérs bave aceepted
. our apology and to the bast of my knowledge the matter is closed.”’ :

My, Dixon-continued:
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- Later: I stated . - 5
“In respect to. regulatmn of advertlsmg it Would &ppear

_.that it is not a matter of Jocking the barn door after” the
orse has esc&ped but of sendiriz out a poss’ after the horse’-""

T “of its ‘own accord.”
: Ordmarlly 1'do 1ot read sich’ promotlonal hteratur but.
in preparation for these hearings I did look through the” ¢ur:
- rent adverhsmg T must-admit that-the horse is cut:of the
barn ‘again. - ~Some . of the drug firins-seem:toshave adhered
to-the: staternent--of ethics' set: riup.by the:Pharmaceutical
Manufacturers Association; but others; as Stephen Lieacock
has’put-it;«“have léaption thelr steed a,nd galloped ‘off in-all
direction

" Dr. Bramg, Dr. Khne, would. you 345, 18 s0T|
a Gresham’s law operatmg here—tha,t ‘bad' advertlsmg d_nves
oift good advertising?

Dr. Kuine. I would certa.mly aprée’ Wlth yo 1y Dr Blal "
Ag a1i econiomist; it s, mfortunately*true e

r dé rmmmg ficdci—"Thé ‘exp pha 1zed the impera-
tive neéd for'an objective determination’ of efficicy of ‘bhe' drug prod—
ucts placed on the market Dr. Dowhng stated :

T should like to make certain’ positive suggestions for clear-
ing misinformation from the channels of communication, and
getting worthwhile information to the doctor. First, the
Foodand Drug Administration!should be: empoweted. £0-ex-
amine:the efficacy 'as well-as theltoxic effects of all new drugs:
Tt should: be:obvious: to-éveryone that-insufficient knowledge
on'the part; of the'doctoriregarding the efficacy:of a drug can
réact 46 the detriment:of arpatient: justias much as a toxie
action by the-drug; which the-Food and )rug Admmist.r tion
IlOW has ‘the power bo regulate PRt

X drugs ha been. put : vith
eﬂicacy' .claims based on- extremely meager. and unobjective
observations by.people:not truly qualified #0.make such o
servations. Also, there'is abso utely nothing in’ the.la
prevent the manufacturer from. completely ignoring
‘favorable reports "Oné’ company inits adyertisitig: for one
of'its ‘product ‘blithely states: ‘that-theré: have'been-o
reports-in the literature ab p !
" They glect to'say that 60°percént re not, en
= The Food and Drnig Administration-does
‘-the ind

able’or pertinent!
not determine the qualifications: 0L ob]ectlwty
iduals:who provides.the data on. :

‘e baged,  Very meager and ‘ ervations h
been allowed o serve as ]ustlﬁca‘tlon'rfor granting permission
to advertise and wmarket” certain drugs for” life-thredtening
conditmns H Such uncrltical a,ctlon is potentially d:mgerous
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Eipeclauy if it encourages the use of an medequa,tely studled

Several physwla,ns expressed _regret. that a8, the ﬂood £ ‘1_1 _.drugs
mounted in the midfifties, the Amerlcan Medleel Aseocmtlon discon-
tinued. the practice of testmg drugs.” Dr, Bean. .explained the eerher
procedur )

gils @ eommmtee of the Amemean Medlea,l ASSOOI&thll
I don § remémber: the:title, sbut on pharmscy and: theras
peut1cs -which*for'a loni; time: hadits ‘ewn’ testing: agéncy.
That is ‘to.say, it regularly revidwed the claims-and the.data
ipor: whichdrig:companies proposed ito-launch’or.introduce
any remedies. 'This was discontinued several yeals:agciasan
across-the-board review procedure, I suppose because it got
to be out of the question to teet 80 many new drugs and so
ma‘ﬂ} new thmgs éach 3 year = "

On this same subjeet the followmg exehenge oceurred. between
_Dr. Finland:and: the ehelrmen

Senator Keravvus: Tn yeats! paet‘the Ce'un'eil on Drﬁg"s
ofithe: American. Medical Association. used. to.atterpt. some
-eva,luetlcin,‘% did-it, ‘e_t,' uf; they ha.ve iscorn hat ork .
. in recent years? '

Wh1 hvwas the ‘preeedent*or the; perent of: the prédent: Oounell
onDrugs; did do’a: veryiexcellent: joblins keepmg down! the
elaims of manufactirers and initesting and: arranging for the
t.est,mg of drugs. ::I:do not’know what-exactly led to their
givingup’ ‘that-funétion on ‘the scalé on which they wers carry=
ing it out or led to their failuteto expand it;which 1.think:it
:should .have. done; in.proportion ;to: the a,moupt of activity. -
that was called for with the increase in the 1 iumber of
But the Council gave up the testing of drug; \

their funetlons tomerely’ writiig ‘a” staterient “about each
drug, bu ‘that this staternent is based uponall
_ceumulateél information’ whiéh! the j"manufaeturer

HERS . S0 E .. N
ings, [t 18, p..10252, . contfnned: “It Is, diﬂc dint dic o mmpara.tive
studies 6f man'y’ of r.hs drugs presently on the matket. - The reason for this-is guite: snmple 11418 aathema to
most of the dmﬁmanufacturers 1o considercomparative studies. - The redsons usually given relate to unfair
competition and poor Sportsmanship but futidamentally they boil down to the fear that many of our pres-
ently popular drugs would not fare very wéll-ift cgmpared: with ‘established and Tespected itemns. Some
such studies Rave beont: done. a fow have even appeared. in the llt.eratu:e, and th e results have frequently
confirmed the reality of $uch fear.’ N
“The.drug efficacy. problem:is also reﬂecte.d n prornotion and advertising I
intensity of promotion &nd advertising dévoted to ahy drug varms 1nversely with't
The ]taranquihze,rs are anlgﬁllent emmple of sueh a relatlonship !
15, p )
t. 24, pp 13941-13942 He elaborated “Now, E do not’ t!link that the d.mg manutacturer
{srequired t to’ Provis i the informatjon evaflable to bim as they are to the Food and Drug Adminisération,
Tt Is {liegal, I presumne, for the manufactirer o withhold information from'the Foed, anid Drig Administra-
tion, but I amn not sure what'the Council on Drugs.will'do if the company presented them with the gvidance
n favor of ad::ug angd. orﬂmittetlsome evldence whleh Was no; the bes e el

k3 my opimon that the
eﬁicacy of that drug.

t:l‘semt{;;g;la Km'? mvER Ia othar Words; there wonld ba o compu}sion to require them toi send_the unfavor-
able ma R

“Dr, FINLAND. There is o compulsion, Of course, if unfavorable effacts ooour. thy X

some of them fmm other sources—they have access to experts, and if they hﬁ?v;?en o D¢ experts Who have

ewxv%? th the drug, and if those axperts are unblassd—the individaals Whor they consult—

et shat lnformatlon and I am sure they do.”
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Dr. Weinstein proposed. that the Natmna.l Instltutes of Health be
gwen the-respons1 ility.of evaluation:,

“Trwould: fecomimend ‘that poss1bly ‘the Natmna,l Instltutes
of Hesalth’ and similsr’ ‘majoriresearch: centers be:giveni'the
responsibility of evaluating drug efficacy before theidrugs
are‘ever marketed:: * ¥ *1Ongrof the" extremely worthwhile
restlts 4o be a,ntm;pated from:such “a program'would ‘be
the very drastic rediuction in the number of drugs:appeating
on the ‘maiket. < This’ would ° certamly ‘be welcomed by
the pliysician‘and the pharseist. T doubt very muchs that
any really Worthwhﬂe drigwould fail to be develéped ‘becaiises
of ‘mich “a “Systermn:’ This : ‘brief delay in- marketing swhich
thig ‘would “éntail swould- never: be detrlmental and a]most
invariably ‘would be beneficial.® < 5 -

Dr. Meyers coupled a recommendation that FDA test for eﬁcacy
with the proposal that the information.on which the FDA acts in
releasing a drug should be made available to the entlre medmel
commumt.y In t]:us connectmn he sta,ted_‘ i : _

sfcreen1ng for humen tomclty, mcludmg
older ‘drugs of ‘tha same class; shiould be'réquired.. None of :
the genumely new drugs Would hiivehad theirrelease delayad:
nent."No one'is’ going to be'denied the
‘some reqiifenient that: efficacy be
i if mdeed the

0y £l 1
o beneﬁt of i’ pemcﬂhn':b
* ‘demonstrated as-well as'the absence of toxicis;
toxieity screen is effective.
- The sécond’ suggest.lon is that before -drug B
for sale, the scientific studies, both liboratory und ¢linidal,

hould be' pubhshe “for Estudy en 'crmclsm by the Whole
miedical ¢o1 : .

Dr: MuverS, "Yes, sir; ‘at the miomenit; thereis no requir
© “rment that any metena,l b available to meat the time L ani

** asked to first use & drug; other than the packagmg mgterial,
and the scientific studies on which the packaging information i
is based are not available to me for a more eritical reading.™

Dr. Barbara Moulton formerly oni the medical staff of the Food
and dDrug Admlmstra.t.lon urged a2 -determination - ofreﬁica.cy AShe
state

% *.no phys:lclan no. one .who:has ever been Te ponmble
for the welfare of llldIVld'El&]. ;patients; will.agcept .the. idea
that safety can be judged.in: the absence. of .4.decision.about
efficacy. No drug is “‘safe’” .if it fails. to, cure. a. seripus
disease for which a. cure is-available.- : No. druixs too danger-
ous to use if it will cure s fatal disease for which.no other cure

. _is.available. . .

T To attempt to sepa.rate the ‘two concepts 1s’completely L
irrational, and I cannot believe that~ either Congress ‘or” "
the pubhc ‘will rdemand or expect . greater omniscience on
the ‘part. of the Food: and Drug Administration physxclans

% Hearings, pt. 18, p, 10264,
.9 Hearitigs, pt. 18, ppi: 10403—10404. :
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“whish dégling’ ‘Wwith efﬁcacy than’ they“do  iow’ on'
Criteria for adequate proof of efficicy would dsvelop grad-
ually, as: they:-have with respect to safety;.and.the industry
would: eut()matmelly ha,ve adequate me:to, gear itgelf, a,long
these:lines. - i :

2 Foras drug ﬁrm to ob]ect too strongly to.suc ang 1n
the law. should-render it -highly suspect. -In general drug
manufacturers: claim . that- they never.market: s drug until
theyuthemselves :think -they have reasonable proof.of its

.--Xf they have such proof, they should not feer its
y.-the-Food: and Drug- Administration, . ..
If a8 I am.afraid is too often the case,. they have, not.
attempted to obtain: such. proof, it:is- hlgh timie ‘that,both
tﬁe n;edleel profession and ‘the.public beimade aware: of
t a.t a,ct

Accordmg to the opmlon survey of physicians conducted for the
AMA;%2.the most important singlesource ofiinformation on new drugs
is the detail man. ."Forty-eight. percent of the physicians reported. that
the detail man was theirearliest. source -of information. which-leads
them:.to. preseribe-a; drug, as. compered t0-only.20 percent, for the
next most frequently cited.source, direct mail ads.. Of the various
types of information from which:a physmmn ‘can-obtain information
about new drugs; no fewer then 65. percent rega,rded detail men as the

“most effective generally

Their. 1mportance is-also.reflected in the fact thet selesmen 5 a,nd
detail ,men’s ‘compensation and. expenses’’:: constitutes the largest
single:form-of sales:expenditure -by, the 20, large drug companies.
Amounting to $200 million, the cost of detsil ‘men, represented nearly
-two-fifths of their total- sellmg and.advertising. expenohtures

While: conceding-that deta,ll‘men do have a.role to play in brmgmg
informationto the busy, physician's. attention, their reliability as a
sourcs of. information on new- drugs was. questloned by medleal e:,gperts
appearmg before the subcommlttee L

PHYSICIANS €O

Dr Mexwell Flnlend epeakmg of deteﬂ men 1emmked:

¥ * * perhaps they outdo their mstructors in what they do
in‘ordertd try‘to’ promot”"anrug s E *"T-her as &, tlme
When they "really ‘tried to instruct me. R :
' Serator Kerauver And instruct you When i u-kno
Whole lot miére abot it than they'do. : ‘
"D FINLAND Exeetly fThey CAINE b0 tell me” about i
drig T was working ‘on, and they did not kriow that] Was. %

Dr. :William Bean, .professor of internal medmme Sc
icine, Towa State Umversrty, _State :

«:Salesmens: are mterested in- eales If salvatlon ‘can r;bé
gained, too, so much the better;” N s,tumlly, special produets

¥2 Hearings, pt. 22, p. 12040, B

#a Attitudes of 0.8, Physiclans toward the American Pharmaceutiosl Industry. conducted b - Ben.G:
Associates, Inc., and financed by the American Medical Association, 1959,

s E[eanngs, pt. 24, p. 13944-13045.
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“i-are spralsed--those-of the salesman’s. firm—often -with: a.-::
"o .memorized ; monodlogue delivered with" samples and-:the.
Qo accompanymg folders.:- The: newer drugs get special-treat-
- ment;-;“The physi¢ian,:if he’is urcertain of what: His fellow:
physmmns may be:.doing, does hot. want to:be left at the
post_in . any: new. therapéutic race: either. --So;  with-: the:
.+, Teassurances ‘He -gefs, the new. therapy ‘s’ launched - The-.:
-~ results are vamab%e but not all-according to the spiel. B T

The lisnitations of detail men were partloula,rly noted ih the handhng
of new drugs Dr’ Harry ¥ Dowling remarked on- éhis point:

1t has been satd that the’ ma,u;orlty of practlomg physmlans .:1.: :
i, Obtain. their first information about a new drug from a detail ©
'man. .. From extensive. personal ewcperlenoe, I can say that. ..
this is_neither. necessary. nor «dssirable. . Speed is. not an..
important object in most cases, since most drugs that. are ' .
newly marketed donot represent. a,nythmg new. .When adrug. |
s really new;: 1nformat1on about it .spreads with. rapidity by...-.
- .. word,-of motuth ‘among the members ¢f ‘the professlon and
' through articles i in medical journals.. . ;. R
- -Eurthermore, it is premsely in the case of a.t uly new drug
‘that the p _1ples tipon:which its dosage is based and :the
“'methods of . using it are both likely to Be, s0 different. from,
prewously used drugs. that the, practicing physician should
C..oget oa thorough Knowladge . of the drug. %rom a competent, ..
.authority .when Ne first hears about it.  Detail men are . .
7 ialuable for the purpose of getlmv 1nformat10n to physmmns_', ,
. -and phamm,usts regarding the avallabﬂltv ‘and prices.of .
I products distributéd by their companies, but. being salesmen," _
i the) n'oL be expected to'give unpréjudiced advice. Not,-
belng._p 1ysicians, they. umnot instruct. physmla.ns regardmg
" thie principles upon which the usé of a new drug is based:»

_ Dr. A. Dale Console;: onvthie basig of his:experience W1th a drug
ﬁrmr and in private pracuce had thls ay of detall m

“is known to miost if not all'in’ the. pharmaceutma,l 1ndustry
"I you can’t convinee them, confuse thém.” This is a,
i Va,lua,ble tool i the' mdustrv a,nd T have scen it in opemtlon; .
a8 p guide to’ aetalhng as Well as to other forms.of advertising ; =
o a,nd promotl n of drugs.” It operates in what Dr. Lasagna, ..
as 80 aptly called the ‘numbers” racket with its never- . -
- :endmg barrage “of néw products ¢ohfusing narnes, con-
L ﬁlﬂtmO{ doqade sohedules and mdlcatlons cla,lms and counter-

L clalm”-l-l have seen 1t 1n o era'mon nere in statements made

o Honeings, pt. 18 . 1033,
<+ W Hésrings; pt. 24 4172;
1 1 Hearlngs;pt. 18, p H0368; ;
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what to ‘say to:the doctors are-given:to h]m 1n %rlvate the meeting
which' he has with the doctor is:in private:::If the: physician regards
the firm:as a “‘good”” company, and:if'the detml man hes -built up a
“‘good’* relationship betweenhimself and the doetor, thé opportunities
for the transmission of misléading: information are very real-indeed.
This-is particularly trué‘in the casé:of-a new drug which is just bein
introdticed and: which has.not as-yet been the subject-of -critical an
independent investigations reported in:the medical literatire:: And
even when journal articles begin to make. their appearance, it is
extremely difficult for physicians, as they frequently pointed out in
the hearings, to keep abrea.st of the medlca.l hterature outmde the
field of‘their specialty, " -
- Moteover; L‘F 3 physician becomes ekeptlcel of a detell ma,n 8 glowmg
account of ‘@ hew d?lv*ug ‘and reports the matter to the" compa.ny, the
incident ig’likely"to be dismissed &s' represénting nothmg more. than
- an idolaged instanice of overenthusissm on'the part of an overly zealous
~ salesrian.  ‘Cérrection’ can'~be achieved sm:tply by “reprimanding or
: dlsmlssmg ‘the'arrant employes, - The'com] 'eny oy fesses itsg a‘.' titude
for having had ‘the matter called to its atte )
proper steps to, prevent its recurrence;’ '
But “how ‘often 'is ‘the’ mlsrepresentatmn a matter of ‘individual
overzealousness'‘and how “often ‘does’ it reflect “deliberate company
codified ‘into’ specific ‘nstrucmon to’ the detaﬂ man? This
to ‘which'thers ¢an be no general answer, sineé it'is"a rare
d when' s drug’ company’s instructions to its detaﬂ men
become a matter of public kriowledgé, “But on a matter i i
was of ‘the greatest importance to the healthi'of their patients tha,ﬁ the
practlcmg physmla,ns réceive the unvarnished truth, the subcommittee
did corge Into possession of & leadmg drug firm’s’ ertten instructions
to its detall ten; . The issus was'an exceedingly dangerous side effect,
aplastic enerme the drug W&S Ch]oromycetm ; and- 'mpany was
Parke Da,ws & R

CHLOROMYGETIN A CASE(EXAMPLE

Ohloramphemcol sold excluswely 111 thls country under the trade
namse, Ohloromyoetm enjoys ‘a' greater sales volume than any other
smgle trade-name ethmal drug’ and'is ‘the second largest selling broad-
spectrumantibiotie, ' It i8' generally regarded -as t%te drug’ of choice
for typhoid féver, Rocky Mountain spotted fever,.and other Rickett-
sial disesses. In recent years its sales have mounted sharply, 88 a
result of ‘the fact that straing of’ staphylococm resistant to 1" have
developed more slowly’ than "has been the case “of other antibiotics
guch a3 peniecillin and tetracycling; this in turn is la,rgely the result of
S sharp lecling in' sales during the’ mldﬁftles, following reports that its
use was associated ‘in a relatively small number of cases’ Wlth the
development of blood dyscrasias—particularly aplastic anemia. This
is & condition in which the bone marrow ceases to create the white
cells, red cells, and ‘othér “corhponents-of the blood; the fatality rate
of : eplastlc a.nercua. is, at least 50, percent,. . The problem is aggravated
by g number, of other factors. . Thus,. the. condition may, develop
‘weeks or even months after, the admmlstratlon of the drug.” 'There is
no known method of determining a patient’s susceptibili y -to -the
drug. Blood studies may reveal the presence of aplastic aitemia,
but even when recognized the condition is often“irreversible: “In
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many: ca,ses ~howeéver,: the- true 1dent1ty of the a:]ment 1s never

reco :
: Wgnh these characteristics, 11; can ‘readﬂy be understood why
medical circles attached. grave 1mporta.nce to reports, beginping in
1950, that aplastic anemis had been. observed, following the adminis-
tretlon of Chloromyecetin. The 1951 issue of New and Nonofficial
Remedies, published.by.the Council on. Pharmacy and. Chemistry of
the Amerlca.n Medical: Association warned  that. “changes~in the
gerlphera,l ‘blood: or. the. blood-forming. organs have:been reported
uring the use of chloramphenicol,” Furthermore, an. editorial:in
the Journal of the American. Medical Assoemtmn dated June 28,1952,
refers to “additional reports of the effects of chloramphenicol on. the,
blood and bone marrow.” These" reporte must ha,ve been made
several months earller The edlt.orml_goes on to s&y’ ‘

reaction that has ,been,
tered 1s productlon ‘of ‘a true aplaetm anemia., In
the experiénce of one group. this ‘anemia has occurred in
patisnts who have previously. received one or more courses
of "chloraimiphenicol without untoward effect. * 'When "the
drug was subsequently administered, even in small doses,
a severe blood abnormality has a.ppeered Even dea.ths
have been reported.

At thé same tire the Food and’ Drug Admmlstra,tmn wag® recewmg
cage historiesand, through its Division of Pharimacology wis miking
8 study under Dr. Jack Li. Radomski, of the toxicity of the' drig in
dogs; this: study, 4s Tater presented <at-the Federated: Societies'in
Chicago in April 1953, showed a significant reletlonshlp between blood
cha.nges and. ‘theiuse of chloramphemcol

Statistical analysis of weekly blood eounts reveeled a 31g-
nificantly;lower granulocyte count during periods. of drug
administration as compared to recovery -periods.: :*: * ¥
.. Bone marrow changes * * * varied with desage.’ o

In June 1952- the. Food and Drug*Admmmtmtmn dlscontmued hig
certification of; ehIoramphemool -and freferted: it to-the: National :Re-
search Council for récommendation as to the:future use of the’ drug.
The Council set up an.ad hoc:committee of physicians who met with
ofﬁcmls of FDA and representa,mves of Parke; Davis. - Aftercondidér:
ing. the matter the Oouncﬂ 1ssued it fmdmgs and recommendetlons
in: August 1952;; il i ‘ :

‘Clertain cases’ of serious bl d'dy cras had been a.ss )

cigtsd with' chloramphenicol; ' PN B

© 2. Although thig comphca.tlo‘n had thus far been uncom{‘f‘.. -
moz, it was considered sufficiently important to warrant 8
waraingon the labelof the packages-of the drug and in adver-
tisements;of the-drug:and: the: xeécommendation that'chlordm=
phenicol not bé sed indiscriminately or: forminor:infections.

: 3. When prolonged:or:intermittent administration:is Te=:

.- Qnired, adequate bl

lood gtudies should be carried out.

k] Fedaratx:m ‘proceedings, “Pharmacblog a.nd { Experimental Therapeutlcs," “March 1053, - vol 12 pp
358— In a “ater study Br. Radémskl produced further evidence supporting his origing! inding, ¢ At
blotics and Chemotherapy,”” Deceriber 1855; vol. V, pp .674-678; “ Antiblotics and Ghemothempy,“ Novem—

ber 1954, vol, IV, pp. 1174-1180).
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s 4 Further stidies.of gerious reactions to- chloramphemcol
‘and other drugs should be made.

" The' Foéd and Drug ‘Administration thereupoﬂ acted to 'mplement
the recommniendations of the National” Research Councily it 1s5ied s
prest release on August-14, 1952, annou:oomg that it had decided to
permit the drug to go back on the market “‘under revised labeling.
t.het. would - eantion’ ‘Physicians: exph(:ltly agalnst its- mdlser]mmate
use.” The release referred to” the National Research Council’s con-
sideration of 410 ‘cases of seriolis-blood ‘disorders, of which 177 ‘were
deﬁnlte'ky known to-have been associated “with "the use of ‘Chloro-~
myeetin: -The release’ also ‘pointed out t.hat the labehng Would be'
cha,nged ‘to mclude ‘the followmg warning: - g

(To appecw at fop of cwcular) ‘
Certain blood dyscrasms (aplastlc anemia, thrombo—
cytopenic purpurd, “granulocytopenis, and’ pancytopenm)
have ‘been ‘associated with ‘the sdministration’ of Chloro-
mycetin. ~ It ‘is essential that adequate blood studies. be
made when prolonged ‘or intermittent administration of ‘this
drug is Tequired. Chloromycetm should not be used indis-
(:nmmately or for minor’ mfeotlons

On the Iabei

.o WARNING: - Blood dyscrasms may be, assooleted with 1nter-‘__
. m1ttent or prolonged use, It is, essentlal that &dequate blood
“studiés be'made. . ,

' The Administration ‘has Wewhed the' Value ‘of e drug R
agamst its capabilities for causing harm and has decided that =
it should continue to. be available for careful use by the. medl-
cal:profession:in; those serious and sometlmes fetal dlsease in:
which its useis necessary:. P

How did Parke Divis 1nform its demll men of thig series of events?
Physicians throughout the :country had read’of the aplastic -anemis
problem in medical journals and the l&y press: could: be expected: to
beranxious: torsecure more! information. "How did -Parke; Davig-de<
geribe’ to itsown:‘'sales!.force these: actions ‘by:the: Food and Drug
Admlmstratmn and the' NationalResearch: Council? -+ "~ =

-1t responded by sendlng to’its detail men-a series of commumques :
known as ‘“President’s” or ‘“Director’s Letters’”, copies. of which : the
subcommittee was able to obtain.®® ; As can be seen from a few extracts,
these letters tanged from the deeephvely misleading to the downrlght
false. . .An assertion.in “Presldent s Letter N o 4,7 August 12,1952,
is both 3

Chloromycetm has been ‘officially’ ‘cleared - by:the - FDA
‘and:-the-National: Research-Council:with -no- restriciions -on:
the-number:or the: range «of diseases forwhich ,Chloromycetm
may. be:administered. - [Emphems in: orlgmal‘ i !

This statethent” 15" false b onlmen \ of the
National: Research- Council states: that ““although this omp cation
hias thus far been uncothmof, it was considered suffici: ‘

L] Heurmgs, pt. 26, pp. 15062-15677,
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to warrart a warning on the label: of the packages of the:drugs:and
the: recommendatlon tha,t chloramphenicol not be used indiscriminaiely
or- for: minor. infections.’”.. [Emphasis; added)] .- Obviously “when: the
National Research. Ceuncxl recommended. that chlor&mphemcol “not,
be-used mdlscrlmlna.tely ‘or-for minor:infections”, it was. proposlng )
restnct.mn ‘on; the number’’ and: “the range of dlseaSes

The statement, is isleading in that it distorts the. true. natu.re of
the action by FDA and the NRC. What these two. bodies did was
to permit the continued use and sale of the drug under certain specific
conditions, namely, that a warning must be included ori'the label and
the advertlsements and that’ the drug shotld not be used" indiserimi-
nately ot for minor ailments.” Parke, Davis perverted the permission
for continued use under these restrlctlons into' a blanket clearance
of thedrag.’ e _

The same letter contams ‘another” hlghl mlsleadmg aesertlo H

T};us, Ohloromycetm ‘has” suc "ssfully passed three“' '
tens1ve investigationg: SR : :
“Oniginally by Parke, Daws & Co g '
.. Next by officers of the Food ‘and Drug’ Admmlstratron S
' "'Then by s special committeée of authoritiés in’ the fields
of hemdtology and chemothera.p appomted by the Natwnal o
Research Councrl v

.. Jf -8 dogtor: asked & detall man. about thls reported srde eﬂ"ect of
Chloromvcetm -and-he were told:that the drug had “passed” three
investigazions, would he not feel that.the changes against the: drug
had been examined and found wanting? - This is-a far cry from per-
mission: to. continue the sale of the drug under. circumstances and
conditions . which, if.carried- out, would have limited its use, in the
“words of the FDA to “those senous and somet1mes Fatal d1seases in
which itsiuse is necessa,ry . : :

In its: Dlrector s Letter. of September 16 1952 the self—adula. mn
rea.ches a new helght s

The recent dec151on rea,c ed: b ‘the, Food end Drug Ad-
mlmstratlon ‘with the assistance; of the.. Natioral Research_‘
Council and. a.board of nationally known medical experts
was undoubtedly the highesi comphment éyer, tendere | the
medical staff of our Company... [Emphae1s added.]”,

;. The. fallure .of the Government= to b&n the use.of t.he drug 0011—
pletely is.transformed . into. “undoubtedly the highest, comphment
ever tendered” Parke, Davis’ medical staff... Instead -of being in-
structed to inform. the physml&ns that the: FDA and the National Re-
search Couneil had’ found blood dyscrasias, to. be associated with the
use of chloramphenicol, -had warned that. chloramphenlcol not be used
“mdlscrl:mnately 'or for minor infections” but.only for “serious, enr_l

sometimes fatal diseases”, and had. reqmred a warning to. appear n
circulars, labels and even in advertisements, the. deteﬂmen were in-
formed that-a ‘‘compliment’. had.been paid. to the company’s medical
staffi—the “highest” in its-history. -The passing on’of this mforma-
tion to the doctor, while not e*{actly 1nformat1ve could certemly be
expectéd t0 be reassiring. "

he 1r:ost elaborate of the documents sent bv Parke Dav1s to its
detailmen on this matter was its - Director's Ltter” of Noverber 20,
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1952 “which - consists:6f ‘three perts (a) the letter: itself;-(b) 4 ‘detail
resentation  (planned: gresenta,tmn 10) “which, under:“the -general
Eeadlng ‘of “Tdeas'and Suggestions';:presents arguments and figiires
designed' to''énable the ‘detailmen to aRla.y apprehensions‘on the part
of the physician; (c) an’ attachment to la,nneg presenta,tmn 10 Whlch
under the hea,dmg “Suggested: Detaﬂs”, _suggests the' exact larig:
to be used by “the detallman"m presentm h1s argument mT
co' ering lotter stated:

"Some physmmns re. of the: opinion th " Chiorotny :
. hag been taken off the miarket ‘or. ita use restricted. Some O
physwmns have formed thé impression that this antibiotic

. -has been associated with the development. of blood dysrasms o
in large numbers of patients and will be amazed whe :
point.out, the;facts:  [Emphasis added.] .

. The first, sentencs is another example of the artful use of langu&ge
to convey a thought which, though technically ci et, nonetheless is
misleading. True, though the, EDA itself "did not. order its use
“restricted,” it urged -and. warned. physmmns to ‘do tha rest.rlctlng
The second sentence ig likewise techlucally correct, but also riisleading.
The key phrase is.“in large numbers of patients.” What ig ‘large”?
The number was sufficiently la.rge to impel the FDA: and the Nataonal
Resea,rch Council to take the actions described above. =~~~

“'The-second ’ Jtem in' this' ackage containg the mterestmg ‘admoni-
¢ , ““The special detail (PP10) should not be introduced unless
the phy: lcian ‘brings ip ‘the’ subject ‘or unless: you knowthat hehas
ceased prescribing the drug.” ’Iucldentally, it is:difficult-to reconcile
this position’with’the company ‘s‘many self-serving’statements to thg'

effect’ that its’policy 'is to keep the” physmla,n consta,ntly mformed
-the facts -concerning’ the problem.* ™ : '

The third item contains the followmg passage’ whieh the -deta,llman
 wa instructed to memorizé and répeat verbatim'to the

* * * infensive investigation by the Food a d'Drug‘ d
mmlsbmtmn, “éarried o with the ‘assistanse of a'spacial-com-
mitted on eminent sj secialists appoirited by the National Re-
search Counéil, refultéd in’ unqual@ﬁed sanctzon of continted
tise of Chloromycetm for-all -éonditions i Whlch 1t has
previously beeti used. {Emphesm added. o :

_ rThe sehnique fs tha ¢ same; only the phrase is cha.nged . Tnstésd. of
bé g the ! thhw _:comphmen Cever! ‘ﬁendered ‘the dec151on of the
FDA not to ban’o tright ‘the ale of the duet but to Tely: instead:
on’. admomtm and’ warnirgs becotned 'dn” “ufnquahﬁed sanction.’”
q ition"of contintied dsé “for all conditions it which it had:
preweusly"been used”’ ‘only makes the mdttér worse, since the drug:
had. _ev:lousl ‘been used ‘and ‘advertised for vlrtually‘ ‘all gilments for
s),niublotleet of*” any kmd is- mdmated’ ]

A seﬁs1ble' eaut1on egamst mdiscrinunate use, W}llch
- -hayve incorporated; into. our. advertlsmg and labelm(%
- welcome. addition, to our literature and to thelabel on' Chloro-. * .
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#f  myecetin‘produots; and:in :our:opiniony would ‘be a,ppropnatez SR
in those on any potent chemotherapeutic: agent.:: Actua]l Y
such caution is an assurance that the full beneﬁts of wel

lerated Ohloromycetm wﬂl be avaﬂable and free from Tis-

[Emiphasis added.] :

One can’ only wonder Why Pa:rke Dams fa.lled to mcorporate such
a “welcome addition” on the drug from the first'day of sale; or why it
has not been used by: Parke, Davis for other “potent: chemothera-
peuticagents” sold by thecompany? : Moreover, the:phrase “welcome
addition” might convey o some. physician. the. impression -that this
was a voluntary.action taken on the part of Parke, Davis itself, rather
than a requirement imposed by the:Food and Dru Admmlstra,tmn .

“In carrying out, the instructions of FDA on’ the warnings which are
t0.accompany Ohloromycetm, Parke, Davis has followed threé levels
of compliance —a. different one for each of the three prineipal advertis-
ing media.  For.its advertisements appearing: in medical journals
(which happen to have editors familiar with DA réquirements) its
compliance has been letter perfect. ~Invariably on such ads it includes
the following warning, which is identical with that contained in the
FDA press release of August 14, 1952 in. W}:uch the decision to requn'e
& Warning was, announced:

Certain blood dyscrasms (apla,stlc anemla thrombocyﬁo-‘e::“;.;
penie purpura, granulocytopenia, panc opema,) have been
associated with the administfation:of Chlotoniyeetin. - It is
. essential that adequate blood sfudies be made When pro-
longéd or'intermittent administration of the:drug is reqtured E

’hl%)eromycetm should E]1 "'be 'used 1nd1scr1mm‘ately or for
minor infections: " " '

*For the. a,dvertls rents’ maﬂed_d:recﬂy 'to physicians it d

mod1ﬁed version, in which, through the insertion of certain phrases
and the alteration of: verbs, the force of the warning is considerably
watered down. A typical ‘example: is an ad bearing the date of
November. 13, 195 Whlch reads as fo]lows, W1t'.h the changes from the
ongmal 1ta.hzed et .

O?bloromycetm isa potent thempeutw agent and because cer= .

fa tam ‘blood:dyserasis have been associated with its administra- .

- tionyit'should not:beused mchscnmmatelv orforminor infecd”

_e't.lons Furthérmore;: ‘as .awith certain’ other: drugs, -adequate

~blood’ studies :should be made: When the pa,tlent requlreS!--- :
prolonged or: mtermlttent therapy. : '

" With regard’ to,the ‘first modlﬁcatlon We SS'NGW Colleglate
Dictionary definés “potem‘,” in this’ oonnectmn as’ “highly efficacious
chemically or medlcmall{f Thus, the insertion of the term tends to
negate the warning label by’ conveymg “the ‘impression that this is a
drug which is “highly efficacious”’—otie which will do the job. Simi-
larly, the insertion of the phrase, ‘‘as with certain other drigs” con-
veys the implication’that there is nothing particularly unusual about
8 recommendation that adequate blood studles be made since this
same recominendation should be followed for “certain other drugs,”
among: Whlch however, are nong of the other broad-spectrum anti-
biotics. Fma]ly, the change from ‘It is essential”’ to “should” sof bens
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the force of the warning: from the: ma.nda,tory to the perm_lsswe As
Chau'ma, Kefauver putit:

T am'a,frmd that what. .you have done here 1s ﬁrst to d]lute
the first pait of this warning, Whlch starts off, “‘certain blood
dycrasias have been associated,” by putting in front-of that’
-2 Chloromycetin is:a potent ther&peut.m agent " ~Then you..:
~have diluted the blood study part-by saying, “‘as with certain - .
-iothersdrugs.’~ Youigive the impression that:certain other . :
credrugs-have: the same requirement. -~ Then: yeu have d11uted
i “essentla.l” by puttlng in #'should: be ™ .

Piirke; Daws did ot bother to soften the
g rice of the FDA’S ‘action, | Instead, it"adopted ‘the’ alternative
a,nd more aggresswe tactic of trylng to’ make a sethark appear & vic-
; 5, 1ts detallmen Were told that Ohlommycetm had been
ofﬁclally cléared”; that it “passed three intensive inyestigations’”;
that this’ represented the. “highest ¢ompliment” ever tendersd its
medical staff; and that the 1nvest1gat10ns hiad resulted in “‘unqualifisd
sanction’’ of the produet. *'And it was able to' make these'incredible
agsertions ecalse ‘then, as now, the mstructlons are known only 10
thires partles——the drug companies who concoct them, the “detailmen
who memorize and tmnsmlt them and the N &tlon’s doctors “who
ultlma,tely recelve them T oy

CHAPTER 12 THE SPECIAL PROBLEM oF SIDE EFFECTS

______ n dru also umque rthat
frequently. it must-deal with .the . problem of side: effects, Neither
the drug companies nor their advertising agencies can afford to;ignore
the problem. In his ordinary purchases, say of automobiles, TV sets,
and the like; the’ unrier may exercise whatever expertlse he “pos-
sesses; he can make his own. selecmon and take his charices. ~'If the
product 'Whlch he ‘purchases is of inferior quality, the ‘injury which
hé suffers i more likely to be firiancial tha; physical.' “At least he
has learned not to purchase that particular brand sgain in the futire.
Since in ethical drugs the comsumer usually does notcven* know
what has been: prescribed for him;the doctrine of caveat emptor is
mesaningless.. If-helrenews his: purchase, thé respon51b1.11ty is not
on the:'buyer but- on. the prescribing physician.: :The reason :why
this is:and 'must: continue to:be the case lies in-the fact that many
if not.most-ethicaldrugs canbe: dangerous:if-injsused.-. Thetefore,
in the interest of protecting the public health,-the amateur caunot
be, permltt.ed to make his own diagnosis. and take. a Mling at. self-
medica,tlon - He 'must be protected by an mdlwduaJ especially quali-
fied in, the field of imedicine who.can exercise an informed ]udgment
on the need for drugs and the amounts to be used.”

Despite the obviousimportance of providing the’ physmla,n on whom
this responsibility rests with full and sccurate, information on side
effects, the drig. compames in their a.dvertlsements have tended’ to
handle the matter in either ohe of two ways: Ignore side effects
entirely or note and then dismiss the subject with some Sort of re-
assliring phrase.. When the latter technique'is employed the physician
is comforted with such language as “wrtually Tree from 31de [5 ects

0 [Hearings, pt. 24, p. 14013.

The advertlslﬁg and prom
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“rwith few significant side effetts”, Syrith low inciderice of sidé effects”,
“minimuin: side. eﬂ"eete “unexcelled freedom from major as well.as
minor sice effects”, ‘“with no irreversible side effects’’, “‘fewer and less
severe side effects”, ‘‘absence.of:serious side éffects specifically noted”,
”accompamed by fewer. -and- milder reactions!,~*“incidence: of: side
effects 15 loiest .ever, reported’; by adherence 40 - [recommended
dosages] side effects will be generally infrequent, mild-and transient’”,
“without clinically: significant side effects’’; “side ef‘feet.e mmlmal”
‘“‘serious’ reactions have been - practically i nonexistent’; - “no- serious
side effects noted”, ‘‘relative freedom from:. unt.oward Teactions”,
“side effects-are fewer and milder’;; “fewer ‘old’ and:-rio-alarming Hew
side effects”,. “fewer-and milder ‘classic’ side effects”’, “with Thinirnal
chance - of. snde eﬁecbe” “minimal ‘incidence:of certain side: effects”
“relatively nontoxic?, “untoward: resctions- infrequent and-minimal’
“undemrablenreaetlons -are: seldom.- encountered . or :are ninor: in:: de—
gree”” “lower. mcldenee of severe side effects”; “virtually free from
side; reectlons - ‘igide effects few and ‘minor’;- ”51de effectsigenerally
mild, anciean: be Gvercome by ed]uetmg dosege” ”feW slde:'effects to
-y about’; ete.l o : :
‘Tha. frequent use: of: such qualilying-adjectivesas:: ‘serious” sng—
nificant’’; “major’’, “irreversible’”, “alarming’’; ete:, has of. course: the
effect-of makmg the' phyelclan-:responmble for.any ill-effects of .conse-
quence, that® may -evéntuate:: The idmiz -company has -implicitly
cautionedthe: physician of :the!possibility of side effects which are
“sermue . - And who.is there to siy what s and is not*serious’’?
At the request:of the subcommittee; the- L1brary of Congross: mede
a-survey. of -drug, advertisements: appearing!in six’ leading medical
journals ? during. the 9-month period, July-1958. through:March 1959;
‘The survey.covered 34 important: ‘brand.name productsin the principal
- categoriss : .of ethieal drugs.: In-the survey-the Library noted each
page in-which an’ advertlsement for anyiof the drugs appeared in eath
of these-journals:; there were.2,033 -such pages. n addition, it:indis
cated :whether. the adyertisement . contained - eny reference to elde
offects, and if so, the nature,of the reference. . BT YR
In 14 of the drucrs the.companies follo wed the wapproeeh of wnormfr
the subject : completely The remaining: 20. druvs .studied: contained
ab least soma reference to:side: effects;  But:in: 13 of these. sproducts
the-references, when: ‘m&de were entirely of:the.type:listed-above;:
lenguawe is: lees of.a warning than a redson for’ prescrlbmw G
:Hinaliy there were. seven. products which. went at-least: somewhat
beyond the “short .dismissal .phrase. . -Although :in: some: cases the
warnings were quite, limited, -at:least somethmg was.said- indicating
conditicns in which the drucr should not be used, ceutlomng aﬂmnet
certain manifestations of unfevora,ble reactions, naming some of the
specific side tffécts, or making some sirnilar exphclt anid spcmﬁe state-
ment which would bo of valué to ‘the preseribing physician, =~
To ‘summarize, 27 of the 34" drugs had advertisenents appearing in
1,239 pages which either'contained no réferenice to'side effects whatever
or in which reference consisted only of short dismissal phraeeb “Only
seven of ‘the drugs had’ advertleements Whlch contemed & reference

1 A veriant of this approach which was occasmna]iy used was l:o name certam spcclﬁc side cf[ects which,
At was alleged, did nofresult from theuse of this'drug. (Eiriphusis added.
94Yournel of the American Medical Associstion,” “New England .Toumal of Medmine il “Lancet ”
“Medieal 'E¢onomics,” *“Journal of the Amerlcan Pharmaceatical Assoelation” (Prmneel Phermacy ec]l-
tion), and “Journal of Chronie Diseages,”
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to sidé effects that wentbeyond the typical dismissal phrase “Advert
4igéments of this tyge appeared in 215 pages, 11 percent of the total
number of pages.. Advertisements for. these same seven drugs which
didrot contain explicit information on side effects appeared in 579 pages.
Added to the preceding figure of 1,239 pages for the 27 drugs, this
gives a:totaliof 1,818 pages in “which. ‘advertisements’ for the drugs
surveyed: contained no reference to:side effects at all‘or ‘only ‘& short
dismissal phrage; this represents 89 percent of the total pages in which
advertisements {or:these- drugs appeared durmg the 9-month penod
1n the 6 medical journals. -~

~During  the.hearings, “drug oompany witnesses pomted out tha,t.
fuller descrlptmns of side effécts were to'be found-in’ the “inserts” or
. “brochiures’” which are supposed to be placed inthe packages contsin-
ing. the'drug.:- The physician who: wishes to become: informed of the
drug’s side’ effects,.it was held; need only read ‘thes¢ brochurss: - But
how. does the:overworked: ‘doctor gef “his "hands ‘onthem?: He ‘can
write to-the: dfug company and ask for them'.» Or: detsilman right
leave:a: sample packdge containing ithe brochure “Butthe drug com=
panies who employ excellent mailing lists of physiciang’ and who se
those. lists to- ﬁood ‘the -doctor mi vastquantities ‘of ‘advertising
literature: have:failed for some:redson 'to use: those same lists for" the
purposé -of serfiding out tHe: paekage ingerts, “Whothen'does receive
‘them on s systematic basis?- :IThe druggist. ! When he takes a bottle
out of its’ package, he-can, if he has the'time and inclination; resd the
brochure. - ‘Since it is the-doctor who writes the prescrlptlon which thé
druggist must follow regardless of hisown gpinion; the busy druggist
may-be pardened if he throws the brochure; together with the package,
into ‘the wastépaper baskét. * No matter how conscientious the FDA
may be:in:passing on- the 'wording of these package ingerts; the' effect
of sthéir: work insofar-as the physiciah is ‘concerned is largely lost:.
This practice of sending thédocurient 'to ‘aparty who does not write
theiprescription; and of not sending it.to-the individual who needs the
information, can-hardly be: régarded as an' aéceptable substltute for
mcludmg adequate warningsin-thé advertisernents.

~With more and more drugs bemg put:on‘the market a.nd pa.rtlcularly
Wlth the: drug ‘companies ‘using’ “incregsed potency’ as a salés strat-
agem; there:is sn inevitable cumulative: increase in ‘the number of
highly potent’ drugs——potent not-onlyin-their- ther&peutm usefulness
but also in theirisideieffects,  The greater the success of af drug comi=
panyin alla,yln the physicians’ & prehiehsions toncerning ‘side effects
the greater will- be:its: commermai) sitccess ‘and’the: I&rger 11:3 share 0
theima,rket;” In this corinection Dr. Bea,n remarked : :

o ‘Theproblem asIseelt is th . the cheni me @, .
N advanéing so terribly: rapldly ‘that we. have’ avaﬂa,ble now
~extremely powerful, potent, and effective drugs _These if ...

. misused or sométimes when used properly have. an mherent_' o
* ""danger. In othér words, the dividing line between the . -

',}successful therapy ‘with a powerflﬂ drug and ‘the complica-
" tion’ or the side effeét, may be’ Very -Narrow, and certa,mly‘,_."
is'not fully predlctable abead of tlme 8 ,  o -

Furthermore, “ag many of the “witne Bl
eﬁ’ects ‘often: do’not become manifest: 1n ‘the

1 Henrings, pt. 18, p. 10340,

in ut' serious side
hort penod of cluncal
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testing:prior to-clearance of the new drug: by Food ‘and Drug Admin-
istration; often it takes years for the evidence to accumulategradually
with use by hu_ndreds of patlen‘ss. In thls connectmn Dr Lehma,nn
pomted ouk:) - FETRE

Allof thls should be documented and one should not ma.ke
'deﬁmte claims in the first 6 months or even year of Workmg
with ‘the drug because many of the side effects; sometimes
the mogt dengerotis’ complications’ and side effacts of drugs,
appear ‘only after the drug has been in use for a’ 'year or'more.
So to make the statement that a drug.is not addiction form-
ing or ‘doesn’t produce any dangerous side effects within the
first ‘year is really quite preposterous and Tather meaningless
for anyone who: knows the field.” For a physician who is
not a specialist in the fitld, it may be ‘simply misléading:*

Dr. Hans Popper ? of the Mount Sinai.Hospital in New York City
made the same point with respect to drugs ca,usmg senous hver
da,ma,ge ‘He informed the subcommittee:. &

"“M&y T rerind you' that the’ number ‘of ‘cages’ of hv
© domige’ of ‘jaundice with“most’ of these’ drugs’is very lo
* That means probably thousénds 'and’thousands of patients -
: st be treated with a- drug untll such rela.tlon ca.n be”
: reason ' 'I'y stabhshed“ s ' . S

_Senator KEFAUVER You Sa,y [11:1 your sta,tement]
.i“OnI% the physician can' decide 8- to whether the nsk
should:be taker in: any individual cage.”” o (el
- «Would!'you 'say-then, Doctor, thati if 't
make that ‘decision; the: information ‘which he" gets whén
the drug first comes.out is:of great:importance i ena,bhng
<= ; him to'make up-his mind as to 'whether he should give ‘that”
-+ drug’snd’ s to: whether the riskis ‘worth: taking: in

tm ar case? : i
7 oDoctor PorpER. I would “donsider that' ‘the’ key problem
+++-ini the ! prevention -of : such - drug-indug¢ed -injuriés:‘is ‘that
i the physicianihas as- much 1nformat10n ag-is available at

41 .that time?: B

Upon being questioned” Wlth- respect to the mcidence of these side
effects DJ: Popper remarke

+ Hearings, tlﬁ - Lol

8 Hang Py ger bom 1903 Austria csrtlﬁed SaEhél Viem:m 1928, ] Iilinols 1944
Director. Lagoratory‘ director, department pathologists 1942—57 (a]] af? Cook: County Hosgital Chicega);
director, department pathology, 1957, Mt. Sinal. Hospital. Instructor, deparfment.pathology, Ilinois,

1940-47; assistant: grofessor to protessor, départment pathelogy, Northwestern, 1947-5 7; professor, depart—
ment pathology, Columbia Physicians and Surgeons, 1967——.  Asspeiations: dAI-‘(F), AMA, ASOP ote,
:I'.E[boigdngs pi. 18, p. 10361,

355,
* 8 Hy ear:lngs pt 18, p. 10361,

81327 O -62 -14
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i-ag. to-its posilive:features—energizing, sstimulation of heal-
il ing;iantidepression, -and so- forth—wmhout. ‘mentionin eny--':;‘-:.
-..thing at:all-about the side effects, which may.be fatal? - )
Dr. Porrer. Mr. Chairman, I Would feel that we are deal--’ :
ing with, as I tried. to. point out in.my initial statement, a
diffieult sﬂ;uatlen "Many of these incidences develop efter
thousands of patleuts have received the drug. T could con-
cede, perfect.ly good. will and honesty to the drug company in
not mentioning i, if they don’t know about the cases or if
the cases are: too sporedlc to be sure.that there is a causal
relation. T woeld feel that the heavy Lesponmblhty lies with
the drug_ compames as soon.as this relation-has been, estab-
lished .to give .this information as; eﬁ’ectwely end a8 qulekly
.as p slble 10 the medlea.l profcssmn LA ST e

‘ OF DECAD"‘\!ON '

" The subcommlttee s Hlltla.l contect Wlth t.he thorny problem of mde
effects occurred in -the first hearing, which related.to the.cortical
steroids.. . This, involved Decedron which was. introducded. on the
U.S. market by Merck:in, Novembor 1958. . The'.basté discovery
in this’ ﬁeld was _cortisone, first marketed in 1950  Following the
appearance of prednisone, introduced by. Schermg in 1965 under the
trade name of Meticorten, a number of slight molecular modifications
were made by other: compames and rapidly thers - ‘appeared ‘on the
market 6-methyl - -prednisolone: {Medrol) sold- by “Upjohn; triam-
cinolone (Kenacort .and,Aristocort) marlketed: by Squlbb axid Cyana-
mid, respectively; and *then dexamethasone soid. principally by
Merck (Becadron). - - Though: all. .of: ‘these products sell &t the same
price -to..druggists snd -final consumers,’ the -néwer ones are more
“potent,’’ giving. rise to.-what has been termed . “‘horsepower:race.’
As contrasted 'with;a.5 milligram tablét.of prednisone, the nekxt two
drugs.contain only 4, mﬂhgra,ms :and dexamethasone: (Decedren) only
0.75 milligram.

According; to: the medical -6xperts 'Wwho.appeared: beforeathe sub-
commisttee; the. differenice in potency makes-no: appreciable difference
in the kmd and.extent of-the side effects. experiericed by the patient.
Speaking of this problem, Dr. Russell L. Cecil, noted guthority: in the
ﬁeld of cortlce,l steroids, informed, the subcommmtee o

WeH ‘the trouble with some of the. newer ster01ds 1s ﬁhat
they haven’t had a large enough group of cases.yet to give you
really agcurate stitistics” On ‘the ones that'came out, 5, 8, or
7-yéars ago,;‘we Hive Hud reports that do covélarge groups
of cases 50 that the statistics are fairly reliable”* Biit you take
a steroid that has just come out in thelast: year ortwo. . We:.i
have a fairly good line on it, but we can't say-for sure just
what the' ocgurrence B ulcers or frectured bones and things
like “that are going to be until they have had several yeirs . .
mare 0 eccumulate large and well-controlled grotips of cases:
I.think-at that time my’ guess: would be,: purély.a surmise;
ut"my guess would be that you will have pretty much the
‘same ‘unfortunate side effects with all of them.!? =

! Tdem.
1 Hearings, pt. 14, p. 7985, .
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" The. sare view was expressed by ‘Dry LOIIIS Lass; :_"a';"e,—' epeeialist
in the testing ‘of pharmaceutical: products -

... Adequately_controlled comparisons. of these drugs are
almost 1mpossfb1e to find.® By edequetely controlled ¢om-
parisons [ mesan trisls in which a group of patients has been
- randomnily allocated without bias to one.of two pre aretmns
and then again without bias insofar as this is poss1b%e trying
to achieve equal therapeutic ¢ffects and keeping track o the
incidence of side effects, As I say, these kinds of eompem-
sons are almost impossible to find.!

Past experience with the side effects of steroids, he thought requu‘es
a eeutlous approech toward this problem ‘He remarked

The experiénce with the various stermds thet have-come-
i .along-is such that whenever: another néw-one appears; one:
~:should, I think, be congervative and assime the worst; that,
18, ssume that-one will have the same kinds of side eﬂ’ects a8
- have been seen-with previous-drugs of:this type: - i
... 'Thesituation here is:analogous to: having a: powerful butr,
P dengerous conyict who is:a. two-time loser and :about to be.. i
o released from prison;and-hoping that putting a new hat.oritor =+
%, - making ~him go: barefoot—y. homelyanalogy. «to slighti..
modifications of the steroid molecule—that effecting -these: .
-+ slight’.changes: will:- ehenge hlm kredleelly end wﬂl turn hlmi‘?"
. rinte a-good citizen.tr oo ‘.
.2 One always hopes that thls mey be so but 1t is: not reehstm-
: to assume that:it will:beso. i vohes :
~ Another point that might: be made here is that. t.he hlstory
of :pharmacology indicates that:minor - modifications:of: an
.;orlgmei drug.do not often pro¥ide major. therapeutic.advan-
tages. . 1 think cone.-can: come up: with :differences .in ‘side:
effects; but, major qualitative therepeume edventegee by suc!
.;mo:hﬁeatlons are rare.? o g

The feed foi ‘caittion was apperently recog gd he me(hcal
department of Merck. In his statement prépared for the subcommit-
tée, which was placed in the record but not read, Dr.’ Avgustus Gibson,
director of medical resésrch, Merck & Co., ‘mentioned the problem'
Eerher in his statement he said that he- Would use the -’Word
. cortlsone to, descrlbe 3,11 of its latest derivatives.” :

1 need not. tell you thet the beneﬁmel effects of cortisons -
fre” unfortunetely often’ ‘accompanied by undesited” ofies.
These may rdnge from siraple roundingof‘the face or éasy
bruising 6f ‘the skin' to $evére mental ‘disorders ‘or spreedmg
of - infection. " One’ of the 'ways the body " ﬁghts “disease 18
through 1nﬂammat10n of ‘the affected ‘tissues. ~ The sterdids
siippress inflammation, which is what yoi want when fighting
thetmatoid arthiitis: ~But when™ mfectlon 1s present he

il Hearings, pt. 14, p. 8137,

17 Hearings, pt. 14, p, 8139. He added:

“I would think for example that the chance of coming up with a steroid that. would cure arhhntis rather
than. tread its:symptoms is probably. & remote one... Incidentelly experience at Johns Hopkins 4n the
Pedmtrm ‘aliergy clinic has skiown that perhaps the first steroid, cortlsone may actually be better than the

atter ones in some respects.

“For example, most of the newer sieroids that have been tried there when given in adequate doses to
supp:ress allergic symptomns in children will interfere with the growih of these children and it would ap(g;ear—
from the experienee there at Jeast—that cortisone does not do this, snd In this respect perhaps shovld bave
been utilized ali along instead of trying newer agonts as they appeared on the horizon,*
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+i.result, of.this:.suppression thay be that the infeetion -travels:
““unchecked throughout the ‘body..../This. can sometimes: be ..
feta.l if not treated. .
Alth igh specialists in décrinology ogmzed ‘that an
excess of hormones of the adrenal g]ands might have certain
undesirable ‘effects, the average practitioner so rarely saw
such & cage that he; 'did not know what to look for as ev1dence
of ‘overdosagé. It became our respon51b1hty, ‘therefore in
introducing cortisone, to educate the Nation’s, physmla.ns
regglrdullag cortisone’s undeslrable 88 Well as 1ts beneﬁcml
results ‘

“T1i e Goutss of his testlmony ‘before the subcorimitied D G1bson
descnbed the nature of the technical literatiure made avaﬂ&ble to
physicians in: package: inserts, brochures, and the:like. -

But;.as was<repeatediy emphesmed durmg ithe heermgs, -detailed
clinjcal . reports’ tend to:be perused carefully-only by the'specialists in
the field.: General- practitioners;: treating a: wide' range of ‘diseases,
simply lack the time foran intensive study of the technical literature
in eachi ‘branch:of ‘medicine. - In: gonsequence, :the: subcommittee

- directed its major;attention: to the’ advertising. ‘material-on Decadron
whichflooded the medical profession:from-November1958; the ‘time
of thedrug’sientrance:on the: market to December 1959 _the da,te of
the subcommittee’s hearingds '~ b 4

The:questioni of the: cofitent of these ads was of partlcuiar 1mpor-
tance because of the tremendous sales inroads made by Decadron in
the cortical steroid field. .. By the:end ‘of September 1959; 10 inonths
after its introduction, Decadron had: captured 269 percent of the
prescription ntarket in cortical steroids.™ : Deroail, Schering’s brand
of the: same: product:introduced: some - titne after ‘Decadron;: had
acquired ‘another: 4.8 percent.:Thus, ‘together  the: two- ‘brands of
dexamethasone: had; ~vithin: less than a 'year; secured ‘31.7 percent
of thé total corticosteroid market: - In contrast, marked redirctions in
the relative position occurred in Meticorten and the other brand-name
versions of prednisone ns well as in the other earlier steroids,’s .

Advertising, to- pkyszczcms ~At. the request of . the: subcommlttee,
Merck supplied copies of all its. Decadron advertising.. From the. very
outset.of its advertising. campalgn, Merck emphasized “potency’’ and
minimized “side.effects.””  Its first, “Dear Doctor” letter, dated June
1958, stated that Decadron still was “under limited chmcel evaluation”
and not yet &v&ﬂable It Whetted the mterest of physwlans by saying:

It is. a]rea.dy eppa;rent that. it has &nu-mﬂemmatory
potency many times. that of any systemic: steroid now in use
and that it does:not cause salt and. water retention. = Other

“¢linical attributes, Whlle promising, await further . clinical
substantiation. It is-hoped:that: with its increased potency
there. may be .a. greater separation of -anti-inflammatory
affects - from other metabolic. effects than with .the. older

. adrenocortical steroids.
" Fearings, pt. 28, p, 16503,

14 Hedriilgs, Dt 14, po8I78:
18 Me&ngozét%n Iell fro 30, 7 bo 13 5 percent,*A ; 0

¥
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A seeond - letter in September 1958 relterated ‘the’ Statement tha,t
Decedron “does’ ot ¢ 1t and’ wi Skt Mt A
: dapl'tlon” and a ds"

' a.ppears to rela.tlvely low."?

- ‘Thisletter: mmnmzm%&de effects stated that-Dr: Joseph: T Bunun
noted specialist at -the National Institute of Arthritisiand Mebebohc
Diseases, refers to Decadron, He didiso-in: g footnote which credits
Merck: for supplying . dexamethazone .(Decadron).’® Bunim. ‘himself
merely, designates the study as “an early Teport” of mterest to,_ other
investigators. The clinical ‘trial embraced & maxiraum’ pened of 12
weeks and covered only 18 patients.” Treatment resulted in marked
improvement in five patients, moderate improvement in seven and
stight improvement it four. - No major toxie effeets ocgurred during
the “brief. period of.trial,”’ *® but there.were already manifested minor
undesirable side effects in 14, Deeplte its clearly _s_i;ated limitations
‘the value to the promotional campaign of this“study by a’ ‘noted
_authority conductedin and-by: asprestigious ‘governmental” agency
can hardly be exaggerated.

" In November 1958, at the time of Décadron’s release by Food a.nd
Drug’ Administiation for sale to the public, Merek informed i
cian clientele that'the usual adverse sido eﬂects for thé'cortic
were abs‘eiit;' 1 Dec dron Ite “Dea.r Doctor” letter. sthtec

" Muscle Wastmg a.nd weal evertigo,‘- anore; é,',
weight loss, edema, tachyca.rdle ‘salt and’ water retention )
and potassium depletmn have not been encountered. The™
inciderice:.of»other -side: effects.:cbserved : in: patlents ander
therapy ”Wlth Decaﬂron was rela,twely low 20 7

! . i
first to engage in clinical testirig ‘of ‘the drug for Merck priorto its
clearance, published an article entitled ‘‘Preliminary Observations:of
‘_;Effeets from Dexametha,sone” :in Deeembe 958 issue
s of the’ natio. Dlseases He reme.rks

" The overall incidence of edverse reactions from' dexe—
methasone appears to be about the same as of those from .
prednisolone when equally eﬁectwe e.ntxrheum i '
the two drugs are'given. IR

In the last pa.regraph of his article he warns tha,l_;,

* ¥ * augmented.: &ntmheumamc potency -alone idoesiimot
.. denote. superiority, and, these. clinical . trials ' have. heen toe
.. brief, as “yet, to allow . us to, ]udge whether dexametha.s_one_"
., Possesses, therapeutlc advantages over, edmsone or pred-
' nisolone in. the management of ‘those rheumatoid a’,rth.nt

‘ ;'_pauents Who acre smteble for, iong-term ster01d therapy

¥ Idem.

218 Beintnd; Joseph T oot Bl ¥ ArtHritldhnd Rbsumatisn, VoL T No
1 Emphasis added,
2 Maﬁedal in ﬂles of subeommit
ﬂ Idem, :
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2. It 15-of -interest .that .this article appears:to be-one of the many
technical reports. to which Dr. Gibson ref ers,';gWhich wera supplied. by
Merck to the members of the medical profession..;;Judging from: the
rising volume of Decadron sales, however, many physmla.ns failed to
note these wotds of caution ‘samid the heavy flow: 'Merck advel tlslng
material.

~Throughout 1959 physiciahs-were‘being: deluged: with et.tractwe
promotmn mailings “iwith : the ‘claims - for- Decadron gromng more
sweepmg w1th the pasdagesof tine—s:: .

superseded predmso 1 predmsolone in
_ ¥ thdt these’ hormones superseded - cortisore e.nd
hydrocortlsone—m both effectweness and sefety—; o

-~ -all-patients prefer Decadron : No‘worrigotrie 51de -
eﬂ’ects attrlbuteble" t0° Decadron hay occurred as yet-" -

predictable. Tesults, . excessive -hormonal side effects, .
a,nd low potency. of. prevmue cortwestermds were limitations ",
characteristic. of :the.."‘growing”’ period..of a.new. type of . ..
therapy. Now Decadmn brm s the dependablhty and
safer , tierapy o

¥ can be estabhshed ‘oré safely prom tly-w and
predlctably then ‘with any other: cortlcostermd *¥ * * with
. patient need, nok side reactions, the main conszdemmon HoE K
‘without . the -handicaps. that’ hmlted ‘the usefulness. of the‘:; o
. corticosteroids developed during the transitional period. .. . .~
_By eny standard of clinical excellence De on stands out

Decadron. . |
Tncidence of Side elfsts Towest e¥er reported.' g
#::Clinical trmls conﬁ_rm experlmental data 23,

; adver 'smg‘ clalms
regarding ‘side “effects “were “beiflg Intensified, the- volume of clinical
Teports’ by unbiased observers was conﬁrmmg‘ earlier evidence to the
contrary. * Tn 'a ‘New ‘York Academy of ;S¢iences symposium held in
1958, Dr. Boland ‘again reported with respect to dexameth&sone

otiginal
3 Materinl In files of su!}committee
% Published Oct. 14, 1859, as vol. 82, srt, 4 of ‘*Annals of the New Y 1 ademy ‘ot
“4 Decado of Anti- mﬂammatory Steroids from Cortisone to Dexamethasone.”
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The overall results: in-relation to.improverment: and: side:i ©
effects did not differ significantly from those obtained from
prednisone or predmsolone in' & group of snmla,r compomtlon
and with snmlar duration of treatment w :

Other reports in- this - symposiumni contain s1m11ar conclusmns - An
article or-British experience with the drug states: SR

* * * There is no particular advantage in h_aﬂng a, st.ronger'
stercid for, to‘the patient, it'is just another tablet to be taken
through the day and, for the; physmlan mmor ad_]ustments_ of
dosage are more difficalt. :

From our short stady we _onclude that” dexa, & hasone is.
& potent antl-lnﬁamma{,ory ‘steroid, “We consider that it

is “about g’ times a8’ stron%ﬂas preduisolore In some
patients with rheupatoid “arthritis better suppression can
lone and ’

be achieved with th1s drug ‘than with 6p
obhers; fhe éffect is not 50 favorable,2 '

w1th ‘the remﬂ,rk

: ,Tne mtroductlon of dexameth&son'e seems tor oﬁ:'er no
. particular advantages over the other. cortmmds mn hematolog ;
“ieal disturbances.®

“An article in  the. Laneset,, famous. British medical 3ourna,1 for
September 5, 1959 summed | up the info med V1e on. both sudes of
the Atlantic in these words:. .

The fact that much the same chnmal effeot is obtmned
with a smaller dose, one-fifth,.of the: new.substance is .of .
little practical importance unless ‘the cost is reduced in the
same ratio; ‘and this'is not the-case. The patient’on dexa-
methasone has in fact to take almost' twicé as' many tablets
as with any other corticosteroid..-ft-séems likely-on:the:™
exiszing evidence ghat all the same side effects oceur with
de:\a,methasone as with prédrisoléne and prednisone. bt on
his series, we can sdy only that the most quent and,

ann-:»vmg, ie. gastroduodenal ifritation, is mo less common
ERE SR Ee .

Testimony. of - Merch oﬁcmus —At - the: outs'ét of ,Dr :Gibson’s
testimony, Mr. John T, .Connor;. president. of ‘Merck: & o) ngsérted
that the medlcal director- of Merck had the ﬁn&l responsubﬂlty on
all company advertising. He statied:

#T-Tight Say, §iF, thet | in ot company our’ medlca irector,
has the final say on adyertising. To my knowledge Dr
Gibsorhasneverbeen overruled 1 h}s médical opinion elther

by manggement or by commercml ‘or &dvertlsmg peopIe

2 “#“The Treatment of Rheumatold A.rthrltis w1th Adrenocorticost.ermds and Their Synthe Analog-ues--
An Appraisgl of Ceriain Developments of the Pa.st Decade," loc. ¢it. p. BE7.
% Dr, Oswald Sovage, West London Hospital, ¢ Experienee in. Graat Bmain vm:h Serolds (Parhcu.larly‘
Dexamethas:une) in: Rheu.matoid Arthritis,’ loe, clt., p.-909.
o Dy, Witiam Dameshek, Tufts Umverslty &chool of Medncme and Blood Research Laboratory, New
E?g]aud Center Hospital, Boston “The Use of Corticosteroids in Hematologjeal Thempy,”_ loe..cit.y p.

2 Dr, T, Dadley Bari of the Westminster Hospital, London, in the Lancet, Sept. 5 1859, p. 257,
% Hearings, pt. 14, p. 8178,
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Dr. Gibson himself. descmbed the proeess ag! follows

“Dr. GIBSON No followmg ési"ciiis,"t
vertising is written. “ It i rewawed by a member of’ my
department, and if he objacts to the statements in it, they

-, are.changed.: -Now there may be some discussion; butin the i
ﬁnﬁ}a}gnalysm what we: say in the medical depa.rt.ment ig o
up

Now, I dori’t, persona]ly Seo. every ad tha.t comes out unless
there is some reason to have it brought to my. attentlon

Senator KEvAUVER. Who writes the ads? .. . [,

Dr, Gisson. Ads are .not written. in. my: department
They are written by someone in advrtising ot} for] advert1sm _

*"Senator Kupauver. You do not personally see them- g 7

Dr Greson, I do not personaﬂy see them all, but a, physu—.
cian in my department.does see them all, and he acts with:
sithority to disapprove if he feels that they arenot, medma]ly'

_ sound.®®

Sena,tor Kefa,uver ‘then rmsed the questlon of 't 15 a.ccura,cy of=
Merck’s advertising of Decadron. Turning to one, he read ‘“Patient
need ¢ the fain consideration—NO STEROID SIDE EFFECTS,”
and inquiréd:if this represented” Dr Gibson’s® VleW.‘“. My Connm ‘

and we'don’t have & represent&tWe of the 1nterna.t1ona1 dlw
sion here, so we will have to get the date ‘of that later a.
supply it for the record N L INLN. 1

Kk you' iﬁean you make chﬁerent CIELIII}.S a,broa.d?
__Mr OONNOR No, sir.2. T

from’ gastromtestmal symptoms no. Welghh
_ne eadaches drowsmess, nausea, No psychlc mani-
festations, ‘no- hypertensxon o’ mgmﬁcant nitrogen im-
: balancemthe therapeutic dosage
=¥ ou day in all: your-advertisements. that 1Ss true, &nd yet-%?
“{Dr.; Gibson’just said that that isn’t-correct.” N
s -)iDrizGisson, -In’ the first :place; I don’t beheve We do
say thisin all of our advertisemeénts: 2 S
.-Jenator KEFAUVER I have. looked b ,a,,number of hhem

Fqu 1t so}h&ppens ara from
But 28! Mr Oonnor sagd we don’t. condone fa,lse

20 Ibid, e
8l Hearings,\pt 15, D. 8673, oxhi
2 Hoarings, pt. 14, p. 8182, Merck subsequenf:ly supplied
Ji uly ‘13,1958 (pt;-16: D, 8881L). :
Hnrings,pt.lé.*p 8182.: [ A

infofmation ths

u Idem
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Senator Kefauver thenpicked Lup-:andther: ad:*® and remarked:

--Hereare theexactwonds: ... ... .o oo o i
“No./ worrisome -side effects _attributable - to.. D

. Isthat sta,tement true‘?
" Dr. Giesox. Asof today I would say it is.not true k

. The Senator then sumtisrized the'side effects ‘reported ingn! artlcle
in-‘the’ Ca,na,dlan Medlca,l Assoclatlon Journa,l 87 and mqulred of Dr
Gibgon; ; i =

L1tera,ture llke this. certamly must come to your atten-
tlon doesntit?: i ooenih :
D" ‘GiBRON. Yes; all of he-1i
comes to my: a.t-tentlon i
o Senator: K EFAUVER: Th1s
-adverse side effects developed, ”1sn’t 1t? : R
=~ Dri:Gipgow,  I-don't thmk We have ever sald" ‘o"adverse
sude effects have developed: = wonitnss
Senator KEFAUVER. You smd that in your ] here sir
D Gibson.«T'don’t think that iy exactly what weis sa
~Senator Keravver. “Have occurred;’’ you-suidi
*MriConnor. ‘What-are the exact’ Words again? i’
 Senator KEravver, “No ' worrisome:: sid
i oceurred as yet X ¥ k7B

DuMg the testitmony of Merck Oﬂicxals Mr Connor requested;the
prwﬂege of muking’ later comments ion’ these advertigements: “Subie-
quently, Dr. Gibson' filed 'such a8 statement whick eproduced
‘the record

‘wére correct in the hght of the information on:the prcd= ;
er. &vaﬂ&ble The then data had been summanze n
two papers, one: written by Dr. E. W. Boland and pubhshed' T
958, a.nd the other by J. Bumm and pubhshed.‘ T

- : I‘f.=-‘Gr1b50n
Were Assued:: between Jqu_y 31 1958 ‘g January 19 1959:;::The
symposium of the New York: Ac&demy of-Sciences was held in 1958,
at which: time several Teports describing the side:effects-of Decadron
were presented by medical experts. It is customary: ‘i raattersof
. this Jind; for: attthors to/send - cbples «0f theif ipapers to the;company
“involved:Before they:are given. s This-is- partmularly trueswhen the
company provides the clinical investigator with-hissupply of-the: drug:
All of ths:studies:during this period—prior toFéod : ang Drug-Admnin-
istration’s release of the diup~<cculd-only have been: madef—'through
Merck’s supplymg thé: drug to the chmcal mvestlg&tor& .

< '35 Npberiak 1n-fies- of subbomiraitten. - F Lt “

H “Heaﬂngs, pi.i14, D..8185.: The}date:of this ad‘subsequantly aupphed by Merc “wag Bept. 30,1068

a7 Dr. 0. Ho A, Wal , “Clirifeal Experiéhge with. Dexamethagone,” Oanmhan Medmal “Associ [
Journal; Nov 1 1959, Repr]ntedinfu]linhemings ph. 15, p 8684

. 3 Hearings, pt. 14, . 8188, ., : S A :

: iﬂﬂamngs,pt 15,p cge7g, o o¢ TR b
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“THE: CASEOF (DIABINESE: | " rigin i

During the hearmgs the phs,rmaceutma,l manufauturers stressed
the importance of “their promotional activities ‘as *‘edu ion” of
physicians in the uses of new drugs. Dr. Austin Smith; premdent
of the Pharmaceutmul Manufaeturers; Assocmtwn '1r1f0rmed the
subcommittee that “our‘eddcational and’ promotmnal practices have
8. vital:role in'medical -care and - hedlth:¥: % «:And-he listed ‘‘‘doctor
educa,tlon - nawsdrigs!! -as ‘the firdt ob]ectlve of whas:he’ termed

“eompetitive education and distribution.” ® He went on to says:

.- Indeed, the:word-“‘adyertisirig?. is perhaps;something of a
misnomer when it applies to prescription ditgs:--Our:so-
callediadvertising: is-far-different from the customary. sules
promotion message American consumers’normally; associate
with:the: word. -3 For, the.most:part, our: advertisements ‘are
more like sclenuﬁc treatises; which ‘differ. froin. leszned-edi-
torial. commient in-medical. ]ournals to the’ extent: that 'we
ourselves write these treatlses and-pay:fo Vthe space‘where
they are: printed.:

Qurs -are : about; th nl :
merely theigood. things -about our product but deal exha.us—
tively with:the bad onesias welli.: =~Tox_t01ty, s1de.ef‘fect 2a]l
must be:.exposed.in-full -detail -+ :

One of the major criticisms of the- medlcal' eXpertS ‘wis the
inadequacy.-of - the “factualfinformation supplied. - -Piabinese:is a
striking example-}of the failure by a:-company.to- d1sclose 40 i phy-
sicians  essentinl: information:.on. side effects whichyit had in its pos-
session. In claiming an absence of side effects: as compared: to.earlior
corticosteroids, the Decadron_advertisements. Tepresent, an. act of
cominission; in aﬂlng ‘to tell “the;'dbctor what’ the” company Jmew
about its side ‘éffects; the Diabi 1656 ds constltute an act of omission.

Until “the ‘Grerman discovery of ‘tolbutamide in the early 1050’s,
insulii ‘Wwas’' the' only: dru treat.ment for ‘the’ drabetlc p&tlent In
June 1957 ‘the’ Upjohn “operating’ under an’ exe ive patent
license from Hoechst of Germany, introduced tolbutamide”
Américen market'under the trade name: Ofinase. {Extensive.clinical
testing: of: ‘the product;: :both:in* Europé and- in=the “United-:States,
ocetirred iprior:to elearance’ by the Foodand+Drug: Admmlstratlon’
Thé. drig ‘won> 1mmed1ate acceptance withisth "mechcal *professmnf
and sgdles soared: e of A : g i

#OnrAugust 22 :1958 Pﬁzer ﬁled Wihh FDA 4 now drug phcat.lon
for chlorpropamlde 1ig shgh{? molecular: modificatioli of: tolbutamlde,
2 months latén:this:drug was’cledred: by:the! reg"ulatory “agency, ‘and
Diabirese; with:much“advertising: fanfare; maderiits: appe&rance on
theAmencan markiet at:theé: end of 19584 - SRS

“Again the element :of potency: -was involved:: Whereas Up]obn’
Orinase is sold as a 0. 5-gram tablet (500 milligrams), the more potent
Pfizer product for -an-equivalent:dosage contains ,half e -esseritial
mgredlent (250-m11hgra,m ‘tablet). . Prices -are- ro '
At the time of the introduction of Orinase, the pa

“40 HearingS, pt 19, p. 10699
41 Ibid., p. 10700,
42 Ibid,, p. 10702.
¢ ‘31‘?’{6%2)1[]1 a wear Pfizer captured approximately one-sixth of the market for oral antidiabetic drugs
p. 111
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pertablet ;«aiiprice  drop whith" occw:red skiortly before the gubZ
commmtees hearings resulted in‘a price of about “§0.13 per “tablet.
Diabinése has:sold frori‘the outset’ at ‘$0.15 per tablet! " “The typi el
maintenance ‘dosage’ for: ‘Orinase is two tablets daily.:’ In’contrast,
Pfizer: hag' stressed itg- advertasmg ‘campiign’ that Diabinege con-
stitlites’ an “‘economical once-a-day -dosage.” Along ' this line, Mr.
John E. M(‘Keen -president. of Pfizer; ‘presented ‘in’his testlmony
a table showing that ‘the Orinase- ‘patient ‘spends, on thé" average,
30.28  daily “for medicatic Whereas the D1a.b1nese p&tlent spends
$0 15 for the drug:** i £ ke ; S
:Agriniithe cage’ of De adron; the
mlt ‘40 thé: subcommittes ‘copies. : -
the: time of ‘its-introduction: on’ the' market. ~The thaterisl suppl d
by Pfizer shows that in December 1958 physmmns ‘were informed
that Dlabmese represented .

Du.mn%) g ertising. pressures were, mtensa-
fied ﬁzer a,nnounced thaf. Dlablnese— ’

ity. pr ve
lood sugar and insuring. optimum. safet.yw—

+/The: ora.l antldlabetle Vmost hkely to succeed
Extendlng_t.h fronmers wof ora,l:antldl betic ‘therea,py—-'

ren e of 100 to 500 m1ll1grams ' o
- Almost completé absencs of urnfivorible side effec
Drug of choice'in the sulfonylures groap. - " " iy
AR active an _:chmca,lly effective * * * agent. more than
Utwide ‘as active ‘as tolbutamide * % * appears.to be safe,
~ effective,“and well tolerated; with minimal sidé rea,cmons

# Hearmgs ‘pt 5, p 11120 Extensive laboratory ‘fests are requzred i Dmbmese therapy
_.!5 Thls and rollowmg quotatmns come Irom advemsements in the ﬁles of the subcomrmtbee
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were taken from the reports.of investigators whose.critical comments
in’the same arficle were ignored.. :These phrases were excerpted {rom
the early clinical work on the drug:. . Not only did these investigators
usually, carefully - point.'out the, imlted -character -of | their.. findings
from the few cases studied; in many instances they described:in somé
detail the volume and intensity of - the side effects expenenced by their
patients.® Particular.. emphasis;:in the- advertising., was: ‘given:for
several months.to .an article in the. West Virginia Medical Journal
dated December 1958, which represented one. of the esarliest: chmc&l
studiss—of a most favorable character—with only:60. patiénts. .| -
-Optnion.of medical experts.—A-member.of medical experts! appeanng
efore the subcommittee in April 1960 testaﬁed with.Tespect to serious
side, effects. 1ncldenta1 o the use of DmbmeSB. Henry Dolger,#

Although chlorpropa.m.lde [Dlabmese ]
tolbutamide .[Orinase] it seemed. to. me that the ;toxicity:of
the former stéod in marked contrast to the.wsafety.of the

. Jatter. T felt so strongly about this that I repeatedly de- -
“cried ‘the usé of- chlorpropamlde in. pubhca‘omns and ‘medical | -
meet.lngs i N

«-In-publications.of 1959 and 1960 T'stated that “this in:
crease in potency is associated with an increase -in‘serious
side effects and toxicity, especially in liver damage. There
_1s no decrease in side effects despite the advertisements.”

It 'seems to e that potency ma,mpulatmn ‘comipar: 'ble
to the horsepower Fdce -in’ ‘the “automotive industry,’ Ti“a
chronic disease like diabetes where a therapeutic treatment .../
‘must be administrated for nearly a lifetime, safety, becomes
paramount in medical ‘treatment.” In & letter to" the British
medieal journal, the Lancet, now in press; I stated ‘that'in
my personal experience. vnth over 3,000 patients treated with
tolbutamide I had never encountered a single incidence of .
liver damage or overt jaundice. On the other hand, out of ~~*
400 patients treated. with - chlorpropamide. I . have seen:'6
develop serious disabling ]a.undlce, 1 of them dymg with this . .
toxic picture in New York City in Jantary of this year. =

In the past 4 months: of this year:five' publications:have
appeared:in:‘the médical literature :deseribing: jaundice from
chlorpropamide. During this time I received in the mail . ..

. ...bhe usual biweekly literature for chlorpropamide stating it
. 'was “free from significant incident of serious side. effects,”. .
" And again another mail advertisement for chlorpropamlde
“states that “impairment of liver function is only seenin asso--
ciation with use of large doses of 500" milligrams or more
and has:béen Teportsd 1n 1- percént' .
 Sea, for example, Annals of New York Academy. of Beiences, vol. 74, .art, 3, published. Mar. 30 1959
"Ghlorpropamlde and ‘Diabates Mellitus'; arhclas by-Drs 8. 7. N, Sugar, G Q. Duncan, "G oti5a-
L. O, Burrell, C. T. Le¢, I. Canessa, A, W..Alvi, L.2J, Cardonnet, J.J, Lowenthal:, -
“ Dr. Wm, M, Sheppe “Hypoglyesmic Drugs in the Oral Treatment of Dla‘nates Memtus," West
Virginia Medieal:Journal, vol. 54, No, 12, p. 467, reprinted in hear[ngs, pt. 20, p. 11
4 Henry Dolger, born New York, 1909; certified medicine 1643; M.D., New Y’ork Umvetsity, 1933 House
physician 1933-36, chief of diabeétes and assoclate attending physician for metabolic diseases, 1936-—-, Mount
Binai Hospital, . Practice limited to diabetes, “Associatigns: ACFP(F), AMA, Amencan Dmbetes Associ-
at:?%ftcRohcrtsM Rees, associate medieal director of Pfizer Laboratories, remarked about Dr. Dojger: .
*“Dr. Dolger stated that he was the seeond investigator for Pfizer with chlorpropamide, - It was my under-

standing that he wag'No. 1, He was the first man that we contactéd and recelved the first supply in this
eountry” (p. 11163).




f;.th a,ppearanc of ‘Alexander,Ma,rble, !
Boston Senator Kefa.uVer read from a; Disb

* at the iower dosage Ievels found suﬁicmnt it recent
u-clinieal reports {100-500 milligrams once. daily),: Dlabmese,
‘has’ been free from ‘significant” incidence of serig

n:mqulred.r——w '
you. tree fr
In thls connectlon the_;followmg{exc

p@rta,nt Word is- “mgmﬁca,nt " :
‘ opmlon ds-torwhat was the: sagmﬁcanti:mcldence &
-1; Senator KEFAUVER Is any cdse ‘of aundmes'
1n01dence of serious side éffdets? et aad
+‘Pra-MARsn. +Yes ; youlwould- éértainly - 1ass1fy th& 48

" serious’ side: effect: even thoughsit ‘belongsyin - thie so—-ca.]led
benlgn ‘group swhich apparently: all, or. almost: a,ll

do * * *. One might quarrel with- the word “be
it is usually a reversible nonfata,l process.
‘Senator Keravyves, Th
wiDrsMaRpLE Yes, sirg ¢
cont_nued that ould'be

s‘-fI*W()u].d sa,y tha,t; if one patlent u',only one pat1ent in:g,
thousand, might have died because of theruse;of a'drug; orif
the hqs been one case of jaundice in 1arge pumber. that,
S Serious or ‘poter 1a11y serious, or-on case of severe exX4 .. .,
foliative dermatitis Whmh uld be raced to the drug,
thiess’eonstitute; to e, &’ mgmfﬁcant nimber ol serious 51de
effects.®

Dr Loube stresseda,pom mph ( €
namely," ¢ importance of disseminating to all phy
, matlon on; de.effects, p: ticularly, because, as he poirted
d b ge‘ eral pragtit ners. ra

sﬁﬂiclenb unporta,nce o be carefully brought tolthe att;entlon
of ‘any+physician: whoi.plans::t6 useé chlorpropamide in:‘the
trewtment of His.diabetic pa.tientsi «'Fhé large ma,]orlty of the

%0 antings; bty 207 pi:11146, i i 5 I 5,

.51 Alexander Marbla; ‘born Kans ;1802; 027 tol 0 kins 27-
in medieine, Massachuat.ts QGeneral Hospital 1928-30 Moseley travéling feIlo arvnrd 1930-32 since
1932 in przmtiee of medicine, :anton 'now physwlan Josli.n Clinjeand New- Engfand Deacbness Enspital

::%earings ‘it 20,-p. 11142,

em

=i Sanmuel B-Loubé, horn Rumaiis; 19213 M. D.,;:Georg o ashington v . rasl-
dent In medizing, 194346, Gallinger Munieipa.l HosFitai sentor:: assistsnt‘surgeon, N Publlc Haalth
Service, 1046-18: resident in metabolistrand endocrinology; Michael Reese Hospital, 1948-49 researchfdllow
in diabsetes, May Institute for Medical Research, 1949-50; -associate:In. medicine, George Wmhington Uni-

vemit Hospital. Associations: American Diahates‘Assnnmtton. AMA;ete.
earings, Pt 20, p. 11188,
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diabetic pa,tlents in our eountry.are treated by general prac-
titioners who, for many reasons, may not be familiar with the

Sp‘ '
he remarksd

Yet many of us feel that too frequently such in
is presented in.the form of pressure’ ‘advertising.” Tl
physician’is inundated with ri f5loga y pictures,

aphs, and large print cldimssuch as those that you hive -
just réferréd to.i-TlHe physician isshuman, and: busy. and, I
‘helieve;~can -belinfluenced’ to acceptance and perhapsiinz
]udlcml use -of -1iew :drugs ‘before: he :has .an’opportunity:s
familiarize himsel: thorouglﬂy'mth ithe potential d1sadvan—
t.a,gcs or hazards of their use? ¥ ;
3 Senitor, KERAUVER: Doctor,- the-point is. that: these ads,
byathemselves:do notigive:all:that: informastion: that- you are
talking-about. Do you think:thatin S01ne cases;they-:mght
mislead:a practicing Iph}rsmm, 7 ¢ ‘

Dr. Louns. Yes

A

« Lo s yourthink in- view of; th.ls;ﬁndmg
tha,t itis a fair statement to. 26y that: Diabinese is ‘‘free from
a significant incidence of serious.side effécts,”” and thatthere
VlS {almost complete abscnce of . unfavorable side, cﬁ’ects”" i
“H DrlLovss. No > * * %' This Would ainly tis \
were I not familiar with material such as has bee prcScnted "
here today; or:material presentcd 1n vanous analyses m
othcered1ca.1 ]ournals 5o

o7

\1_,'b1' -’ com) "llmncd part yo ;the lack ol pu
mation ont the'overall'incidenceof side éffects:

.- Senator. KEFAWER I I may mterrupt; YOU. 58 ,there has
not been an enumeration- :
Dr.V‘MARI]%LE No pubhshcd sun)lmarfy

¢’ responsibility of °t:
: he collection’ a.nd 'bu ation o
these experiences and give'that mformation to the ‘hy51c1a,"

Dr. Mazrsre, That would be one way' of liandling it; s
Suchiresponsibility-hts, I:think, never:been firmly" Hxed in
tha,t way, but-what you' suggest: hasbeen done:at times; ¥es.
enator KEFauvER.: The Food and:

. ~Prug: Admamstrataon
doesn’t do'dte »:NIH ‘doesn’t:-do-it T -would: think: that

% Hearings, pt. 20, p. 11185(5 mphasis added]. Dr, Louba also stated that the diabetle pattent should bo
tully: cognizant of: phssible:si ects in the: fnterest-of supp £ ompf: information:to hlS p ¥ .
In this-connection:tha following: exchange oceurred: ! Wit i ; 3

. "Senator KLEFAUVER: Doctor, in‘the treating of dinbetes; fsitimportantthat s ati . in OrG o to
ate, be aware of these matters so that he understands what side effocts might occur and. wh&t might ba the
result? Is that an important part of treatment?

Do LoUBE: Yes. I thinkinowhere inmedieing is thered group of patiants who ought to be cs thoroughIY
falmllur withevery aspect of their disease than the diabatic patients. -

“Senator KEFAUYER, '¥ou are talking.about the patient in
be o fuller mpnderstanding of a-disease than in- dlabetes?‘
“Dr. LovBe. And its management!? (ibid.;;p.-21190)
5 Hearings, pt. 20, p. 11186,
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2" there should-be some clearinghouse soméwhere fo the tabuld- -
* ~tion‘of’ experlenees ‘of: adverse and side effects. = I think you:
have made &’ very.: good suggestions Othermse doctors
won't know about recent. experiences e v
Dr MARBLE. That’s right, %

If thi s1tuat10n is -true “for! specm,hsts t.he phght of: the! general
practltloner m thls ares is: serlous"‘ his: exchange followed' ;

effects, knowmg Wha.t the sﬂ;uatlon i
. average physician? e T .
Dr. Marpre. He would not-be able to know nythmg that o
‘wasn’t. published or:got,. to him in.some way.or other;no, sir:
Se‘n'a;‘tor Keratver: You thmk the,t is the great need of the:
ght now?. . ‘

__VDI' "MARBLE. I thmk we need 1o, know that, *es, su" o

In -hig+ ‘testimony- before: the subcommlttee, Dr. Hang Popper, a
leading expert on-liver disorders; :pointed-out: ‘the great difficulties
experlenced by the attending physmmn in determining whether a case
of jaundice is drug-induced or stems from another sourc VA.mong
the drugs ‘he listed as. mduclng jaundice was, Diabinege:

koo r"ecently, several instances of such. ]a.undlce are. feund
follomng the administration of the siitidiabetic ‘drug chlor-
propamide or Diabinese. It should be emphasized thatthe:
so-called: cholestatic’ type rof* jaundice” is usually mild- and
self-limited. .. The patients:are not eeverely Al anid’ only Very.
fow fatalities: have been: reported 8 .

Dr. Popper emphs,smed ‘the necesmty for the most’ 1nformed clinical
observation on ‘the part of the a,ttendmg physician. Pointing out
that the usual tool of animal experimentation is of ‘limited’value”
smce 'these drug-mduced changes do not oceur 1n a,mmal j :

“such drug—mduced injuries is that thia physwm,n has as much )
o mformetlon as is available at that time. ‘ '
“Senator KEFAUVER.' Is it true that when'a drug ﬁrst" »
ut frequently the:chief, if not the only, information the *

: fphymm&n may get will be' the'information sent to him by the -
manufacturer when the drug i 1s put or the market? '

P R 'Th
= TH1,, pp, 11135,

36.
L He'\r!ngs pt. 20. . 11142,
. 80 Hea'rmgs, pt. 18, pp 10352, 10353,
o Hearlngs, Di. 1s, p. 10355, )
<To:thlg cormeetion Dr Dolgef ‘qixotbd Troiivthe report o Dlabme' b_‘y the Couneil on Drugs of the'Ameri-.
¢iin -Médigal Assoeintion; prblished in the Journal of the' AMA on-Jaduary 2, 1960, the ma.rgin of gafely
bétween doses producmg englyesmia and hypoglycemia is smaller then with “tolblitamide. -
- Henee with chlorpropamide a8 with insulin it is ftiperative that there be a careful inttial ad,,lusbment of
dosage as well as adequate orientation of the patierits conesrning hypoglyesmic redctions and their control”’
hearings, pt. 20, p. 11148) and added: *The conelusion of the Cou.ncﬂ on Drugs states that there are several
antages of chlorpro ufamide compared with tolbutami e et
" (ut)) S%tghtly hig]i:er ‘el caI t‘.ox:le!ty nnd 1ler margin of safet.y with: res i
possibility of i ol
“T call your attention to the absence of any mentlon of t:hese wamings 1 the delu
sent out for chlorproparilde” (ibld.; pp. 1114811149y, [N




216 ADMINISTERED + PRICES=—DRUGS

Both: Dr.; Delger and Dr..Loube:were of: the -opinion: that the drug
had not-been igiven adequate clinical testing prior to FDA. clearance.
Spea,kmg of the introduction. of Diabinése, Dr, Dolger remarked:

- In contrast with theloriginal mvesfuga.t n'onTtolbuty mlde and
carbutamide there was no preexisting Europe&n experience
iooto take advantage of.: In.a verylimited fashion:the explora- -~
tion-of the ‘effects.of this. particulariagent was explored some- .+
What ﬁtfully and attem ]:I‘)ts to arrive at, appropriate dosage
: ccompanied by acologic studies which revealed
hitherto utiknown ela.yed rates of. excretlon Whlch made
decressitig 'dosage imperative.® R

In listing the side-effects, he stated::

% *ithyineidence of T percen“b or‘onehalf i -0
jatndiceshould’ deter' any physician from ‘prescribing’ this
nt when there is insulin or tolbutamide available, both of
%11611 neteér cause liver damage. “Sinceé the' toxic efféct may
be dué to-an idiosyncrasy:to the-drug, no-physician.should be :.:
condemned for the ma,blllty to predlct such 8 rea,ct.lon

In &.ddltlon, the’ toxw ‘or urbmg s1de effects of s¢
gastrointestinal * disturbance “with' natisea ‘and - vomiting,” *
asthenia; depression, dizziness; and other neurological; synip=
toms appea,r When' chlorpropamlde is adlmmstered 10 somei

. econdary &ide- eﬁects; e
effect of chlorpropamide . and. it may: not.bea gide effect but
part of the drug action and should:be: called pérhaps intoxi~

. - cation or overdosage, has to do with its increased potency -

" 'which produces’ extremely low blood sug Vels n certa.m"‘ .

.. ingtances.®.’ e

: . i i ; : s testmg prmr to :
FDA clearance_ appears to. be mdma,ted by: the change .that. Pfizer
made in"its mmended dosage of th Wdrug - The hearmgs digclose
thas, for almiost a year after Diabinesé w troduced on the ma,rket
the pack&ge brochure going to physmm.ns ecotamended ‘a. maximum
daily dosage not-to exceed one grar. .. Subséquently, when physwmns
experienced the kinds of Slde éffects listed by Dr. Dolger, the maximum
dosage recommended was’ “dropped: to 750" milligrams.® * This later
package insert alo states that ““Patients who do not, spond com-

letely to 500 milligrams daily will “usually ‘fiot respond -to -hi

oses.’

@ Thid., p. 11143,

] Haarings pt..20,.pp, 11147-11148,. Spesking of this problem relative. to. the elderly: diabaﬁl o patien
Hosald: ¢ Thig problin could prove mare $erlous in-the-elderly diabetic atient who i3 more sengitive fo-.
the effects’of's low hlopd siger, Since ihe Iargest portion of the, disbetic population 18 in the elderly group:
the portent of this® ph&nomenon becomes quite apparent. : In 1050 and 1060 I pointed out the danger of
ehlorpropamide for the ‘elderly, senils, arterlosclerotic, d.labet.ic patient, who may suffer irreversible brain
(lzau:u]._abg({a1 fromiit; prolonged hypoglycemia.?,

M, ]31’%0}7 S0 between November 1958, h’é
the top dosage recomended was 1 gram,  Thex in Septemb

chauged to.750 milligrams, is that-correct?, .
)¢ W ARNER, (assoelate Medical director, "Plier. Labomtories)

at 15 Sor¥act.
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- -Dr. Loube-algosexpressed doubt whether: Diabinese should be avail-
able for general use. It was his opinion that the ‘drug-should still be.
limited to experimental use by clinical tests skilled in the knowledge
of its.peculiar properties and side effects. When asked if he WO].Ed
approve-FDA clearance of the drug, based on his present knowledge,
hereplied;#“Not at:this time:? % : '

—~Pfizer data on side effects—Priorto the subcommittee hearings on
Diabinese, Pfizer was requested to supply all of the clinical ,datai.‘su‘l"jj._

mitted toFood and Drug:Administration relative to thig drug:

response, Pfizer submitted 15 voluinés of éase studies, éach containing
reports or‘over 100 cases. .. No summary of these data was submitted
with. thel volumes: In anteffort to secure-an-objective evaluation’ of
these reports, the  subeoititiittes tiriied to  oiitside sources. Dr.
Samuel 1¥. Loube, a member of the teaching faculty of George Wash-
ington University Medical School and a practicing physician, :super-
vised the compilation, which was made by Dr. IrWiil‘Hsf'IArdam. -

o After saveral. requests,: Pfizer,: as the. hearings on diabetic drugs
began, ;supplied the subcommittee with:a:summary .of. these case,
reports, prepared: by :Dr.. Domenic: G- 'Iezzdhi'-"-%his .Summary,.
entitled “Diabinese "gtudy Program,” was dated. August. 15, 1958.%

Questioning during the hearings disclosed that it was among the
documiénts submitted toFDA ‘prior to the' drug’s clearance by that
agency in Oétober 195 No suitablé explanation 'was ‘given to the

why this Téport had not been’ submitted to it at
olumes of individual case studiés were supplied.’ Its
submission“would-‘have made unnecessary ‘the analysis“of the volu-
minous ‘cese material ‘prepared for the ‘subéomniittes by Dr. Lioube.
is worthy of mote, ‘however, that the sunmimary findings of both the
Loubeand Tezzoni reports were in ‘substantial agreement. - 'The Tesult
0 ‘substanti hé'objectivity'ahd accuracy of both reports:!
‘of of 1‘"ng‘-,éé{}éé‘sftabﬁlé,ted,

subcommittee

Thé Tezzoni sum:m irhsry shows that, of

27 percent reported ‘one or'more’ side effécts. The results o
Loube repott ' using a sample’of the total were substantially the same.

e ta.l

% Hoarings, pt:. 20, p. 11192, In this connection,-the remarks of Dr. William D. Kessenich, Medical
Director; Burestt of Medicine, F1A, indicate the sgency’s awareness of this problem,” " On Feb, 8, 1960, he
addressed the regional meeting of the-Pharmaceutical Manufacturers' Association in: Chlcago, and stated:

“ A new drug spplication is made effective on the basis of evidencs establishing that the pharmacentical
13 safe for use as sugpested in its labeling, mainly this very earefully worked-over brochurs furnishinig Phy-
sicians adequate informatlon for-use of the drug. This brochure is labeling referred to on the label of the
drug as ‘literature available to physicians ofl requrest.” ' I practice the physician is besieged with literature
without his reguest. Much too commonly the literaturg mailed:snd-detailed to the.profession exaggerates
the advantages of the drug and purports to furnish adequate information for its se but fails to state the
information concerning contraindications, side eflects, and necessary precautions. This volume of infor-
mation repeated as it is by multiple mailings and appearing in most mediesl journals, eventually lulls the
physiclaninto baligving he has: been glven'enough'information about a drug and s¢ why request-any more.
The full story frequently never reaches the physician and this is the problent.” Obvicusly such promotion
of new drigs is misleading and dangérous” (bHearings, pp. 11368<11169), % =i 07 5% &0

& A summary is contaifed;in Dr, Loube's testimony, hearings, pt. 20, p. 11175; the full report-entitled
*Bummary of Chlirpropamide Case Reports’ prepared by Dr. Irwin H. Ardam, 13 printed, ibid., p, 11325.

% The Iezzoni report may be found in full in:hearings; pt. 20,:p.:11344.° - Tt eeli

¢ Hearings, p. 20, p, 11088, - . " 7 T TR

81327 G -62 ~15
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Of & total'of 413 cases; side- effects Were found N 31 percent. ‘o the
ca,ses P The comparlson is; a,s followe LR

it Iezzoni neportl o L'out_:'_e‘ analysis ¥ e

; Numbgrr; 3

““Thé extent of Pﬁzer 'knowledge of thé seriocusness of’ the side effects.
of ‘this-drig is further discldsed in’‘a riemorandum by Dr."lezzoni
addressed direetly -to Mr. McKeen : remdent of Pﬁzerf on July 8

1958 Thls states in’ part:

In the ‘evaluation of Dla,bmeSe we- ha.ve encountered a.n L
'_.. g, 1n01dence of. toxwlty whleh af the least,is not less thau tha.t
" .seen with Qrinase. We have encountered six . cases. of .
..+ jaundice. "The ‘jaundice. in each. instance . developed ‘after .
. .37to. 4 'weeks. of chronic daily treatment .with Diabinese. ..
: n each metance the Jaundlce WES.. &ssoclated mth a8 skin .
.- rashof varyin, severlty * ¥ * It is significant that although
% jaundice developed in four of these patients. while they were..
“on Diabinese in doses of 1.0 gm., and in one patient while on
... 1.5 gm./day, our most recent; case of jaundice developed in .
. patient on 0.5 gm. of Diabinese daily. Itis’also significant,
.- that subsequent to thetr jaundice, two of these patients, after
being on Orinase for 4 weeks, and one patient, after being on..
“Orinase for 2 weeks, do’ not. ‘st present, show ‘any: chmeel
- “or laboratory: ewdencee of « Tiver: toxicity: or: skln ragh; A -
““yecent report froin” the Medical Division of Pfizer Thter-" -
" national listed ® patient who, developed ]a,undme after being 7
on:¢] orpropemlde for-approximately - ks

Among the mest strlklng evidences of toxmmy associated -
© with Dlabmese are three instatices of exfoliative dermatitis,
“UThis eomplication developed ‘in” patients. reéceiving between
" 1.0-0.25 gms. of Dinbinese after:periods of 4 to 5. weeks.:
One patient who developed a severe dermatitis, just short of
becoming exfoliative, received 1.0 gm. of Diabinese for 35
days prior to this compllcatlon when she was challenged
with a 250 mg. daily dose of Diabinese subsequently, she
developed a recurrence of the skin reaction within 5 days of
resuming medication. There have been reported several
additional cases of severe skin eruptions with edema and
erythema multiforme in addition to the other skin lesions.
* * R * *

8 Ibid., p. 11370,
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-:The gastrointestinal side. effects. of nausea, vomiting, and
ep1gastr1e distress, although less frequent at t.he lower dosage
levels of 0.25-0.5 gm./day, are Stlll more frequent than. -gen-
erally noted with %rmase., . e o o

L ;* e

'I‘here have been several instances of severe‘ 'hy'poglycemla. 1n
patients’ recéiving' ‘doses ‘as lowas 0:25-0.5 gm:/day.:
desth has occutred: from hypoglycemiaat these lower dose
levels: - One: patienti however,  died: of - mtracta,ble hypo-
glyeemla following Diabitiese mediéation: ‘ :
Armong other complaintsistill*evident at the lower -idoses
are such things:as headaches,-hazy Vision; depressm
ness;:and: thred cases of: eosm0ph1l1ar.‘
of the side effects noted with Dlablnese medlce.tlon the
jaundice‘and-exfoliative dermatitis are particularly outstand-
ing when one realizes that, to'date, there has-béen no reported
instance of-either of: these eomphcetlons in petaents treated
ith Orinase.. v P
: i§ 1s. & Teport only
Similar: types. of severe reac ons appear
_mterna,tlona.l area.’ | :

Pﬁzer & position in heamngs —-Smce Dr Iezzom hed been int personal
charge of the Diabinese chinical testing:program for Pfizer, the sub-
committees was particularly interested in hearing his testimony, - How-
ever, at his first appearance,. Mr. McKeeri announced that.he was
a.eeomparled only by Dr. Robert C, Warner and Dr. Robert M Rees,
associate medical.directors of Pfizer.”m On eeveral occagions during
the hearmgs the chairman inguireéd if Dr Tezzoni:were 'pres t.. . The
followmg exchange oceurred .

Senater KEFA‘UVI‘.R | am ]ust askmg you The other ay
when“we ‘met--this is 'on' page 5807 of 'the record—T ‘4aid
that 'T'hope that'“ary physiciah—including doGtors associ-
ated with Pfizér: “whio'were yesterda,y, also Dr. Tezzoni;
who seéms to-havé-been’ arge of th e hmcel testmgf
Disbifiese~~might also'be | resent.’”:

Apparently, Dr. Tezzoni was in ehai'ge ofthe clinical test~
ing, and I hoped that you mlght also brmg him down'w1th

£ N

t]

7 For fall text, see hearings, pt 20, pp. 11322
~1 Hearings, pt; 20, p: 11087, At:this tir
‘Benator KEFAUVER. . Did you brlug D ) I
“Mr. MCKEEN, No, sfr, - 73 o
“‘‘Senator KEFAUVER."Was Dr! Iazzonl in char 8 O] he e!fnical testing?
<M. MoKEEN.“Noj: Dr, Warner 1 currently in:charge of the-program, '
“* Bene:ito; “KEFAUVER.. Wasn’t-Dr. Tezzonl tha one who was I chnrga or it st tha t.ime the clintcal testtng
was made : : £ ;
M. McKegN: ‘He-had - been; Senator: ::He has developed s very. eonsiderable facility in the abmty to
eva!uate new drugs In animals, and then {ransler this evaluatlon over Ante human pharm logy,
thence Into the clinical program;soihe is now:on other:products f
“Zenator KEFAUYER. But I thoufht he might have fnformation about the clinical testing ot Diab!.nese
which might b2 useful to the committee, if he were here,
“Mr. McKEEN. I think you will flad Dr. Rees and Dr. Warner fully informed, able, and wiling to
agswer any qumstions that may arise.”




DOV in; charge and ha,s been for some time in- dJrect charge
of -this -clinical: program.. i The product: itself- and( responsi<
bility for it has been:shifted from. the clinical resedrch group
'Over t0-the: Plizer Laboratories . division
i Senator: KEraUvVERL: When was that shifted
Mr. MCKEEN That wad just:as.the preduc
Senatot; . Sl

ER; -l know; but Dr, {ezzopi-was ncha.rge
of the: clmmal testmg, was he.not? . :
+Mr: McEKneN. Up:té: thit time. he=was, sir;.ye
Upon questioning, it developed.tha,t the physicians“accompanying
Mr. McEKéen had joified the medical ‘staff ‘6f Phzer: subsequent to the
clini¢al- testing 'of Diabinese: #Dr ‘Rees enteéred the*Pfizer: n‘ip‘loy in
July 1958 and Dr. Warner in August 1959 " Senator ’Kefauver
rema;rked .

” Th ¢ physiciins with you dld.ll’
until ‘after all this was déne.”™’

Despite, the substantial information lmown 1o I espect
to side’ éffects as enrly as the summer ‘of 1958, the company made no
attempt to supply. this. essentisl materlal to physiciang:'in its
advertisinig. " For exaiiple, a typical ad dated May '1959—'alm()st a
year‘after__the Iezzom pompllatwn—cont.amed th s’ ords

R: s Tt strﬂnng
eﬁectweness and ”almost-complete absence.. f-unfavorable
side-.effects!. have -led +to -the . redmt.lon ’t,hat. “Df bingse
will “eventually prove to be-t
_sulfonylurea group.” Lo

gs, pt. 20 pp 11194—11195 ; ki ; ; .
13 Ibid., p. 11105, 'Mr. MoKeen replied thst Dr I zoni's ab 1;
meetings in Atlantic City. Upon questioning regarding Dr Iezmm’s Iailure to appear th prevmus week
of hearings, this exchange tool place.; £ -
“Senator KEFAUVER. Frankly, we ha
‘Was he at-this teeting last wesk? - :
“Mr. McKEEN, No,sir.
“4Senator KEFAUVER. Whers was he last week?
“Mr. McKEEN, I don’t know;: speclﬂeally =T fs8ume ; a%] Wi ¥
‘Whether he was in his office, I conldn’t tell you; Senator; hut I:ean-assure.you tha heso two
I have with me are fully Iprepm‘ed 10 answer any questmns that ¥ou may ask. - :
“Senator KEFAUVER, I know, but Dr, Iezzonl is the man who wrote These memérandums-~who- Wrote
the report, whe wrote the dizghoses, 8 summary.of these. 1§ valumes—and under whose:directign all of this
clinleal testing was done. - There i3 some unusual reason why you haven’t-brought him here; Mr, McKeen
I am just trying to ind out what it is. St it
“ Mr..McEEEN: None that T lmow of; Benator,
aud 1 know.of none;™(p.: 11196):
K Hearing8. pt. 20, p. 11516 The ad unde

1 Hearings,

a great

oFhis is-a normal set of circumstanoes that hisve
\scussion 1s roproduced on’g
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.In this connection: Senator Kefauver-inquired  why. the mformatlon
known to Pfizer with. respect to. $ide, effocts had nof; been. supphed 1o
' preserlbmg physmla.ns in the. Umt.ed States.i

r Mr McKeen a doetor ig
i t in ormatlon “about; this drug OR:ANY
ug, ; 1. can’t understand,.fra.nkly, when.: you., have
made 2,000 tests and.you.have.unquestionably, found, 27
_ bercent of side effects aceordmg to your own Dr, lezzoni, a,ng_:l
“ig Tittlé latger dmount; aceording to the analys TLiou
that was carefully done, why you Wouldn’t“glve that mfor—
mation- to:-the: physicians.;i They ‘are: entitled to the* best.
mform&tmn they can get * * *
.. Will you.point, out one.place in your. advertlsements Where
]{ what. your own medlcel examme ! be

Mr MeKeen rephed This 1sa,med10al questlon ",-After rema.rkmg
“Dr. Jezzoni is I'eELllyE the_ man who ought. to, be here to answer,’

Lam. not.,;-askmg you a: medical question;; Mr. McKeen' I
am just -asking:a factual :.question, ifyou will point: out:any
place:in your advertisements: where: you' gave:the doctor-full
information which -he:oughtto haverhad, which:is' ‘the
truth, that your,own medical examiner—-who for SOIe reason -
1t bring down here, and I can understand Why you:. ...

i %at there Was 27 percent. 51de eﬁects in these ‘

you ol medlcal *opzmon “I st a,skm ‘you for &' fa.etu
angweér' a¢ to where' you ever sdid in brochure forin “of in'

a;rmeles _techmcal mser or Wha,tev, rou sent 'to’ physml'

Subsequent t0 the subcommltte ] &rmgs on Dlabmese the pack-
age ingert. (mformatwn&l material accompanying samples of the:dru
provided doctors) was radically reviséd af, the request.of the. Food an
Drug. Administration. . The original packa,ge insert first’ sent, out in
November, 195! _-began & brief recitation .of -side . effects,, with. the
statement: - ’

Side eﬂ"eets are generally of & transient and nonserious
nature.”

™ Hestings, pt. 20, p

#Ibid., pp- 11216—11217 Mr McKeen replied that informstion on glde effects was contained in the
individual reports of investigators. The following exchange occurred:

““Senator KRFAUVER. Let’s don’t get away from the question,

“Dr. REE3. May I angwer the guestion again, pleass?

*Senator KEFAUVER, Let me state the question again,

“Dr. REES. I know the question. May I answer it?

“ Senator K'EFAUVER. Just a minute, Dr. Rees. Yon weren't there at the time. Dr. Tezzond is not here.
This was the ellnieal investigation on Diabinese which you sent to the Food and Drug Administration
in order to get your application approved, Abpproximately 2,000 cases were siudied. The tests were
made by people that you had selected to do the cliniesl testing, to report to your own medieal examiner on
Diabinese, and they found on the use of Disbinese that there were 27 percent side effects.”

17 For full text, cf, hearings, pt, 20, pp. 11206, 11390, 11302,
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This fetigined- unchanged ntil August 1960 When thiis ‘sectio W&S
fnaterially révised. The SBCthIl how reads i p&rt a,s follows :

The therapeutic, advantages
idé ‘must ‘be “weighed‘against a8 mewhat}n
ineidénce of- side -effeéts. Jeundice, 'Whlch has
in approximately. ‘4~ cases. per ‘1, 000 3
rever51bl on dlscontmua,nce of thera '

rhie:

%

er’ Tepdrted
een reported_

A decrease in the Dls,bmese dose usua]l aﬂevmtes”ﬁhese

complemts

The latest package 1nsert states that “the thajority of 'the 51de effects
have ‘Been- dose-related’ but s ecifically’ a.ﬂirms t,he fact that some
cases may be totally unrelated to the amount of the drug’ ta.ken
The!present: languao'e reads: (s

HEPhé majority of the”dide ef‘fects‘ have ¥ 'ate:d,l o
transient, and have responded to dosage réduction or with=" """
drawal of the medication:: However, clinical experience thus

far has:shown that as Wlth other: Sulfonylurea,s some side ef-
fects: -associated: with : hypersen51t1v1ty may be severe“and
death has.been reported i in rare instances.:

The kinds'of “ifitoward reacmons asdtibable _ 6
to the size of the dose’™ raise serious questions ‘of the usefulness of
Diabinese when another ‘drug performs ‘the sanie funcii s\'W1t,hout
similar side effects. The language in the latest package irisert goes on
to list the Iore senous 51de eﬂ'ects Whlch ha,ve been aj! cmted with
its use? T : -

--Certain:untoward reactions, agsociated- with; 1d1osyncrasy
or.. ‘hypersensitivity . have oceasionally - occurred; +. These.
reactlons which may include jaundice, skin . eruptlons rarely:
progressing to,_crythema multiforme: and exfoliative derma-
titis and. probably. depression of formed’ elements of the blood:
show no” direct. relationship- to : the size. of the ‘dose: . They:
occur characteristically during the first. 6 weeks of Dlabmese.
. therapy. With a few excepmons, these manifestations have .
©" 'been mild and readlly reversible on the discontinuance of the
R drug The more savers memfesta,tlons Whlch are 1nfrequent; o
"% iy ‘require other therapeutic medsures, including cofticos—
© “teroid “therapy.” Diabinese should: always be dlsGOntlnuecl
“o0 promptly ‘when the 'development of sensitivity is' suspecte

78 Files of subcommittes. .
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P -the vast amounts spent on adver-
tising” a,nd promotion, the control of the market: by ‘the large drug
" companies stems from a third source of power; this is their remarkable
‘success in’ 'persua,dln" hysictans'to prescrlbe’ibyftmde ‘hameés Tather

es. 1 Where thi done the small ‘manufsactiurer is

automatically excluded fromthe’ iriarket, regardless ol whether the
drugs are patented or non-patented, and the opportunity for ptice
competition disappears. . Thisstate of.affairs is furthered by anything
which causes the. physmw.n to.be. apprehenswe of Lor- have chﬂiculty
in, prescnbmg by genenc names s

oF NA\iES :

OHAPTER 13 THE CONFU’SION

The' mult1p11c1t.y" f hmés for ducts n he drug industry vir-
tually exceeds the bounds of human imagination.  First, there is the
chemical name which attempts to spell out the structural m&keup of
the dru%1 and Her a,‘vanety of forms of expression is possible..” Next
comes 'the generic name which may or may. not. represent an abbre—
viation of the more complex chemical name; this is the name’ com-
monly” used’ to " identify ‘the drig in formulanes, the teaching of
medicine, etc. Ordinarily a drug has one, generic na,me, ‘but” there
are: cases where two: or “threé ‘are ‘employed, «F: inally s’ drug usually
Has'a host of individual trade namées uged by he.varlous coripanies
-engagednm & promotion’of:the’ preduet; msequence; .o -single
drug product isirepresented in: the market by such-a complex body of
nomenclsture as to intimidate even the initiatesin the feld: “And if
one can visualize this situation for a\smgle dru multlphed by % the
thousands of drugs currently:marketed, he caniget some 1mp1'es on
'of the chaos existing in:the area of: drug riomenclature.! - i
. 'The new: so~caﬂe(% synthetic penlcﬂlm illustrates the problem :-The
chemlcal name for:this' prodifct js: ‘alpha-phenoxyethyl ‘petiicillin
potassium. . This set of syllables.is also-used as a generic:name. In
addition,. there are . two other . generic na.mes—potassmm penicillin
152 and ﬂhenethlcﬂ]m potassium. ‘Since. the product is protected by
patent, there are only six sellers, ea.ch of whom markets under his own
‘tiade name. ' Thus' the “prederibing physician. is Bombardsd . with
promotional material for Syncilling %)a.rcﬂ Alpen ‘Chemipen; Dram-
cillin-8, and Maxipen. All of these are, of course, the same chemlcal
- IQonfubion $vén éktends to the hames for these -genéral’ catbgories of uomenclature Ui’ ge
is often ‘referred to as the nonproprietary name. - Redently the Américan Medioal Association has'inro-

dueed the word “‘counterpart” with the same mt,ended m ea.mng The trs.de name is slso varlously de.
seribed as the brand nameor proprietary name, :
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comﬁ)ound Speaking of this situation, Dr. Charles O. Wilson,? Dean
of the School of Pharmacy, Oregon State College, and editor of the
American Drug Index, informed the subcommittee:

A new synthetic penicillin derivative now available pro-
vides & perfect example of the difficulties which pharmacists
and physicians are having. 'This compound is available by
Bristol as Syncillin and by Wyeth Laboratories as Darcil and
referred to by both as potassium penicillin 152.

Schering & Co. which sells.it.as Alpen, E. R. Squibb &
Sons which makes Chermpen ‘and White Laboratones which
produce, Dramcﬂhn S _all use. the. ge
cillin”*potassium;™ Roerlg ‘& Co.
_refers to it as alpha,—phenoxyethyl

'Dr Walter. Mode]l,“ professor
erapeutws at Cornell University: Medical Col-

;They are-‘colored ‘differeritly pmk peach green,’ a,nd‘ two”
hades of yellow) dnd- arg’ advertlsed as’ disgtinet s
but no effort is made in promotional ‘fstefial to inforin thes: -

physician who s urged to use, them that they are otherwme
~all identicali~ ‘ '

r 0 f f t__ 1t is_ wrtually _nnpossﬂ)l
all t}i proprietar:

d_rugs thi "y usé:”.’ -possible in & disctssion between

' iste i the same. ﬁeld fot néither to know that,eacht_ )

: g-about ‘the same, ‘drug.’ Tmagine the dilemima this
create for ‘those’ Iess expert the student ¢ nd the general o

this . exa,mpla the busy: practitione confronted withathr

.generig.names;six brand names used. ag. the mame 0f;the drug itself,
and; at.least.five different colors. ./Thus; there; are: 14 differeni- 1dent1w-
fication symbols for, the- 1dentlcal drug “In -terms:of -

-each ‘product stands: 1solated 1ndeed there is jan attempt to:

identical nabur drn ug. -

The confugion created with respect to smgle drug s

pounded by a‘failure to. dlsclose the-relationship of:two closely s11111la,r
com ounds. .. The generic nammei often ismot: related: to the: chemlcal
amily to Whlch the drug belongs - >1lson remarked :

lversity of
: Was gton, Washm ton D University appoint
ments::George Washington University, 1938-40; University .of Mhmesota 1940—48, ‘Uhiversity of Texss,
1948~ 59 Oregon State Coilege, 1059——, dean, ‘school of pharmaey ang professor of pharmas stry.
Assuciatmns Ameriean. Pharmaoeutma] Assoeiation ~Amderican Chemical Sotlety;ete. :

s Heatings, pt. 21, pp. 11513-11514.

A Walter Modell, born Connecticnt, 1907; certifled medicing 1041; M, D, Cornell, 1032, . Tnte teflorg
Hﬂspital 1983-34; taachmg staff, . Cornell University, Med.ica& Cfo]!ege 1032-— (now director, of .clinical
pharmacelogy and associate Uprofessor of pharmacology). - Associations:: ASPET, SEBM, ACP(F); Mem-
ber, Revislon Committes, U.8, Pharmacopoeia XVI; editor, Clinical Pharmacofogy and” Therapeutics,

hea:mgs, bt 21, p. 11602,
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pounds: that differ. only: by 'a:glight modification;: sometimes
there ismo attempt;to show this relationship. -Insome cases:
there is a good relationship between two chemical compounds/®

+;Amhong: the examples-he cited was the product:marketed by Schering
under the, trade; name;Chlor-Trimeton.. : Schering-lists . the generic.
narne.for. this product; as: chlorprophenpyndamme A slight modi-
fication -of this ¢compound is: available on:the market: under. the. trade
name Polaramine; it°has its-own generic name: :chlorpheniramine.”..

~Dr. Solomon:: Ga.rb ‘professor. oig pha.rma.cology at Albany. Medlcal
College ‘drew -an; mterest.mg conparison -in -the use..of nomencla,tu.re-
between the drug and food’'preduct: .industries. - He said:

“"Some typical brand- naies of food produdts are Heinz,
?eegh Nut Quaker Del Monte L1bby, Campbell’s and so
orthu ey o Ve sl ek : g

These bra,nd names are used in an a,d]ectaval sense - to
madify the common name of a product. . Thus, the usual

name, Heinz beans, tells, the customer two thmgs what the
¢an containg, and. who thade it.” “"There are many ‘makers of
i canned beans. All use their brand name in an &djectlval
. sense, and all have the common noun “be&ns prommently
“displayed:-on their labels." i R g
5The pharmaceutical” mdustry does thmgs dﬁerently
~.They use two_sets of brand names, .- The one set ‘consists o
«i.the nameof the'company, such:as Lederle Pfizer; Ciba; and -

so forth.  In addition they add a second brand name:by«

inventing a new:namefor the product and reglstermg '1t-'s,s a.:

private trademark: SRR i’ S LU
Lt Hixaniples are: Dm.mox Gantnsm, and 80 »fOrth. '-Thxs»""

" gecond brand ‘name ‘cduses confusion because it:is usedzas
he nameé of th product 8 g

To illustrate the sxtent of - the confusion eaused by this prac¢
, examinad the result that would follow if t.he drug manufa,cturers moved.
into the baked bean indusfry: . -

"To understand fully t.he extent 0 the confusmn caused by
‘7 this:usage; let us consider what would happen: if:-drug 1 manu
facturers took over:the:manufacture:of baked beans.i: 1.7 7.
- They would .all -using. the word ‘heans,”
wauld® ‘give the product s new, coinel Some might,
© use anagrams of béans, like ¢ ‘Sneabs” or “Na.bes ""ind others .
might gall them “Lo. Cals " or “Hi Pro’s.” Plcture the con:
‘fuslon in’ the grocery store if be a.ns weré.no 1o ;
‘béans,”? ‘but if ‘each maker. gayela ompletely NbW name 0.
l:._product Further, try to imagine what “would happen
i there: Were 300 to 500 add

umm 1:).11507 '
©7Hea rings PL21,p. 1513 Speakmg of
marked B s S A S S

+* Raal con.fusion emsts vnth parabromdylamme mtrodueed as Du:uetsme by Robms &

can Medical Association used a new generie name, ‘brompheniramine,” in the New and Nonofficial Drugs

of 1960, Robins & Co, has an advertisement for Dimetane in the Journal of Amerigan Modical Associa-

tion for Feb, 27, 1960; p:'37, and'usésthe geferic name *brompheniramine.” - 1 _the Msr, 15,/1960, issus of

Ma “Madicine a Dimetazie ‘sdvertisdment refers {o parabromdylainine. - White: Laboratorias have the

dextiolsonssr svallabla s "Disomer” and mses-the geteric name ‘dexbromphemmmme

: “¢If you cani get ahry more mixed up than that, T would like to Aad 4t
L lHeariJlgs, pt. 18, pp. 10480-10481.
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- Thisis: apprommat.ely what is- happemng in medmme and
'1? s ‘becoming excepdi ly dlﬂi(;ult for physicians: to keep
things clesr® ;

f.‘,'f‘:l‘hé?"-p}rbﬁle specmlly d1ﬁiculb for/physicians: because of i the
difference  in semphasis (in” medical schools” and:in? private: practice.
Whereas 'the physician,«in’ the conduet of ‘his practics, is bomberded
with promotional mia terial urging him'to preseribespecific tratle-named
prodacts; ‘his medical educationiis in terms of: identifying drugs by
their generic hiames. « Professors'in ‘medical schools dppearing before
this subcommittee umformly testified: that this practice was essential:
to acquaint the student ‘with the nsature: of the drug and its:relations
ship with:similar compounds.. For exa,mple Dr Mode]l of Cornell
University. Medlcal College st.a,ted

Only a name that conveys meanmg lends 1tself to mst Vc—
tlve commumcat:on

p! y if
copg “with the confusmn created by 2:’prropmetza;ry nomencl&~

In 1960 the Subcommlttee on Generlc erms.of _;the.Lds.A‘ngeles
County:Medieal Association]sent a:letter to.each.of-the 82 medical
schools in: the United: States. - Within 3 weeks 77 . Tesponses drrived
from ' depa.rtments of pharmacology w0of these schools answermg these
guestions:; srhvad b g : i

1. Do you teachg.the prescrlptlon of drugs by genenc terms?

2. Do you favor the continuation of this practice?:: ;-

Sixty-four replied: they. taught only generie:terminology;- 3 'baught
both -generic -and trade names;10-used :trade names under . certain
circumstances such as when a érug is exclusively- monopolized under
a patent.  'The report states further: “The response from the medical
schools was enthusmsmcally in’ support of the use of genenc'terms
and their simplification.™ '

The remarkable proliferation of new’ names, as new drugs dre
brought ‘on the: market;" many: withseveral: trade names in-addition
to their generic mame, ‘was brought out-in an: exchange between Dr.
Modell and the subcommlttee s chle :

0 Hemngs, pt. 18. p 10482 ¥ - E : .
19 Hearmgs, ot, 21, p. 11602, The commants fiom Wh](!h these sentences wers taken follow:
“ Ay o'teachior 1 have 1sed nofiproprietary names for drugs becsuse acadenicall y. this isthe: only notencla-

ture useful for the prop Jtenching. of pharmacology. and them’}eutms I think that-the academie stand is
glsg the- practical ) subsect is'to be taught; the materia,ls mth wmch itis concerncd niust be identi-
& - .

“Only 'a" }fam hig conveys Iend tse]f to nstructive commumcahon nl nonpropmetary
names alwWays tend +oidentify-the: nature ‘5f.drugs and, therefore, ‘a8 a genefal rule, only by usihig them ean
one communicats meaningfully sbout drugs an mstruct students on the nature of drugs and thesr effects
on the human body.
“Tf students of medicine do not learn sbout the nature oi the drugs they use, they can.not know huw to use
them either safoly or effeclively when they preseribe them for patients,
-4 nddition, trademark names:often introdaee confudion in an already difficilt and eomplex subjeer: by
providing more than one name for the very same drug, sometxmes there are LS mm:ly as 25 propnetary names
’ Ior the s thing; occasmnauy more

S HAR R matter of fact; it is virtua.].l posslb]e, even. for experts, always to now a].l the propr[etnry syuo-
nyms which have Been, cteated for the ionpreprietary names-of the drugs they use. : Thus, itis possible in
a ‘diseussion between two.specislists.in’the same-field for,neither.td know that each i talking about:the
same drug Imagine the dilemma this.can creste-for those less expert, the student smd‘the general practi-

Oner.
i Report In files of subcommittee.
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-himself each: year, consisting of the dosage forms which are--
given new names, the combmamons .and. the ne‘v’v"chemlcal'_
substances. et G o .

. Now, if there Were only on the ‘ \
1 trade pame for each. of .these. ew drug apphcatlons ap-
proved, . that would be, an average of, say, 300 new trade
names for the. doctor to familiarize, hlmself with. each Jear. -

But; of course, we know that, as in the. case of the coIm-
binations and the new chemlcal substances, it freq ently
happens that_ there are two o0r more trade na,mesj%o ome
generic name. Consequently, if there were an a,verage of
2 sellers of each of these 300, there would be 2 trade naimes _

“for- ‘each ; anid thit:would give iis 600 rew niames for the 'y hy31- i

cian to becinie familiar Wwith; presimably; each yesar: " o
rIn the,course of .5 years th&t would mean.that, the doctor

Would thavie to. have:learned some. 3,000, new: names.:; Some,

of course, would perhaps have a. short life, but even. thou h

“ e might. not preseribe. the drug’ ‘himself,:a" patient might

¢ome in for treatment to whom another, doctor had prescribed

the drug:by a- trade name. .. 30 he would have to eitherhave it

in this mind or-be-able to have a rea,dy reference to the ame.

.-Amm I.correct thus. far‘? L R

" Dr. MobE1L. Th&t is right. -

«-Dr. Brair. /Then, .in: addition to.these.3; 000.,11:1 5 yea.rs
there would-be . an . unknown, number. of cases where ‘the
Food. and Drug. Administrafion: a.pproved combmatlons cf
drugs already approved separately in past years.. . . ..

.. Thus, we are confronted not with the matter of the doctcr'
 having’ 't learn Just 50 new ‘namés & year, but Gmder-the”
"o fairly conservative assumptions I have’ ‘outlined heére, of’

having to learn hundreds of names each year, and in a per1od“"
of-a few: years of having to:cither know-or:.be able to.identify
and: familiarize h1mself fmrly qulckly mth thousands of
NeW!NAMmess: i = :
. 8 Ghat & correct sta,tement of- bhe arlthmetlc of the prob—
em'f' ‘

i Dr.-Mopzerr:: Itis; absolutely staggering.; - It Teally.i is not
W1t.h1n the scope of anyone who doesn’t: attempt to-deal with
that:subject exclusively;-and. w1th nothlng else; io T a,lly
begin:to understand the problem;? ‘ f e

Dr. Modell saw very real dangers to the pablent in the drug manu-
fa,cturers sales empha,mscn thelr tr&de dnames. rab her tha.n the generlc

The problem 1n nomenclature this
¢ edidiie”’ No’ ‘one 8

'igh ot i ,pa‘tlent b

can.not ‘otherwise an’c1c1pate ‘all “thépossibleé detions” from

_ angd reactions to the drug. If a physician wants, to Know
at all timss what he is’ prescmbmg, ‘he’ Wlll, ‘perforce, usé’ :

onproprietary names.*

‘' Hearings, pt. 21, p 1‘1628 Dr Modell went on fo'add that the New York hosplt.al Yone of the largesl;
in the World, Is “prepared to treat a.ll diseases mc:ludmg the maost uu.hkely to come to our hospttals” with
only 359 drugs (ibid., p. 1 69) L L P

-4 Ibid,, pp., 11602—11603 R




re-isialso th da,nger of
e a,rked

i N i ‘g 3
gwmg ‘the patient the best: drug
that'is'a conmderable dariger: -

s 4o take the word! of the de\tm_l_‘ man-

is-,- buﬁ‘?héi-wﬂ}_
v g0 1bhat. h may- ‘be
depriving his patient of the best medi Btio!
thatha danger. :

LN _
owmg 7as teop_ on. that-us g

gt}

brand. names -would "have :an educational effect “upon.

A Drescribing
physiciahs: ‘

nohpr Spristary :names: ‘should: beeriphasized:nore:

thant they aré at:presenit:” s The nonproprietary name:is usu=
ally a shortened version of the chemieal name and;:therefore;.
1};&5 & mea,nmg Awhich the propnetary Tidme: usua]ly does - not{

&VB i

genenc? e
BOWLING “The“so—calle
rea]ly not 8 correct. name ford

‘ genericimame.
l-but tweise the ‘name generm.‘:

- iote, the nibTiproprietary’ narmes: ofi s e
usua]ly su:mla,r thus helping the physmlan to: classffy the
drug in its prc)per-agroup ; ceria g

¢ use 0f the-nonproprietary. name i edu
asi regulatory:in its-function, . 'The. physmlan‘wwould thus be'
lert: _etermme Whether a new modifi i

u Hearings “pr.er, gl
15 Ihid,,: 11507. D;.:Mq el S
drug compnnies

“r * ok gnd Leam sure, if nothmg is done nbout i, the manufactmers w111 be quite hippy-to take cam of it
[posteraduate education of doctors] completely. * * * the danger thére 1s that It 1 as biased- o3 it can be,
gnlc}i as 4 resylt, one not only. gets a one-sided: pm 1te, but gets a oomplete,ly uninforman the

eld, .. e ;

“%(0ne garinot terch abomt & d.mg “witkiout oovermg “thio éndire’ ﬁeld ‘snid no manu.fac ]
man’s educational program ever diseusses anything but his own drug. :

“So it gives only a one-sided picture. It is completely biased. It doesn’t show the whole eld, and 1t
-perfainly deesn't constitute what we consider teaching” (pp. 11606—11607)
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L.8n, emstmg drug was superior to, the same as, Or even mfemor
" fo the drug already on the Market. y

He would be less likely to switch to the newest drug‘m o
his: prescnbmg, unless: th"‘newes 'drug represent.e' : real
advanee.®

Al ethlcal drugs, whe kete under‘genen or trade names,
must, meet the mininiiim. tandards of the United States Pharmaco-
1 Formulary. . By, law, s drig is deemed 'to be
ted 'if, wlien, sold - under or by a name recogmzed in_either.
comperdiiim, it dlﬁers from the standard of strength, quality ot purity,
as det.ermmed by the test laid down in the United States Pharmaco-
poeia or National Formularyi” ~ .

The T7.8.P. compendlum of drugs Tisted only by.genenc name, has
appeared re%llarly since 1820; and at the time of the passage of the
U.8. Food, Drug and Cosmetlc Aot in"1806 1t. was made-the official
¥ um for the enforcemert of ths act. “The U.S.P. also serves
the samé purposes for similar leglslatlon t the State'lavel.

Dr; Lloyd C, Miller,”® director of révision, ‘United States Pharma-
copois, expl"med the functlon of his orgamzatlon as, fo]lows

.-'The: obJect ofa pharmacopoela was seb forth'in: the prefa.ce
of the 1820 pharmacopoeia;: and remains ithe;same-today:
In-short,. the pharmacopoeia over: the years:has: prov1ded iy
list-of;. those :therapeutic’ substances : that: refleet-the ibest
practice -and ‘teaching.of; the: healing arts: and has endowed:
them,.in. publlshed form; with-standards of identity, strength;
and -purity..that are: credlta,ble ‘and firmly : grounded:; on
scientific fact. . The. fulﬁlhng of this objective eyer_Imore ..
Yeompletely in ucqess1ve ‘revisions has steadily mcreas'd!the“_:
“servige render d to the pubhc and the. health professm g

It is of interest that the authonty for the U. S P program rests in
the hands of & privaté, nonprofit organization, “The United States
Pharmacopoeml ‘Convention, Inc.,"méets regularly evéry 10 years;
its memibership'is composed of coﬂeges f medicine, colleges of phar—
macy, agencies of the Federal Governnient, State arid national inedical
and pharmaceutxcal orga,mzatmns oA these meetings. the Toembers
elect a committee of revision consisting of 20 _experts’ from medicine
and 40 from pharmacy and the allied sciences ~'The committee of
revision is respons1ble for draftmg and rewsmg t,he U'S "

1 Mearings, pt- 24; pp. 1417%-14173 ; SR godyrre o ;

17 Cf, see. 201()) and 501(b} Federal ?ood Drug a.ud Chsmitic Ags

18 Lloyd: Ci' Miller; born in : Ilinofs,: :1007; Fhi D ,; University 'of Rachester,. 1933 Research fellow the,
Upjohn Ca. 1933—35, pharmacologist, b:vmion of Pharmac'y. .8, Food and Drug Administration 1935-43
Director of EBlulogical Divislon, Sterling-Winthrop Research Institute, 1043-50; director of revision, U.B,
Pharmacogoeia A950—. Associations; New..York Academy- o Scienees (fel]ow), American iBoclety of
gy and- Experimenta.l Thera eutim, APA, ACS, ) . ; .

19 Hearlugs, pt. 21; p. 11662, B . 0

% Hegrings, bt 21, D, 11662. - He explain e .

4t The éonventlon ] ‘wirtnally recreatod for éach nnial meaﬁng, although {iig- orga.mzatmns ‘entitled
to membership remain sibstantially the same. These.include the 79, Becredived colleges of medidine, the
76 colleges of pharmaey, 7 ageficies of the Federal Qovernment, the State’ medisal and phatmaceutical
associations, and 12 national professlonal assoolations ‘and sociéties in-the flelds of medicine and: pharmacy,
Thus, o total of 277 were entitled to representation in the 1980 meeting held recently; ot' t]:us numher 164
exercised their franchise by sending delegates

2 Ibid., . 11683. He elaborated:

“The 60 members of the committes of revision are elected by ballot from. 120 nominees, who need not
necessarll{nbe ‘delegates to the conveation, ‘who' ave stlected to provide avery ‘tyDhe of-skill’ ahd Enowledge
required im.the .U.S.P. revision programi .'Thus, the cotamittee includes specialists 11, anesthesiology,
cardlology, surgery, and other branches of ‘Tedicine; and’ pharmacists, bagterlologists, andlytical ehemists
and other speclalists in various branches of the aotual practice of pharmacy. . ‘The.committee is orgamz.eé
into subcomittees, each charged with definite responsibility for some phasa oi the rews[en ‘brogram ”
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editiofis" appear évery 5 years Speakmv of the’ comml'" be’ s functmn
Dr, Mlﬂer_st&ted g .

.- Since:the: lue. of the Pharmacopeel lies in. large measure
in the selectwe list of drugs that it presents, the firs, phase
of the revision receives most painstaking attention. .1t is,
ma,mly in"tHe hands of the 20 physmlans elected to the";:,_,,‘_
svision” committes, who are assisted by ‘Pharmacists Tully
familigr ‘with the pharmaceutmal forms of the drugs under’ =
_‘*cons1derat10n The resultmg list® cons1sts of those drugs and’
“their dosage forms that are belioved to represent the best'
- practice and teaching ‘of ‘medicine. = This selection process' .
- continues right up fo press time. Obviously, U. S P status .
s not accorded to-every tiew drug’ developed. - .’ s
 We comd now to the second phase,” While the selection”
* “phage i still proceéding,; the U.S.P: subcommittees concerned
“with drafting the standardg begin their work. Proposed or
. provisional standards are ‘put to actual l&bora,tory test under.
“‘the supervision of a member of the U.S.P. Commlttee of
Rewsmn and the final standards are set aceordingly.
- The:work:of the third phase; that-of thé-actial publication,
is'shared: asi widely as possfole by dlstrlbutmg proof copy to
- theentire irevision ‘cominittes and, inaddition, to: a:lirgé
number ‘of other scientific ‘and. fsechmcal expétts. o The comn-
Tnentd: thus receivediare:takeninto account in'settling on the
finsl text. The task of guiding the text through the vanous
sta,ges of prmtmg‘-lsl handled from U S headquarte

both mthm the medical professwn‘ 'and in the drug 1ndustry ThlS
general vi W is reﬁected in the fQHQW g state_ment made by Dr. Modell

I of ] pun that" is" consmtent w1th e
medicine. " These standards are set by
" the Unitéd States. Pharidcopoeia or they are 1ncorporated o
.‘into. the National Formuliry * * *.
Now there is no purpose In mang medmatlon purer t.ha;n"f, '
" the'standards get by the United States Pharmacopoela "The
L pha,rma,copoela has certain tolerances and it petmoits. these
' because this is a practical matter. .
“* Purification beyond these ‘tolerances adds greatly to the..
expense and adds nothing to the efficacy '6f the medication "
~and-in. no way: mterferes w1th the medlcatwf :and causes no’ £

o4 f thege §o= calledl-lmpurlmes were il an
the United States Pharmacopoeia standards would:: ‘be. ele-.
~oovated accordingly. . It is.a matter of fact that the United”
. States Pha,r‘nacopoela ‘standards aré¢'mot only high* enough
= - but: they are. the hlghest of aIl pha,rma,copoelal standards.”

He added:
T don't know of Eny . nianufactirer: that elaims to have

pﬁrer drugs than the: United States Pharmacopoela standards "‘“,:':: K
*:But even af- they d1d 1 don’t see: that-it Would matt.er_‘ ?:;It.

# Hearings, pt. 21, pp . 11062-11063,
11 Hearings, pt. a1 D. 6 &,
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. is ‘not a bagis fur the chowe of thn drug.-~_ It adds nothmg
to.its-usefulness . y : o

“Sitailar ih ‘character t6 the U8/PUiE the Netlonal Formula,ry, Whlch
is- pubhshed:ev ery 5 years by the ‘American®Pharmaceutical Associa-
Lhon’ 'thg” professmnal organization of phatmacists 'ini - the *United
States. A major function of the N.F. i3 to carry for at least a: 5-yéar
period:all.drugsiwhich are dropped from U.S.P..:-This is.to maintain
standards for: drugs’ removed from: US.P. but Whmh are - stlll in use

Efforts to promote the use of trede names and d1scourage Zéneric
naméeshave been carried otit by the drug éompanies acting mdlwdue]ly
end ‘in"‘concert. - ‘A" ‘practice which® they individually earry ot is the
‘coining -of generic nanes so- ‘complex’and unpronounoeable 48 to “vir-
‘tinally prohibit “their uise ‘in"the wiiting' of prescriptions. “Then: their
spokesrien cite' this complem ¥ a8 ‘& netessary reason for the use of
‘trade names! “Thus; & imber of witnesses for thg major drug com:
panies sought to defend their mereased salegeinphiasision brand namnies
oni“the ground of "‘cohvenience  to préseribing ’ physicians. -~ Geénéric
names, 1t was, argued, are often long, complicateéd ‘and” diffieult? to
pro:uounce the brand ngnies:have all the obvious advantages of sim-
phclty D’ Austi : presadent ‘of the?Phermaceutmal Mani-
; g isserted that genenc 'na,m‘ s “tax the Tieme y
‘ofmost. of us.’ These names; he‘said; are® g

* * * chosen on the request of physmmns and others W
are “interested iri proper-fomienclature becatse it has always

1 eontendad; ]])ov thieConricil 611 Drugs; by the United
State thrmacopoem and by ¢ Intematmnal Pharma-
‘copoels; of the ‘World Health™ Organlzatlon thdt w4 generic
namé shisuld’ mdlcaﬁ ii'gomie wai the chethical structure of
the compound =

The_3051t1on of other medlcal experts was t0 the. eﬁ'eot that. the
generic name is hot selected on the basis of ! requests of physicians
and others who are interésted in proper. nomenc,ature” bt rather the
choice is made by the manufacturer hithself; usually it is picked “quite
early during the clini¢al trial before m&lketmg 72 Dr. Garb placed
in the record a: letter. from;:the . American. ;Medical : Associgtion in
response to:-his: inguiry Concermng ‘the -séleétion ».of -generic names
by the AMA Council on Drugs. The AMA stated that—

United. States. pharmaceutical manufactiirers are .| eoura,ged L
to submit as- early-_as‘posslble for the counc s-oon51derat10n
a-mame - * o

_Dr Miller of the United States Phermecopoem 2av

d det&ﬂed picture
of ‘the’ development of & genenc name for anew drig. - In the initial

% Thid,, p. 11611, i
% Hearings, ‘vt 19D - He skplained fu:t'her
- HTn this way s physmlan or tiiyonie else, If he rends the labal or the liferature

will havaesome WY of know-
ing the natire of the substance and wil! be ahle to trenslate it into terms of: therapeutic efficacy. " When it
¢omes to praseribing, the trade mame oni'the right is the one that suits his convenience becauss-he too 13
interested in time and motior, and time and motion is very 1n1portant when you are seeing 25 or 30 or more
patients a &y’ (Op. 1062310624 4

2JHearings, pt. 21, D. 11498 {Dr. Wilson}.

ﬂ?.Hearmgs, pt. ls,tp. 10589,
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penod‘of testing a drug, hé'stated; usually & code nsirme is used; then,
Just prior to describing it in the medmal and scientific hterature, the
drug, company: concocts, 8 generic name. which.is submitted; to: the
AMA. for approval. . The AMA Council on. Drugs then transmits ‘this
name to several agencies, mcludmg the Umted States Phar mecopoe a,
for approval* He stated o

ik g Bie glven a penod of Weeks in. W]llch to express
g, v1eW on it, and after that'time the name becomes ﬁnal n
the view of the AMA Council. gt
Then, from that time on, that name is assoma,ted Wlth that
drug in 'the. publicationsin ths ‘scientific hteratm‘e, medical,
harmacological and ch mlcal?s, :

‘may happen, however, that. the g
choose to.submit hls proposed generic name t0,the. AMA The;letter
acts only upon the volunta.ry request of the m: I_iufajcturer -Or, if.the
manufagturer.decides.$0. make, his subraission and. then is. dlssa,tlsﬁed
with- ANy rec()mmendetlon that the AMA might make, he is still free
to..continue with his own, selection ? 0. agency, of Government has
any.responsibility inthisares; indeed, the Food and:Drug Administra-
tion.does not, hear of the selectlon until approval is sought. for merket-
ing:of the new. drug : .

-Not. only -are: the.. generlc a.mes creations of th ‘drug compemes
’shemselves, bk efter ‘making them., complex. and, unpronounceeble,
these same: companies.proceed, to cite their. comple}uty 25.an argument,
for the use of their simpler trade names.. . In | ithis.connection Dr. Garb

Accordmg =them, generle (ofﬁcml) nemes are 50, complex

‘and: unpronounceable. - that- +he - companies..ar d

doctor a favor by making up simpler names: ;-

R | beheve a. similar argument has been presented before‘.._
: thls Hol ever, there 1510 _m}ent_,_ to thet

;since he. 1s'sle1;ge1y espons1b1e—-f0r th name, ‘it
- spenis nnrea,son&ble for hlm"'tp cntml_ze 11',3_ complex}ty eo

2 Hearings, pt. 21 I 675 o

26 Thid,, p. 11499, . Dr W[lson stated ,,,,,

“The American Medlcal Assoelation will cooperate on.ly 1f asked by fre eompany, or 1r1 con;unetion with
their New and Nonofficial-Drugs or-with advertising in-one ofits journals, {In the large majority of the cases,
the producer—pharmacéntical manufacturer—determines the géneric namie, |

““When the American Medica] Association considers a name for theirMew and Nonoffcial Drugs; it often
selects  generic name different f.rom thﬂ.t which was orlgmally used thus adding to tbe coniuslon I have
;examples dater. 1n-the paper. -

Tho manufacturer does not have to the this new generlc name selected by the NND 4 Experience has
‘detidnstratedthat tha Anieriesn Medieal Assoslation or the T,S.P. have tiken: wery little part. in deter-
mining generic names and in all fairzess, I most sa.y that both organizations are virtually orl ess to mﬂu-
ence the selection of less lengthy and jess unwisldy names.” ;

Of. also, Dr. Harry F. Dowling, *“What’s in & Name?”, .T..A M.A. Aung..6, 1960, in. whi BYS:
.=--‘!.Tha'douncli ot -Drugs atterapts (o obtain the, agreement of the: manufacturer 50 that the’ manafacture
awill use the name selected. --ITn most cases-the manufacturer is. cooperative; sometimes he is not. In the
latter event; the:council has no control over the name used except in articles snd advertisements which
_appear in pubtications of the-American.. Medical-Association (reprinted in hearings, p. 11868). -

o Hearings, pt. 18, pp. 10482-10483,
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"+ Dr. Meyers was ‘of the:same opinion: o #oli iy i o gt el
In any case, the designation of generic names ° be
taken out of the: handsof the'drug trades At'the moment,
they nominate the names'and Are in'a position to make them

as noneuphomous as possible.®" -0 :

When Sen&tor Kefauver stumbled
sa,mple generic names, DI Meyers S&ld.

T.would say isocraboxazid, prochlorperamne, plpenodolate,
t}:uopropa,zate and thioridazine. Even though I-am, so.to
speak, paid.by the university'te maintainta: fs.rm.ha.rlty with
these, I find «it: much'~easier. ‘to:;use Librium, Marplan,
COmpazme, Dactil and ‘Dartal, in- sp1te'(of the sumlsmty in
namas, and Mellaxil. :

pro un 1at10n of some

Py
ity

: The. company, nopin i eviewed,
T thmk by the. Councll on Dru s.of the AMA. ~And there i,
Tam, tempted to say, 8 nommsfrewew by, the World’ Hea.lth
Organization. In practice, the industry is pretty muoh al-
lowed to nor_mna.te the name on the basis of a real of fancied
' - They can takegyllables from -

, _Jlson drew -an-interesting .comparison; between the. deyr op;
ment. of: generic names -in- pesticides . as. opposed to . the method,

-selection—or:. rather, its absence—~in the, pharmaceutical. field.. In

pesticides, the initiation’ of..a- generic name meay. come. from. . any
gource, including’the, manufa,cturer formula,tor, distribiztor, orinon-
eommercial organizatio 1, he. stated, the final selectmn is
based on coopera consideration by 1
and profassional orgamzatlons which share'a ‘common mterest in the
employment of 2 pestlmde Soine of the guldes they fo]low are

names o us £ :
2, -Name should be short
*3 +Name.should.be distinctive, -
i -.Name should be, easily: spelled..;-. IR
Name: should » conform:: to accep ad: .aci
nology -wherever possible. - i
6. Name should .apply to the. puze. basm chemm de
to avoid multiple and d1ssm111ar names for salts, esters, -
. isomers, homologs, dosage forms, .and.other variatioris of thi
o parent: cofipound.' ~These latter variations should use th
generic name as a. bas1s forudevelopmg'new generi

In’ the more, slgnlﬁcant ares, of. drugs for human use, however,, dellb—
ersite chaos: appears ‘to reign. Here; accordmg to:Dr. Walson; “ob-
servat.lons of most g nerlc'_lnames i use Would lead us to beheve

i Hearjngs; pt: 18 p. 10401 R T e
3 Hearings, DY, 21 . 11503

51327 QO «62 -16
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that the set of guides employed by the. dmg manufacturers might
read a8 follo

NO. suggestlon agt the chelm a ,formula. '

0:suggestion.as to.the use:.of: the. compound
3. No relationship to the brand name. .
- 4. Usually have name composed of seveml syllables
5. Best if name is long and awkward. " -
6. Name should be reasonably-difficult to 'pronounce Hoe
.. Name ‘should: not be as, e a,t.chy” vas bhe reglstered

proprletary nam : : : : :

71087 Nave! should.not be: conducwa to memonzatlon

9. Spelling.of:the name should not 'be too-easy:: :

i 104:1F similar molecules have a‘generic name, the genenc

name for this one should be different. g

11. Even if a-common name for the substance already

exists, & new generic name_mlght be advantageous.

N 8 'gensric lablé for 'a compound i
r,ce‘ ic or d-1"foit, 'a différent. genetic name tnight be sed
for ‘exambpl chlorphemra '

The .drug- compames employ a number of; other practice
have the effect of minimizing the use of generic names. common
device used in much of the promotion matenal is prmtmg the trade
namse in large letters while the generic name is shown in such small
,letter 18 "o be- v1rtually iinreadable :Qther - devides empl'yed are
ie peneric i 1 an unlikely-spot-on‘the ad- whete it/ canngt
caretil éxanyination, ‘or o‘mlttlng the 'gefieric
or”the full iemlcal forimula.*

'The present, food and. drug\la,ws prowd }
.ot tisual name of a drug should be given equal p :
with that of the trade fiame. The Food a,nd Drug Admmls—f ‘

tration has 'not mterpreted this to- tesn that the non-

- proprietiry riame appésr inithe: same’size: type as: the trade
name. I believe that the same size type should be reqmred
for both names in the label and in the circular accompanying
the package, as well as in a,dVert sing that is mailed to-the
physician, Thls simple "tressuré “would ‘help: educate the
phiysician:as ‘to* the  proper names of the ‘drugs: heuses and

. could pave the way for editors to establishthe: same'requlre—
ments 1nx"dvert.1sements m medw&l ]ou:rna,ls Bara

T 11

3 Hearings pt 1, D, 11499

o Cf. heanngs, pt *15, 110493, Whére Dr Gatb stated:

“* A second abuse i§ the attempt to imprint the brand nams, _vate
while making it difficult for him to discover the zereric name. Ut
brand name and small letiers for.the generic name, - ;i B

““Here i an example whick I think is about the averaze for the lndustry The brand na
letters a.nd the generic name 15 in much smaller letters.

¥ * - N L . . %

“In rhis other ad SlT‘, Y dontenid that it i’ dlﬂ‘icult fo-fnd- the" gener[c riame,’ siT, W,
parabromadylarilne maleate, and appears in twe places. I was only able to find.it in one place. | Somebody
showed it tomein the second’ piane I thmk most doebor d have 2 'eat de,al of difﬁeulty in finding f:he
generic name in that ad,"

Cf. aigo Hearings, nt. 19 D. 10831, where Dr Austm Szmth found it 1mp0551ble to locata the generic name
on en advertisement until aided by a magnifying glass proffered by the subcommlttee oounsel R

3 Hearings, pt. 24, p. 14173. Sl e L .

reduct name, on the doctor s mind,
Ly, this 1nv01ve,s large letters for the

5 in very large
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0 LLECTIVE ACTIVITIES“_ THE NATIONAL PHARMACEUTICA\N-

In addition to mdnndual action to rediice the. eﬁ'ectlveness of: generlc
names, the -drug manufacturers. have engaged.in group effort. In
1653 the National . Pharmaceutical - Counc% was, formed with the
support of the leadmg members; of the industry.®®. A nuzber of high-
sounding goals were the avowed purpose of its forma.tlon RS

New concept..of - “subst?,tutzon”.f()ne of . the” first eﬁ'orts ‘of the
National Pha,rmaceutlcal Councxl was addressed to. securing a new
definition of “‘substitution.” - From the earhest days substitution in
the drug trade has.meant the. selhng of a. wrong medicament—aspirin,
say, instead.of the antibiotic prescribed. The NPC has been markedly
suceessful 'in, putting: over.its new concept that substitution -exists if
another tradé name of the identical drug is used in place of the partic-
ular trade name prescnbed - Dr, ,George E, Archambault, Chief of
the Pharmacy Branch, D1v1510n of Hospltais Ub Pubhc Health

ser .'es ‘th sﬁuatlon a8 follows?

"Some 28 years ago ‘when 1 started to pra tice. pharm&cy,, .
“*substitution’” meant.one .thing—the dispensing: of a wrong:
chemical or, drug, one dlﬂerent from that prescribed. Only. . .
_occasmnally did.we hear substmumon” then bemo' apphed

t tra.de Versus, oﬁicml name, ‘sub 'tances ‘ i

?Today, k! new’concep_ 0 subst.ltutlon is bemg proposed
Its: proponents. seek leglslatlon ‘to. makeeriminal the -dis~, -
‘pensing ~of “prescriptions or- medication “orders:ofia-brand .-
“ui-othex than that called for on: the prescription; even when the
physician has given a bianket or prior consent:or authoriza-i:
tion. for. dispensing by generi¢ name., .In other words, some
Would §ay ‘that-the  physician cannot ‘prescribe by gencric
nams unless he hag the pharmacist call-him each time, after
the order or, prescription has been written, in splte of havmg
given prior blanket. authorization.® . 3

In the. furthei'ance of:it a,ntlsubsututloh program ‘T felaborate
“educational” campaign was mapped out by officials'of NPC:::Much
of this:was focused: uporn; the State boards of pharmacy who'exercise

# Ahboit. Labora!;ories Am “Oo., Inie. (suhstdmry 'Mxles Inhorutories) ‘B Laboratmles, Ine.;
Burroughs Walleome &: Co, (U.B.A; }, Inc.;-CIBA Pharmacentical Products; Inc Creipgy Pharmaceuticals;
Ilgitmann-La Roche, Ine.; Lederle Laboratones {snbsidiary of American Cy:manud) MeNell Labotatories,
Ine.; Maad Jchnsoh & Go ‘Merek'Sharp & Dohme, Division of Merek & Co., Ine. ,’1he Wm. 8. Merrell
Co. (subs;dmry of Vick Chemlcal Ca.y; Ortha Pharmacentienl Corp. .(subsidiary of Johnson .& Johnson);
{has. Pizer & Co., Ine; Pitman-Moore Co. (subs:dxary ‘of Allied Labordtories); Schering Corp:; G. D.
Searie & Co.; ‘Smith Kline &, Fremeh. Laboratories; K. Rj .Squibb ‘& Sons, Division of Olin Methiesen
Chemieal Corp The Upjohnr Co.; Warner-Chilcott Laboratones (subsidiary of Warner- Lambcrt), and
Winthrop La:orator)es Ine. (subsuhary of Sterling Drug):(hearings, p.:2t; pp. 13692-11683).

Neither Eli Lilly nor Parke, Davis hag ever been associa d w1th he NPG a.nd W
onie & member, subsquently withdrew. (ibid.,pi 11718); t:x oo :

3 Mr: Newsll SBtewart, executive vige presxdent stated their purposcs aré:
TTRE To himafd pnbflc interest by promoting the bighest professional stanidards in {hé manufacture,
- distributisn, and dispansing of prescription medication and other pharmaceatical produets..

. 2. To Lenefit the pharmaceutical mdustry by prometmg pubhc reiatwns prngramq on, behalf of

- »pharmaeclsts and others in the industry. -

3. To promots the interests of the pubhc phyﬁ.icw.m, pharmn(nsts and’ others in tho pharmaceutxcal
industry by encouraging-the highest standards of ethics'and integrity'in the. manufﬂcture, dlstrxbution

.. -and:dispensing’ of preseription medication'and other pharmaceutical products. .

i 74 Mo collect and disseminate information concerning laws, regulations, and govcrnmental agencies

dealing with the manufacturs and distribution of prescription:medication and. other pharmacentical
nprod?gat)s 38 acontnbutmn 0 the better uuderstandmg thereof in the pubhc mterest (hearmgs, pt. 21,
11

38 ‘Tha. Formu]ary Systen:l Versus the N W Conce taf ¢ Substituticn’ H,in. Hospita]s, J ourrw,l of the

Ameriean Hcspital Association, Feb. 1,1960, réprinted in hearmgq .21, ]:t 11797 ff.

aboratorles
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major . regulatory powers with respect to pha,rmaceutwals in . the
wvarious States. The NPC board of d1rectors formulated 1ts progr&m
on. Decamber 15, 1955,.a8 follows: . .

L1 Interview with- State ’oards of ‘phai
: thelr orgamza.tmn ‘rules of procedure rities
* :thority with- respect to stibstitution under existing' Taw
. 2. Reqtesting ‘boards of pharmacy 'to- take ‘action”ay
e substltutlon Where the board has the requlred power, [ -
JARSISHNG boards'in the’ prépatation”and: Tecoiimenda-
on for ‘adoption of'legislédtion to give: boards the hecessary
< ipower if they 'do. not/ presently! Have it “In supportmg stich™
“legislation,” the NPC' adminjstrators will ‘not" engage in ~
lobbying’ Within the meaning of Federal'or State’ leglslatmn
4l Complhng and‘furhishing to bogrds of st&tls’mcs on the--
¢'and dangers f substltutlon 30

A campalgn was also Worked “out “to., .expls
problem” to physwlans pharmamsts pharmacy stud nt
public’ enerally:” _
-7 My %\Tewell Stewart, 1c .
ciates who téstified at ‘the hearmgs 1n31sted that/ thelr ;
not cotistitilte lobbying. Tt developed, However, that staff members,
although not formally appearing before’ State" Doards of: pharmacy,
did meet with members privately, conducted an emormous corre-
spondence:with:therh,.and: achieved: s remarkable success in. obtaining
“adoption of: regulat.mns in -which: the:NPC definition of ;substitution
appeared -verbatim orin a paraphrased form: satisfactory to NPC,

Those relations with State -boards:of ph&rma.cyrwere. summanzed
thus- by Mz Stewa,rt : , iy

“The representatwes of ‘the GOU_D.Cll do not appear ‘before
any’ 1eglslat1ve ge; “nior “d ‘submit’ statements to
such’ - Bs, aff "has, however, ' visited
boards of ph&rm&cy and other groups, ‘and Hasatténded meet-
ings and talked about the problem, encouragiiig’ phariacists
o177 toscooperate: with the board of'pha,rmacy in each St&te o

- 'éliminaté this evill - ]
ez Qur relations. Wlt.h Sta,te ‘boards of pharm&cy are these
... ‘We do not. appear before.them.. We do not file complaints
- - with themn- orireceive Teports: of ' decisions from’ them “We'-
. do what we can to urge thern to be efféctive agercies of :the
State in. stamping rout-substitition and” other frauds® of
‘phiarmacists licensed. by-them. :We: tr: to-“hel’ ‘ t.hem to 'be

good law enforceent agencl

" The extr&ordm&ry success of th ipaign was:-disclosed: the
subcommittee ‘hearmgs. ~ At the’ time of the drganization of the
NPC, in 1953 thite wereé only four States with any kind' of antisib-
stitution laws. By early 1959 the NPC'could congratulate’ itself
upon. ths fact that, “thanks to the efforts.of. this group,” “there were
now 44 States, whlch ‘have “proper regula.tmns to.ingure falthful ﬁllmg
of the phym ans’ prescriptions.’#:4l -
Thie first stceess of ‘the NPC was ‘wehieved i (
Junv 6;°1955, issueé of Amencan Druggist-credited NPC with: prowdmg
 Hearings, pt. 21, p. 11697,

A0 Hearngs, pt. 21, p, 11608,
4l Hearings, pt. 21, p. 11713,
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the definition - from which ‘th “South Diikota Te alation ‘was adapted,
deseribad that action “as' “‘the first’ Oﬁiclaﬁ action at the’ State
level ‘to grow out of NPC’s" Antisubdtitution Commltte 7 Tt stated
that the NPC.committes definition would serve as’a yardstlck to
State pharmacy “boards” and pharm&ceutmal associgtions in“dealing
with the substitution problem. - “Further, American’ Druggist said,

NPC had received 10°similar’ request ‘and was ‘processing” them,*
Mr. ‘Stéwart’s’ report’ to his® diréctors of ‘Jun® 27, 1955, did not

" describe the South. Dakota board’s action as an adaptatl " He
recited the NPC definition ‘which he finishied to the South' Dakota
board; ‘and-says::¢This resolution was passed.at the last meetmg of
the South’ Dakota-bogrd:??#: ; .- sos
«Another stccedi was in -Colorado:: in: 'October‘ 1956 an" ofﬁcm of_
ths Colorado-Board* of -Pharmacy reported. at.a -convention :of :the
National Association of Boards of Pharinaéy.and:the American -Aes
sociation of :Colleges of Pharmacy :on the-helpfulness of NPC in sup-
plying ‘a’definition: of substitution and of:his board’s adoption of 1t. “
chk: results-alsoioceurred in ArKansas:®.:- . P ‘o
: Notwithstanding - these 'sticcesses " in- persuadmg ublic. ragulatory
bodies to do-what The drug manufacturers desired,. tllx)e NPC Wltnesses
stoutly msmted‘-‘&t the %hearlngs tha,t they d 1d not: Iobby R

The orgamza,tlon it was asserted merely conferrei! with officials. of
the;State boards: of: pharmacy- and. vatious. State assocmtlo 8. The
conversatlon contmued gy o e

; " Oh. yes ©
l\/.[r DIXONV_ That Wou._lq make 1t a request of_ the leglsl

different 5 4 rod.uct of a
ferent manugacturer or distributor, in p]ace of the: spec:ﬂe arug, brand of drig or- driag product ordered.or
prescribed; by any person’ holdmg o certificate of registration shall be evidencs that such person is incorm-
petent or otherwise lacking in the necessary qualifications to perform the duties of & reglstered. pharmacist
allg. shall constitute grounds for the revoc-ation af such person 8 certificate of mgxstration . (Ibid, B 11817, )

he furmshmg or: dispanamg of:1

The deflnizion:was as'follows::

'Substitution:1s the: dispensing .of.
x;fress &\ermisamn of the:prescribing practitioner.’” :-": sepo i s
olorado offieial stated: : i
“This definition was adopted by the board of pharmacy and.we were most. grateful for the help'gly
by the National Pharmaceutical Coungil; Ine,. . Frevious o thisjwe did not:have a definition of suhsﬁtu-
tion either in omr laws or in the form of a resolztion. .A: close axaminstion by the other; ‘boards in this distriet
might reveal the. same situation that.we found.and be: helpful in- amend.ing thei olut.lons or Iuws to
properly cope with the sltuatmn, should they need it (Ibld,; p..11823.) 3 k] .
t ghe sg;:;ggary‘ of:the: NPC wrote the seeretary:of the Arlcansas-State: Board ; g Baringsr
I-‘ s B IH ;
“As you will recall, we discussed the possibility of your board promulgsting a regulahun specifically
ocovering* ‘substitution and you' jndicated that: you'would present the matter to. the board if we could
supply the sdggested wording of such a regalation. : I am enclosing a proposed smendment to rile 9 0! your
present rules and regulations adopted Fune 1, 1053, ‘which may serve the puarpose.
11 your‘board shonld see:fit:to-adopt this ‘Amendment or some other regu.la i m-on r.he stheat, wﬂl you
plialsg ﬁotﬂy {:n_?%so that Wo ein note it'on onr record.s * oo
) .
o
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... Mr.Srewarr. The boards generally don’t make requests ...
._;:of legislatlve bodies: That is, generally- done by the State ..
. association, ;. The boamds of pharms,cy are an instrumentality:
.of the State. . '
:Mr, DIXON But you talk to the State a8s0 ﬁ.thI]S
. “Mr. STEWART.. Certainly,.
. Mr.DixoN en you wanted this. egislation passed
Went 10, State assocmtlons and,'urged the' to.do it;.i
correct‘? , :

i+ The: NPO pohcyfof Workmg through others to obt&ln desn'ed actlon
{rom State legislatures was applied in obtaining from: sthe: New: York
Board ol Regents 'the adoption on’ February:24;:1956, of a new. para-
graph ‘making unauthorized- subsmtutlon 'cause or. revoca,taon of the
reg1strat1on of apharmacist !

Attack on-hospital formuldrie —rAnother fertﬂe ﬁeldethat has invited
the' talents:of-the"National: Pharmaceutical - Council :is- 'the -longs
established formulary systern:used in ‘many:hospitals: throughout
the country: Under:this practice; hospitals:make; their: purchases’ in
terms:.of- generic names; all-physicians -making use ‘of: their facilities
signify in writing their: W1111ngness to have.suchidrugs-employvéd:on
their patients even if prescriptions actually specify trade names.® In
this country. the ospital formulary was adopted at ‘the: New York
Hospital in New York City as early as 1816. At that time trade
names_were -virtually unknown; the. hosp;t&l’s interest, was primarily
in insuring a rational drug’ therapy This view st111 prevails.® .

In addition, with. the-tremendous.expansion. in’" the’
names in recent yedrs, another factor has been added. "~ That i is the
economy that can be eﬂ"ected in the hospital’s.operation throig
of the fmmulary syste . By purchasing in terms of géneri¢ names,
competitive’ 'pricings eat ofte 3 gecured Zfor . nonpatented: drugs
Both large ‘and-small-éompanies’ vie for:this business; and thelarge
manufacturers have found that if they are notito:lose out “they must
set their prices at the lower level of their:smaller: competltors Even
aside from pa,tented drugs on Whlch competltlve prices can rarely be

41 Tdent: : b
4 The means usecl to accomphsh t]'u and the program for the t‘uture,
.stated with admirable economy by Mr. Stewart: SR
“The proeadure for the approval of the new paragraph ongmated m d.lscuss:ons we held thh Mr Leslie
TJayne, the former secretary of the bourd of pharmacy. e, together with Mr, Nichivlas Gesoalde;: secretary
of the New York Pharmaceutical Association, presented the idea to the asseclation’s executive comhmittes,
which in tirnteferred it with their recommendation ta the'contact rmttee of ther assomatio E.Bd through
them’ to the board ‘of regents™ (hearings, '.Bt ;21 pp.11821-11822). : ¢
49 Hearings, pt. 21 pp 11566#1156? L Augusb H. Groesehe assoaiate director of tha New Yor}c
Hoapitnl steited: i P Al : :
" “In the- jntarast of prov:dmg the .‘possible pauent care, the medical staﬁs Gf ma.ny :hosplta]s hnve
pursued a program of objective eveluetion, selection, and vee of medicinal agentsin the hospital. - This s
thi hospitdl formulary concept which is the: generally accepted method-of providing rational:drug therapy
in hospitals and has been accepted as such over the Yearsoby physiclang; hospital. administrators, and
‘hospital pharmacists., ! ,
alid Hospital formulary ‘program isthdsed upon four things;” =
By Tis wpproval by the-oiganized medical staff of the ‘hospita
40~ The consent of individus) medical staff mempers; :
“(3) The furictioning'of o préperly motivated pharma;
as the formulary commnittee} of the medical steff; and;’
Ay Acceptance of-tlie ‘use-of official-or nonpropnetary termmolog-y
termmology)
) "Thid,p. 11566: D, Orossehel explaned;: =
Good hospitals try to' marstiall andorganize the best pro:‘essiona j
v:de ?%l}'. and treatoéent aI pat:ents The treatment or these patir.nts in.many cases is
use of drugs. .
“However; the multlpucity of‘new atid u.u‘proven dnlgs awailable toda gmakes it mandﬂtory that msofar
as medieatighs are concerned, a special program of activity be developed within: the hospital to instre:that
patients receive the best eare and proteclion possible.” B S i

: :-\
T3

complex, were

3 ﬁégtﬁen vailebleto pros
i ependent upon the
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obtained; substantial | Savings “are’ still” possible: © D Avgist ' H,
Groeschol associate director of the New York Hospital; éstimated
that,.on tot.&l annual purchases of $500,000, another $250,000 would
be a.dded o the cost if puroh&sos were . made ‘on. the bas;s of trade

PC. recognlzed that the problom was not an easy one.
ferences were held among representatives -of- drug manufacturers;
appointment was made of a hospital practice committee; and over-
tures were begun to hospital administrators and hospital’ pha,rmamsts
seeking - “cooperation.’! - A niemorandum :in the:NPC files. dated
February 1957 indicates the extent of the “serious problem?”in hospital
pharmacies, For one thing, “hospital pharmacists themselves do not
consider their practice of supplying so—c&lled equivalents as being
‘substitution.’ "’ # ‘For another, formularies ‘“‘are here to stay”; it
wis reahstlca]ly a,dmltted that they will “eventually be adopted in all
hospitals of any size.”  The problem of how to tackle this problem in
terms of new regulations was a ticklish one; % a,nd even t.he launohmg
of an educa,tlona,l' program” had its dlfﬁoultles “.

8
N PC' 111 1958. ' His job doscnptmn throws lllummatlng light on the

functions of this new office:

~To work eontinually toward-effecting: the vahdlty of. bra,nd
na.me specification; and to. attempt to make the honoring of
brand:name. specifications an. mteorai P t.of eth,loa,l pha,r—
macy practice inthe hospltals ot

' To_slow. up, if not to:stop,, tho trend of miore and niore
hospltals a,doptmg S compulsory formulary. system;..; 5.

The ‘inethods employed t6 turther heso ond & inte estmg Dr
August H. Groeschel was asked if ‘4’ campaign of threats ‘and iotimi-
dation’’;were employed. against ~hospitals. a,nd hospltal pharmamsts
usmg the; formulary system, . He: replied.: : ,

Tn 'miy opinion; very deﬁmtely However iyou ask me
‘to'produce a threat 'made agamst mysell or my pharmacist
_or‘thi hospital ‘pharmacist, it is not done that way. - It'is
~““done’ on the basas of these spoeohes ‘papérs, and so forth '

He cited ag an oxample a boolklet contaimng addfosses dehvered a,t
the “NPC -Pha rmacy - Educati" n- "Industry ‘Forum in Prmceton

51 Flearings; pt 21 pp 1157, 11575 .....

“Senator KEFAUVER, Can'yoli-give us'any. estunate of the amount of rnone;- that' m:ght Le Suved by the
purchase ofa mod formulary: d:rug on;competitive bidding rather then having to pay.ihe: lugh price that
is oharge.d by seme of the eompatiies tinder trade narmes?

“Tir./GROBECHEL Bendtor, Fasked our pharmaceist; who'is a very able Iel]ov\ ‘and whi' hfs fol]o“ed this
tbing very.carefuily, fora ‘fonservetive, estimate of this,

““We purchass approximately ahalf niillion dollers worth'of drugc; every yesr. I asl'ed }nm what, 1t would
cost the hospitelif we were not-to operate our formulary and were foreed to use trade ngmes inythe wanner
which has been pushed by the National Pharmacentical Céuncil.” He fold 1 me - that conserwnvely it would
cost us another quarter of & million.dollars & year.. This is 4 lot of moeney. -

‘‘Senator KEFAUVER, In other words, inste'\d of ‘S‘OO Uﬂ(), comervatlvely 1t W ouid cmt anothcr $2.)0 DUG?

L. o Sfats boards of ]Jharmacy have adequate juﬂschctmn b study i to’ be tnnde o all State
laws to determine whether NP C should cooperate to obtain more adequate reguldtion. P
"'y Hospital oharmacists apparently prefer regulation’ by the board of pharmacy and pr obably \wuld lnok
with favor 1pon any aetwlty which wonld elevate their standing and the prﬂctlﬂe of I‘OSpltEﬂ phiarmaey,.”

Hhievalue of Sach d p vram “there i d 'g ta ‘Bb Wham shy uld
b i h ists, the physiclans; administrators. - Tl:ele is'a reltcténce to go
over fhe phnrmamsr’s haad 2s pften hé orders the drugs,” However, thers is 2 feeling the physielan isnot too
happy with his positlon in tho mlddle and does not reahze or condone the pracmces whlch are camed anin
the guise of economy.”

& Hearlngs, pt. 21, p. 11760
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N, in August 1959 A speech by the general oounsel of: Hoffman.n-
La Roche stated ; :

e s Ade consequence we'd ffaoed mth the- quest do: thes
-‘formula.rles constitute substitution? “The technical answer,
. of course, is yes. State boards of pharmacy are becoming'’
. mcreasmgly aware that'it'is' ‘objactionable substltutmn ‘under-
: emstmg law in many ]unsdlctlons PR

I Would assume tha,t t.h;s Would be encugh': to*
number of pharmamsts fh -

Does the dlspensmg of o drug-o 2.
. the one ordered by the physician, .even Where a hosp1ta1;
formula.ry exists, operate to place’ lla,blht.y on. the hospital " .
*or any of its personnel ‘when ‘the’ persona,i m]ury hablhty R
bemg litigated? e
. Doesthe hogpital acting’ through' the' pharmacy and-thera-
peutlcs committee -have 'the. legal: power:to:suthorize g
hospital: pharmacist- t6+ dispense a':drug or:brand: of drug
other than the drug or brand:bf drugl préseiribed? i e
:How: can s board 'of pharmacy-allow hospital pha,rma' sts
to dispense 4. drug«or: brand <of: drug: otherthan the oné
i prescribed; without the board being accused: of smg 4 dua,l '
:standard for macy law enforcement?.

2" The:possibility: of a ‘compromise: position: was’ outhned e ‘miemos
randum of an official of Pfizer in 1957 suggesting that, in view of the
fact that the medical staff .of a hogpital concurred in the uss of the
formulary, there was s, ““degree of yulnerability” in the NPC’s position
that ifs’ use. constituted: substitution. However, . he. thought the
argument covld, be,made to stick against.the v131tmg staff of &, hospital,
a,lthough thls com' 'mlse ”hould be. held off as Iong as poss1b1 .

: ThlS does not. pp ‘ he ‘v151tmg st&ff in 1
Smce members of thé visiting stafl are responsible for. treate-
- ciNg MOk, paments, they represent the. largest: potential ‘for
*drug'sales. ~“Therefore, it appéars that-one solution:might b
-agreement to limit. the use-of the. formulary system to th
,full—tm:xe staff,. permlttlng the, “visiting stafl “brand pref
grenee.’ Thls latter course of:action w1ll not be’ con31dere |
’t11 3,11 other poss1ble solutlons h 5 L

Pumtlve action against a hOS]])llta,l pha,nnaclst by he Pennsyl nia
State Board of Pharmacy brought into,focus the oont-roversy over'the
legitimacy of the” hosp1ta,1 formulary syste ; 1nvoived

E ]Ieari‘.ngs, pt; 2, p . 11581,

- B0f, Hearings, pt. 21 P 11’97 £ The questions J'msed b'y NPC s hospl@;n.l pharmaey repty ;

aré quoteéd and diseusseds iR 'an article 11 Hospitals, Journsl of the Ameriéan Hospital ‘Asso¢lation, Eeb..

1950 .entitled *“'The. Formulary .System Versus, the New Goncept of ‘Substitutmn’ by Dr.,
ambarlt. It is this ertiole which is printed in the hesriogs, lo cit.

6! Hearings, pt. 21, p. 11730; the memorandum is printed in fufl at pp 11838 ff

BT e
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:Jogeph:¥.. D*Amibols, ‘s phatniacist af Hahnemeanti Hospltal in
:Phﬂadelp}:ua “The Schermg Corp., a member of ‘the Naticnal Phar-
maceutiesl: Council; complained to the Staté Board of: Pharmacy that
the “hosp1ta.l pharmacy in*question filled physmmns rescriptions
not with $hé trade:or brand name drig or drugs- ca]leg forin’ said
%prescnptlon ‘butiwith other ‘dru fs of the: a,lleged identical’ chemical
icontént:”’ - The:produdt involved wag Schering’s brand of prednisotie
marketediunder the: trade name;of Meticorten. = The Stité' board
immediately ordered-a 90-day suspension of the pharniacist’s lcenss,
although later this order was lifted. At the tinmie 6f the hea.rmgs of
the subcemmittee, the case was.still in litigation....

Other. “educational” efforts;of the:National Pha.rma.ceutmal ‘Council
were der-ngned to raise the jmplication that hosp1ta]s were violating
laws by using the formulary system. The legal questions which were
Taised undoubtedly had ‘the desired efféct of producing ‘some concern
‘among’ hospital officials. " Among-these Were the possibility that thi
accreditation of these' hospitals might be’ mthdra.wn by the American
Medical Asseciation; the: possibility-of:liability:in malpractice suits
and irfringement: of trademarks; and:the:proposal that-a physician’s
authorizetionefor: dlspensmg'genenc equivalents:of: prescribed i drugs
under ithe formulary syste m1ght be cons1dered vmd a.b Jmtlo by
TeasoiL 05 goeboion:® i, 1

One jof the: most mgemo devmes employed by t.he NPC swas the
widespread:circulation of & series of Thetorical questions:asked:by the
then head of the Antitrust Division of the 1J.8: Department of Justice,
Judge''Victor: Hansen.®: In view::of :the source;: thé: questions raised
hardly have. a,lla,yed the growing concern :of hospital .adminis-
trators when presented,to them ‘at their. conventlon in 1957, After
prefacing his statement with the remark that his agency “has always
shown an mterest antitrust enforcement, Where the . protect.lon and
vemer people;are inyolved,” .

‘single manufacturér to: achieve & real monopoly. of: snles in
the area where the hospitalis located?" ‘Will>this ‘system:"
actually result.in lower prices.to, the- ‘hospital or. & monopoly
price? . Wil t.hls system, be: a) mterference in, the, practice
of the doctors using | the hospltal without staff position? . Will
‘this. system make 1t possible for the successful manufacturer
to'create 8 boycott against his competitors?.. . Will this, , system
have. any substantial effect. on, the ‘sales. of a: competitor’s

_product Af the_hospital’s action is construed as a sta.mp of
a.p OXP‘ .on the pi'od et of the successf .
37 .
“Educatwnal” pamphlets At every opportunity tional

Pharmaceutical Council: has preached ‘the superiority of-bra;
products andic elcour& ed doubts asito the'quality of produets sold under
genericnames.: Staff members traveled widely to:carry ‘the message
to pharmacists, physicians, hospital admmmtrator sdical, . and

s Hearings, pt. 21, p. 11858.
o Btatement Sresented by Judge Victor Hansen at the convention of the American Hospitnl Association
Atlant.ic City; October 3, 1957, reprinted hearings, pt. 21, p. 11847, '
Hearings, pt. 21, D. 11848,
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pharmacy students, facnlty members,-and the like.”” Educational
Jorums were . or%si,mzed in:.the mere attractive reésort. spots: of:: the
ccountry. Pamphlets-and pubhca,twns of. all kmds Were ‘used ‘to- glve
Ethe widest:circulation to its point. of view: .

Their.most swidely .distributed pamphlet: elltlﬂed “24 Rea.sons Why
Bra,nd Names..Are.-Important: to You' % was: critically ‘examined
“reason-by=reason’’ in the- hearings by Dr.: Modell of the faculty:of
‘Cornell .University Medical College. . A few examples will‘iflustrate
.the validity .of the; “24 reasons.’ 7 The ﬁrsh reassn lelates“ to potency,
‘the. brochure stating:: Pt as gaben it on
Insured potency, then ~is ‘the™
‘“scrzber' hould ‘specify - the drug o ‘h1s

; ince 1mp_ rta,nt br inth. "of the - rge manu_
,f&cturers the 1mphcat,10n was t.ha,t. the pr oducts of small compames
are 1nfenor Speakmg on this point Dr, Modell -remarked

- Well;: it has: nothmg itordorwith: the Size of - the house. =I5~ ¢
+ +“has.to do with the care: that: is taken:in: the fabricationsofa =/
= fixed preparation.: This is something:that'can:be:done by =
- -small'mdnufacturérs as:well as:by large ones.: -Asa’matter -
of fact, there are a great many manufacturers iof .pharme~ .-
ceuticals which:are now: very:largewhich started outias being -
sivall;-and:claim to have exetcised: qult a8’ much care 111 the”
Very: begmnmg 48 they do rightmow.! :
It:has:mothing to:de: with ‘the slze Of th manufa,ctur

related ‘to’ “purity.’”
Tange, it was suggested levels of greater purlfy"a attail f. th
‘manufacturer ‘stays at ‘the upper end of this range “Dr."Modell
characterized ‘this argument as “basically nonsense’ sines any prod-
uet within ‘the range is’ entirely satisfactory. - He remarked that no
health purpose was served by a manufaéturer’s going above the st&nd-
ard set by ithe U:S:P.;.and if: there: were anything deletérious in the
lower range; *U.S.P. standards would be elevated’ -accordingly.’’: %
‘Furthermore,he:pointed out, the: human- body-cannot detect the
differences:in ‘the U8, P range: of. tolerance; -.i

“The Umted St es‘Pharmacopoe:la prowdes for thess: toler—
‘aftces bed it realizés that in"mahufacturing processes’ it
18 ‘not possible to miake- thiese thitgs’ quiteas’ exact as the
‘dodage - states; ‘these ‘tolerances ' are ‘thersfore ~"permitted.
Now, the’ tolerance that is- permitted is determined to be
siich “that - the humaii body" cannot detect “the’, differénce.
The human’ Tesponse to drhgs'is not o' sensitive, not 86'déli-
cate, that ‘it cari usually detect 5 or 10" percent differences.
Where this difference is important, the tolerance is gmaller.
~. Where -this- difference is-not so important, or: thére-may. bé
ifficulties in: ithe process:of: manufacture,- 'the tolerance per-:
;mltted is; somewhat darger: - But in-any- event,:differences,:
_variations-between ta,blets mewtably oceurs; in the process;-=
i Reptiited in henririgd{ b 15, . 86371 1 - i

¢ Hearings, pt. 21, p. 11609,
lNIbld . p 116 0

T e
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of man\ufacture and” the attempt 1s made to keep these
within acceptable limits.%

Reason No: 4 relatés to sustamed-release ‘spafisules. | Marked dlf-
ferences exist, it'was stated; and’ the “substitution of an ‘équivalent’
preparation’ for ‘the’ bra,nd name ‘drug prescribed ‘by ‘the physmla,n
would’ (})e a’ threat to ' public’ he alth "’ ~On_ this” pomt Dr, Modell
asserte ‘ '

n article:about, yea,r and ), reporb
to the Council.on Drugs'of the: American. Medmal Assocmtlon
agserting that none of;the so-called sustained release. med_lca-
tions were reliable enough to.warrant the recommendation
of any of them by t.he Councﬂ on Drugs This is, therefore .
i '{: 2 P ragra,ph on a pro ss Whlch g in- gra,ve doubt LS .

essential drug ingredient is eontamed -Great. va,na,tmn it was argued,
exists among manufacturers in this area; and this “may well have a
considerable bearing on thera,peutle eﬂicacy " On th1s pomt Dr,

But ‘the poin ,
and bases is one of the oldest arts of medlcme "The vehicles
and bages have been with us for many years. Itis the drugs
that have changed, Andso the physician and.the pharmacist,
know ‘a great deal about these matters. ,: It is no secret; and
anyone who wants to do it and iries t6 do it consmentlously
could do it properly. Now, it is a fact that two manufac-

“Uturers’ are unlikely-to produce rec1sely identical ¢ blets o1
’don t know what importance t ere’ s to 'thiat.5” ‘

). 10'_ uates the 'ompa, Ly g ‘brand, names Wlth the

conscientlous manufactirer’’ as opposed to ‘the -seller_ who ‘meets
only the minimum requlrements’ " and thus “ca,n produce drug prod—
ucts at 8 lower cost.” It states: ~

..The temptation for; unscrupulous manufacturers to. meet
only minimum specifications 1s ever present—at.thé expense
of the, public and with the rlsk of unfavorable effects on
public health. 7

85 Hearings,: pt 21 lg 11617 FERE e

& Ihid., p. 1161 DA actmns on sustamed-release capsu!es were discussed In the following exchange:

“Dr. BLAIR. Now in order to obtain sgme faotual information or‘the extent to which products that do
meet U.5.P. standards, -nonetheless-for othér reasons do run afoul’of the Food and Drug Act, the chairman
of the subcommittes addressed a letter to Comimissioner Larrick of the Food and Drug *Administration en
Feb. 3. ; He asked, among other things; for a listing-of actions brought during the:last: 5 years by the Food
and Drug Admimstmtmn Aagainst products which did meet 17.8.P. stxmdards, or the Natmnal Formulary
standards, bat which were dulterated or misbranded for other reasons.

“Now, in relation to the size of the industry, with manufacturers’ sales mnmng in the mag‘nitude of $214
biliton a year, it 1s interesting to note that there were ity the last 5 years only 31 actions of this type by the
Food and Drug Administration, Cint e

“'That is only & Httle over 5ix a year. A

“*Now, of those 31, 17—or neatly hali—involved one type of product, the time- disinte atin%ca su.les.
Yesterday Dr. Modell was asked for his cpinjon on the claim which a%pea.rs as reagon No.4 in ] Hrea-
song” of the National Pharmaceutical Couneil, that reliance should be placed on the larger brand name
manufacturers products on the grounds that & superior kind of disintegrating spansule or capsule would be
securad for the patient,’

Dr. Maodell's responeewand I want to read just a few sentences from his reply—Is, as follows:

“Well, this i a very special matter. There are a number of patented methods of producing these so~
called sustained release medications—and I say ‘‘so-called” because there is eonsiderable question whether
they are wortnwhile using at all” (pp. 11678-1167%).

¢ Hearings, pt, 21, p. 11616.
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This danger,:it. is inferred, exists whenever a drug sold under the
- generic name is used, In this connection Dr. Modell said;

I he*a,ttempted to stay, say, § percent on: the. cheaper mde‘ o
0. percent, the :question is: what, would. he, be,savin
e. total cost of fabncatmg a tablet, if one: con51ders the
cost .of promotion, .the “distribution, . the. excipients and
“‘everything else, the cost of the drug itself is & very, very.....
smaﬁ proportlon of the total amount, and if heisaves an extra

: . : ig]
in a drug "This danger it was asserted,
cé of usmg brand" name’ products "D

from an. unknown 1rigredle
i allewated by the’ prac
Modell’s lcbm’ entf was the

It patlent is a.llerglc to a drug under one trademark name,:
and the doctor in trying to avoid it gives him the same drug
under another trademark riame because hefdogsn’t know that

of 'thé grave dangers ' ‘ 6 namnes fos
- Sitiea there: ar many. with'as many“as '35 -names for

aterial, it is"possible for th1s.j sort ‘of ‘corifusi

, drug

tions that mlght be’ caused; the flavor. of the medicine, meltmg pomt
and the like. But all of these Dr. Modell reiterated, are in the pubhc
doma,m, “ariybody whio ig mter, di m it’ can learn how t 3 k

of this.” ™ "Point No. 15, relates to'“ca

to be a “matter-of great Thomerit.” " On’
ma,rked

puttmg sugar’ |
but don’t know of many people Who have otten )
taking medicine. I don’t even know that there is enough!
... Sugar n many medicaments to upset the control of & dmbetlc
" But'if this were a fact or' where'this. t

ré of. Sugarsu ; ) .
for a-Jong;long’ time,-and-they can be-used. jAgam tlns ig- 111
the public domain.. The point. tha I ami. trying to- mak 1s
that ‘this'is'not:a real probleni.” -

:: %:{)L:Srlu'i)gs, pt. 21, p. 11617,

“0Ibid;, p, 1162].
Hearmgs,




: e Y Ving ’seshmony w1th reSpect
to;the quahty of: ethmal drugs currently'— sold’ on the S market
As g alrea,dy i shiown), ‘officialg™of: ‘the- large idrug® eoniparies
been ‘active in’ dlsparaglng ‘the quiality6f drugs ‘gold> ttider
é owit miarket for' high-priced brand:famed prod-
ake! " Were- physicians' t6 prescribé: non-
, thesmallmaanifa tufrers
rlced ‘prodicts Mise :
bcommltte‘ ‘divided: sharply
: éea Ligy: otighl : i th t

able literature initheir fields'and are Working mtenswely withthe drugs
of particular importahce to’ ‘théir: spéclalty, Dany’ medica,_ specialists
tend o favor:dyider Wse" of : genem “fiame preseribing. o' contrast,
general ‘practitioners;” who™ use a “vast: ‘assortment; of drugs’ ‘the
treatmens of the myrlad ailments of their patlents c&nnot famﬂlarlze

themmselv h ]1 Frrwithy vallof  these pro d soand th :

patented drigs on“the basis of gereric na,
would have a chance to have thelr lowe

i Thie* problem: of obj ctlve g s ‘Gomiplicated: act
that. actual tests of a concluswe character are: coii’s‘pmuous v lscking:
Mr. George:P: Larrick, Commissioner :oft Food..and Drugs;;informed
the suibcommittee ‘that FDAls. authority. to inspect manufacturers
of drugs; was :severely ;restricted -when; Congress. passed the- factory
inspection amendment of 1953”; as ‘a result; he. stated many Tanu-
-fa,cturers both Iarge and sma.ll {now‘declme to permit our inspectors
1f b: . "He. add

% Img these ca.ses Wi must depen - nore On- the oollectm ;
‘examination offsamples. from -interstat: s]:upment t.o check;

0N the quahtyfof :them output B :

regula,tory agency’s facllmes it also ha.s the eﬁect of spothght.mgf-the
violations of-that area:of: the industry: upon which enforcement work
is concentrated.’|

# Sorté’ of Hhie- physiclans’apbeaﬁ.ug befors the subcommittee ‘Bppeat-to rely heavlly upHn- reputa’ble
pharmacists for assistance. Dr. Bowes, an'obstetriclan:from Utah; festifiad. tha§ he ususlly. prescribed
reserpine instead of Serpasil (CIBA’S trade namme) becajiss of tha markad price difference. e said:
MIuge Jirg,serpine and I ]mow itls cheaper, and; ftherafore, I prescribe it when I have, t‘hose conditmns that
B e L e e e L A S L S E e e
.4 Thereisa (h'uggist in ourelty that T buy s6me of my. supplies from, andlie hag d:rqwn upa st o
drugs according to brand name, and.according to generie name, and # we will preseribs the Fanerl
thén‘he will-use lils jadgmant on what brand naine to give.aecording 6 the best buy from his-sfors: i

“This does not mesn that I send my patients to any, one particular drug ist, but I also.note on. that . sheet
the generic name, and I can writd it oit the prescription if it. is ndt a long: ,awn-out. mmplica‘ted dxfﬁcult
thing for the drugglst fo.read”; (hearings;: p.. 18; n.1M467).. AR : p :

Dr. Harold ¥, I’ierce. oi West Ha.rtfor Con.n disclosed et.]:od of action

Hart:: H EE
youm B physician concarned with .the economic eﬂect 0n f;he tient of the

“Senator Har
prescription you were giving him, and-f the datall mad’ did not-tell you what his firin's prices were; anel
I:presume:the other detafl roert did not- tell-whatithelr prices/Were, how could-a physician, Intefligently
gelept and order drugs so that the least economic birden be impose ont'the patieni?

WDk, Preres. I wotld sallup my pharmachst. : E have always had apharmacist that I éould trost, There
has not been atime in hlsto? when 4 good doctor &dn’t have agood pharmacist at his etbow. 'I‘he pharma-
cist will tell me what I need to know™ (hearings, pt. 21, p, 11635), :

Som: ];l)lsaysiilans write the preseription in generic terms followed by “ARB” (any rellable (h_ear-

. mws p

: g armg's, pl. 22, . 12113,

7 Tdem.
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The, FDA-head. provided . the, suboomm1ttee with figures showing
the number of samples taken per $1 ‘million volume of business for
several large and small companies for the.10-year period, 1950-60.%
It.is- of . interest that inthe case-of -Merck, CIBA, ohermg & Carter
Products, one sample ‘was: taken per $1 niulhon of busmess ifor Smith
Kline & French ‘Lederle {American Cyanamid),. Pfizer, and ~Upjohn
the ran%e was from one to less. than five samples per $1 mﬂhon For
the small companies;, the situation-was strikingty different. . Here the
samples ‘ranged: around 100 samples per :$1..million,, &nd . several
instances.were much-higher.®. . -

-+ In his testimony:Mr; %;arrlek stated that durmg the ﬁsoal yea.r,1959
]:us agency examined 1,513 sa.mples of prescription drugs, of which 123
or: 8 percent: were- v1olat1ve "Though he did not- supp%y the names: of
the: companies; involved; it would.not.be.surprising, in the- light of
their. sampling pr&ctlces, that many- of these. violations involved the
smaller -companies. . Apparently a,l 0 these cases. 1nvolved formal
legaliaction: by FDA i o : - =

.The FDA. also. engeges in. Wlde use..of ;_oluntary oompha,noe »par—
tlcularly with, respect to the, activities of-the major- drug. companies.
Tn this connection Dr. Barbara Moulton, until recently, a member of
the:staff of the, Bureau of Medicine; Food and Drug Admmlstra.tlon
mfor:med the ubcommlttee : o ‘

preeentatlves of mdnstry
he Foodrand Drug Admm1strat10n staff ‘membérs are’

rulé ratlier than the exception with Tespect 16 regu-
latory aetlon under the law 77 25 ’

: L prac 1ce e
respons1ble producer is concerned, to engage in telephomc conimunica-
tion ‘and -get the sitiiation rect1ﬁed by 1nforma1 -agreement.; FDA
officials informed the subcommittee that no-record'is kept:for much of
this type of informal compliance WOI‘k Thiough 'thete is undoubtedly
much: to. be: said. for this .practice in.terms of immediate remedisl
fesult, it, also means. that violations.of the large, ,companies handled in
this'manner.do not get. reported in, the forma% statistics of violations.
For example,: Mr Larnck mformed the subcomm1ttee respecting the
ﬁsca.l year. 1959: .

B i o a,ddltlon t the legal sctions; 27:drigs were involved: in.
' nationmde rece]l programs, because of very signifiéarit-viola=
eclare y-dagk el

accepted prectlce fo the

.The statistics of FDA’s enforcement ect1v1ty mdlcete hat most: of
its effort is focused eélsewhere than on the quility of ethical drugs.
The' stibdomniittes: staff” examined “the: FDA's Notisés. of “Judgment
under the Federal ‘Food; Dlug and’ Cosmetic’Act ‘for the -ca endar-
year 19583 h _ al actions brought by DA m
7 Ihid,, p. 12137 . e
10’ Eleatings, pt. 23, 18055, o
Tt Hearings, pt. 22, p. 12029,
7 Hegrings, pt ,p 12133,

D Ibid,, p. 12148 f,
# Hearings, pt. 23, p. 13054,
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this field: Of ‘the 281 actions:instituted in-1958,140 involved: pro-
prietary (nonprescription) items;and another 123 were cases involving
sales of ethicals by druggists Wlthout preseription, , Only: 18:involved
the quality of ethical drugs: and 3 of. these’ con(,erned antibiotics
protected by patent monopohes of the large companies. . Thus the
data supplied by the regulatory agency provide no, conclusive ‘showing
that there is s real’ preb em of inferior quality much léss its incidence.

Indeed this appeats to‘be the vmW“% the FDA Commlssmner who'
1nformed she subcommlttee e :

. Tha only conclum n that ca.n be dr&wn from’ these fact s
that the coverage being given this- industry: through inspec- ...
tion.and analyses of samples is. Inadequate and. this apphes

. to both large and. small firms alike2! :,

Apparently, however since 1952 the FDA up to the tlme of the hea,r—'i
ings had-not considered the-situation serious. enough' to warrant are~
quest to the Congress foristronger-irispection and enforcement’ ‘powers.
~Some light was thrown on this:wholes problem by ‘the testimony tof
officials of’ organizations: regularly Mgeged inigubstantial ;purchases
of driigs under generic name.: The:Military Medical Supply Agency
of the U.8. Government ‘purchasés between $30 and’ $40 million’
worth of drugs apnually.®  In. the interest of achieving ‘economies,
all bids for such’ procurement spemfy drugs only by generic. name.
An official of MMSA stated that approximately 20 major suppliers
and 80 of the smaller drug houses were involyed. . In order.to bid,
all applicants must pass fa,ctory mspect.lon “and’ quallty control,
standa.rds of the’ procurem’ent egency o this connectlon the follow—_f

. how many mstances have you found___
lants that you ‘were not satisfied with?
" Captain’ FAHLBUSCH Actually, Senator Ha1t there have- )
not been verymany, “There have been: compames which come . .

"'in on.a low bid, but they have been . very small. number of . ...

.- companies that we have inspected, because they are all well

... aware of the inspection which: they must undergo prior to .:. ..
" the award of ‘a bid, and outﬁts who know they. would. not e
N _pixss do.not submlt | 1ds 8o

In addmon ‘tests ar e made of the dn.ge upon dehvery The success%
of ‘the: MMSA in. securing:low?bids on products sold by several com-!
paniés and its: fsulure to do so on pa.tented products has been dlscussed!
in:chapter:5. ; v

- Many-of the Ia.rore hosplta.ls in ‘the country purchase theu druge re~';
quu'emenbs in: much the same way.: - Purchases’ are made in termsiof
geneérie-hames; and. the [company with:'the lowest. price is:usnally
awarded;. tho:business. .Dr.-Grocschel  testified: that the: Néw _Yo:k'
hOSplt&l has, followed thts prmctme sucoesefnlly for 144 Vears B :

5.
sgfHearm 1:-1:. i ey
1hid. .
"ngarings, pt. 21, p. 11578: Wh . asked “How o ybu determina 8 rehable produc P D i GlOBSChBT

replie
“If thére's any qaestion in° ‘theé’ mmd of tbe pharmamt and formu] !.TY cemmittws, they mlght very v'ell’
ask certain departmenis’ research:laboratories in our. medical colleze to.flo this special testing on the drugs.;
“They would run not only laboratory tests buf also elinical tests ta determine whethér 2 drug; for examp]e,
met the proper level of potency that it was labeled for, and that kind of thing... .
“*Wa do havein that respect, sir, we do have more machinery in the university: teaching hospital Ior r]oing
this kind of thing than the sverage hospital has. This would be obvious.” (pp. 11578-11579.)
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He himself; he stated; had taken these: drugs m a serlous 1llness ink
volving: lobar pneumonia, and he !edded - :

*: il drugs ‘that helped’ me Eet well were drugs
"purehase in accordance Wlt our formula.ry and undeér

p is also. gen a_Iy follovved by Fed, ; an
governments . purcha,smg for. mstltutlona.l use., . Indeed for ‘most : of
the smaller companies, selling drugs without benefit of  heavy. pro-:
motional expenditures, this market constitutes s major segment of
their business;and the ¢killed’ procurement stafls of these’ a.gencnes have
been insistent: upon’ high ‘quality as well-as Teasonablé | >
fact that.complaints' have: been’ conspicuously lacking by large—scale
buyers of drugs would suggest t;ha,t ‘inferior quahty %ms not been 2
significant ‘problem. ; - i e

-.It:is:also: 8 growin practlce for :the: Welfare depa,rtments of the=
va,nous State-and: loc% governments:to wequireithat prescriptions for:
welfare patients be iwrittén:in generic: names.: ~.The problems: these
agencies face s excplified by the case of Connecmeut +Dr. Harold:
F. Pierce, until recently the medical director of the- Oonnecmcut State-
Welfare Depa,rtment. testified; th&t.econonues were: essential-s i o

ok :'_cause ‘the cost of our rugs had become perfectly
enormous: It had gene up “to " $1;300,000 & year “In
Yeéars it had tripled, althotigh the number of b eneﬁcm‘rl
served had incre by only ong-sixth. 8 * i

In onsequence 0 .sumlar urgent ﬁnancml problems, NeW York NeW
Jersey, Michigan, and a number of other States have reeently adopted:
similar programs. In some arcas the use of the generic name is limited
to a specific group of thé more important drugs in cufrent’ use Where a
wide disparity in price exists between thelarge and small companies.
In others, a list of approved drugs is prepared;’ whose ‘therapeutic
usefulness hag' Béen carefully ‘examined’ by medical speem.hsts and
prescribing physmmns must call for these drugs by generic’ names.
This‘trend in the welfare field has ‘been accelerated by & resolution

of the Américan Medical Association in late 1960 recommendmg the
use of generic namie prescribing for ‘welfare pa,ments in the interest of
reducing drug costs. This resolution has“sharply posed ‘thé basic
problem which Sengtor Hant, a membér of thessubcommittes; raiséd
Irequently throughout: the! hearmgs Drugs purchased competltwely:
under.generie.- fiames ‘are-used: W1de1y in-the tregtment 6f=hospitalized:-
patients in the country’s major hospitals; here they are regarded as’
safe -enough for-patients: suffering’.the :most-severe: illriesses: =/ The
Veterans’ Administration: ube: these ‘drugs; throughout theirshospitals.
The: drugs purcha,sed in ai isimilar manner: by ithe; Mlhtary Medlcal‘f'—.
Supply«Agency arelused in-the:treatment of current:military:per=.
sonnel of all.ranks;:indeed, these: drigs-are given:to:Member soft
Congress and high OfﬁCI&IS of the executive branch.who afe '
rary re'aldents at mlllt&ry hospitals. Now the AMA has recomm nded

bA

Senator Hart, inquired,. these, classes of Ppatients. ha,ve been treated:
drugs prescrlbed under generi¢ ot 7

"’HeanngsJ B 21, p. 118
Hearin’gs,p - 11637
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being given substandard drugs?-: Is there one standard for.Congress-
men and welfars patients; and snother. for the. ordm&ry clt.lzen‘? H
drugs are substandard, do they have any place at all.in our: society?
In general, there was a considerable difference:in viewpoint among
witnesses before the subcommittee on :the safety; of generically. pre-
seribed: drugs. - A’ number-of witnesses.felt.that; where. a large-scale
purchaserisubjects the drugs to tests at. the tlme of purchase the
problem t-of: safety is nonexistent. : The model: situation appears to
be the MMSA," the: world’s:; la,rgest buyer - ‘of -drugs, . which .ingpects
plants:and - their. operations: beforé.-companies:can: quallfy -a8.-bidders;
and then, after the award of a contract, tests the material upon de-
livery. At some midpoint .are the count.rys lsn'%l hospltais whieh
do some’ checkmg on their own, and in “addition’ have available the
negessary testing facilities in the évent that any doubt exists’ respect-f
ing ‘quality.” A number of mtnesses, however, drew a distinction’
between the posmlon of tlhiese &gencles arid that of the individual
physmmn engaged in private pra.ctlce eaking of the prlvate prac—?
titioner, Dr. Groésche ? of the New York %ospltal stated:

.+ Believe e, I feel for h]:m beca.usa I practlced medlcme 8%
“asolo pract1t1oner in arrural s aréa forg. number.of years befor
the war.. I-know-what I am talking about. ..You are com
. ‘paring his: sltuation,:a: dlﬂicult one} with the s1tua,t10n of th

:dogtor in the hospﬁ.al il :
It is-entirely differen hlS I will. acknowledge e
hospital he-has-the benefit:of this-entire.group studying,
appraising;i; evaluating..: When:he. is-out -glone,: he, doesn’i.
h is an; entn-ely diﬂierent situation® ..

CAn 1nteres_t, ng' oontra.st in'view" ‘Was presented by two of th subs::
ee’s v the time 'of thie sppeararice of Dr. Tiloyd’
dlrector,of re .'Ls1on“ T:T‘S-' Pha,rmaa(‘:ﬁ)poela. Sénator H&rt';
¢ ; i T : g

practice «which: we. have: heen:: told has ,:been ‘recommended.
by apparently- reput&ble professional sources.in. this country..
-1 am reslly trying.to find out whether what they recom:
.. mendifor. the welfare patlent is safe for me; too. .« If it is sa.fe-
for him,;it. is safe. for me.: X it ds. dangerous for h].m b 18,
.. dangerous for:me,.and: 1t. IS Wrong to. suggest : g
: Mr, MILLER. - My opinion, sir, is that. 1t is. unsafe be use
there ig not, sufficient pohcmg of our standards, at the present; '
time 1o insure that the standards are bemg mot® ..

‘On'the’ other hand, Mr. 0. X Grettenberger d}rect.or of drugs a,ndi
dru tate of _erc}:ugan, expresse 0 oint :of wew.%‘

: ] been:'.dlrector of drugs in the State of Michigan =
'.__,.11~plus years and in the many sa,mples ta,ken‘for analytlca.l

ﬁendency to rely onmajor brand i

th solo proctitioner”

asper!mps :
‘pts 21, D. 11%8

81327 @ =62 -17
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ﬁndmgs 1 have® found ‘nostpposedly small‘company repre-
genting " their' I&bel to- be anythmg other tha.n What was
stated thereon; - s )
W have found howev‘er AB-GUr ﬁght &gamst subst1tut10n
or fo-the Oesden case; that: pha,rmeclsts thavé not alwayS' ;
led the™ prescription “withthe" partleular brandimame:
requested They have :filled it with: an’ unautherized
generic-name product; which’ substence‘“wes always found to
ave contained: swithin tolerarice o like 'amount’of . the basic-
Tignie medmatmn wsed: in lisurof that' particular brend—name
product

Whateve the dlﬁ'erenees i views may be the hard fact iy that th
drug companies heve been largely suocessful in persuadmg physmmns
to write their preserlptlons in terms of trade names; this is attested
by the very simsll proportion of commercial sales made of generleellv
})rescnbed drigs. . This successful “campaign. of ‘persuasion by the
arge firins has been achieved in the face of two. obstecles whith have:

made the accomplishmeént all the mbore remarkable. -~ The first is the'
existence of: Government mspeetlon coupled Wwith enforcemen’t powers,
designed’ to ‘assureacceptable ‘quality of alk drug: producte :whether
sold by ‘large or ‘small: ‘eompianies. In’ this industry governmentaﬂ
intervention in' the -econotic process i’ assurerthat. profucts -of all
companies meet similar quality standards’is:and’bas long:been a
reality, ‘dictated by the-necessity: 6f protecting the public health.
To overdome whatever natural:inclination :the physician might have
to prescribé generically ! ‘because ‘of :this reality; the-drug-companies
have sought to creste:the impression that:the governmental:body
involved, the.Food: and. Drug Administration, has, regrettably been
derelict in-its duty. The Agency,., it is: stressed mmply cannot,. get. -
around to. pohemg all of the gompanies, which. make .up_the industry,
and therefore, it.1s held the, wise, physacmn should 1e1y .on _those
companies whose produets he’ can be sure of. Tt is a considerable.
understatement to spy that this campaign has in no Wey been hmderod
by the Food’ and’ Drug Administration, " :

Itis not'unusuel foT n-agency to ecept’ AT mdeed 30111 i} the eriti-
: - What' is dnusiial is’ ot ‘it to: do so
ing ' grounds’ to sfer “the’ responsibility clsewhere.

récisely this“situation’ that thé Food and Drug Adminis-

tration now finds- 1tse1f"’ It' éan avail®itsalf iof: ‘feither:of the! two
ployéd ' by Goverdiment ‘agencles® o eXcuse
nidequate -authority ‘and* inadequste’ fands.

In 1952 the's ecency ‘felt that'it rieedéd striongerinspéctioniand enforce-

ment -’ powels to dpohee the” drug industry.” -It sought’ those™ powels

and was rebuffed by 'Congress.” “During the ensuing 8 Years it did

niot:renew:; its request. -Theishoring up of an:agency’s: enforcement

powers iis usually+ accomplished-only after the need for:the.enlarged.
authority has been cleally demonstrated this usually and properly
takes 8 period of time.  The last’ Importa,nt addition to the antitrust
laws, the Cellel Kefauver Antlmerge1 Act of 1950 ‘was first Tecom-

8 Tn the Cava‘en caqe referred to hy Mr Grettenhemer &M Ichizan drugglst ﬁ]le& a prescriptmn fnr Schur
ing's Melivorten with-another-brand, of prednisone soid by -Upjohn. .:Action. was, institated dgainst him
on.the ground. that he had engaged in substitutlon uhder the thoory, widely ]promoted by, the Natlonal-
Pharmaeeutica] Council, that the Alling of a preseription by eny brand other than that specifically stated..
constitutes o violatlon ol' the, Michigan law.-.The State.court, however, ruled.in favor. of. Caadotr:on ths”
ground that the two products were Identjcal and stubstitation had fot taker ; :place, ; (Hes mgs. pti 9L,
Pp. 11591-11583, The oplnion of the courd is printed on page 11761 a¢ exhibit 389.)
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_mended by.the Federal Trade Commission in:1927 and following World
'-:.,Wa.r IT was strongly and annually ur%ed upon .the Congress.. When
“an‘agency fails to renéw a requést for

roader authority, the Congress
has reasonable grounds for assuming that the conditions which orig-
inally: prompted 1t have dlsappeared or at least ‘aré no' longer as
pressing. e :

Norfcen the Food a,nd Drug mlnlstratlon ha,ve reco' sé¢'to the
inadequate funds defense” During the period 1952-60 appropriations
for the agency were increased by 60 percent.  What is 'more relevant
here, the Congtess has usually: appropriated substantla,]ly ‘the'amount
requested, or more!  “In‘every year since 1952, with the: exception of
1954, the amount appropriated: has been 95 percent or ‘more of the
amount requested for the agency. In:3vof the:last 5 years Congress
has appropriated the full'amount requested, while in‘the other 2 years
it hiag: given' the-agency more than was’ requested . Moréover, the
mannher<in-which’ the 'agency apportionad its ‘appropriation -on work
involvifig - sethical “drugs'ds” contrasted ‘to: otherand perhiaps less
important: ty%s of "sctivities is 1pen to ‘question: ' This would par-
ticularly be the case if the problem of inferior quahty of iproducts
off%red by sm&ll firms: 1s--"9.s:semous ‘a8 Tthe large compames profess it
to e« SRR BTy R TR PR : ‘ 4

The second problemf-fto;ibe ‘overcorie; whlle Tess well: known is of
equal if not greater:substantive: 1mporta,nce< This:is the- slmple fact
that:both ‘the small and the:large companiss, to 4 ‘very considerable
extent, ‘get: the drugs themsélves from the same sources. »As has been
brought out in chapter II=1, there-is not’ only high, concentra,tlon of

rodiction but.éxtendive specm,hza,tlon by given companies in particu-
ﬁxr product sreas. It will:be recalled:that of- the ‘51 produets ‘shown
on chart-8, more than half of the leading-companies actually produce
at the most 1 out,of 3 of the products which they sell.... The remainder
they buy for the most part from other large companles . Insofar as
the issue of trade names versus generic names is.concerned, ‘this. means
that, in prescribingthe product of & glven large company in which he
happens to’ have confidence,.-the physician. more ofien’ than. not is
calling. for.a drug. thch as. actua].[};r produeed in bulk form’ by =

w S¢a the following: -

equests and congréssional actlo 1)

par of'fd.ﬁia'm priation

Request to | Prestdent’s
Bureau of budget estt House |
tha Budget‘ ‘mate to . allowanes ‘|

Oongress 1 .

345, $5,172, , 300, 000

vt X . 343 -1 328, 000
. ge0n0c0 | BEaziono | - 56000000
5,000,000 | 5460000 | 5,200 000
(B-100,000 | 5,2000000 ) . 5,100,000
5486000 | 5,484,000 0 5, 484,000
= BA0.000: k7860000 § <7 A8 000
6,719,000 | 6770000 | . 6,779,000
9300, 000°1° ‘0,300,000 - 9, 300,000

L2 300.000,| < 9,800,000°% . - 9 800,000
-/ 18,800,000 | 18,500,000 | 13,800,000




g6 ‘comipanies
tee’s ‘chief

bythe Ia,rge companies,

. .1Ehe-claim is made, particuls 0
that their brand names should be trusted by the doctor when
+ . ‘he writes.a prescription.for his patient ‘because of the carefut:
..control exercised by the company over:each successive stage. .-
--of manufacture:; Certainly the company can logically. make -
this.iclaim in, those cases where the company; itself, manu-.- -
- factures the drug.:+ ;Where it does not-manufacture the drug. .-
- itself, the validity or applicabilityof.the:claim.is.limited to’::;
the compounding; packaging, and tableting: operation..- ;. .
¢ -Where the .compsny; itself, does. not; manufacture. the
_drug.which it-sells, it cannot validly.use-the argument; that:
- the physician should write:the prescription: ini-tetms.: of itg . -
.brand name: becduse:of the:control which it exercises,over all ; -
iof -the: stiges; of imanufacture -involved . in" preducing - th
cproduct. g st e : At U sran el o v
1 do*not wish: to.convey. the impression:that because any. .
of these drug companies does not manufacture a product
i the.quality of that product:-is in ahy:way questioned. Ity
-may,;well be:that Parke, Davis, which: produces-only & of -
the 20 products:shown.hers, -takes steps: to assure itself of -
the quality:of the produet which-it:buys from:the others.. .- .
-k However, Parke,: Davis «cannot make-the:claim that: the ¢
~:mere faet that-it sells - produét.means . that:Parke, Davis,
‘itself; confrols: the ' manufacture of the drug. . fon

‘or ‘any other objection to- -
ce.' “"What there may be objection

“use’of advertising” which 'might convey
‘ nply because one of ‘these major com--"
p ‘product, it also thereby manufactured-it, atd
.+ that sinee it implicitly ‘¢otild be presumed t6 manufactureit,’ -
- it did in fact have the type of control over each:stage.of:~
manufacturing which in point. of fact it may have had only
. over the last stage of tableting and compounding and pack-
aging.¥ ; o et .

" "The 'high- concentration of production also means that typically
the small manufacturers of drug products obtain the drugs themselves
Irom the large companies.  In 45 of the 51 products shown on chart
-8,-1"or more of the 15 largest drug companies accounts for 100 per-
.eent of the 1.8, output.: On ‘these products the small manufacturers
‘purchasing from doinéstic sources must necessarily obtain theit sup-
ply from a: “réputable!’ large company: -'Only in reserpine;.Orinase,
;and ‘vitaroins: A and Bi does the output’of the 15 large ‘coripanies
‘account for less than 90 percent/of the'total U.S. production. <

" “Where both“a large wnd’ & small manufacturer purchase drugs in
bulk from the same produceér, the only ‘opportunity for varistion in
“quality would "be in "the sécondary stages of tableting, ¢oiiting, and,
if more than one drug is involved, in compounding. In the small
88 well as the large manufacturer, these operations are highly mechan-

" Hearlngs, pt, 21, p. 11743,

objection i
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ized, involving the use of automatic tableting machmes, revolving
civeular drums for coating, etec. Then of course the small companies
as well as the large are required to make quality confrol analyses both
of the incoming drug in bulkform and of the outgoing manufactured
product. 'This is not to say that differences in the quality of the prod-
uct at this stage of operations-can-never arise. But mechanized
opera.tmns usually offer few opportunities for introducing variations
in the quality of the product.” Moréover, as Dr. Modell has pointed
out,” the amount to be saved by skimping on quality.at this stage of
productlon is uiually so small relative to the price of the product as
not to be worthwhile. Also the small drug manufacturers, . t%‘%rll;
and of the fact that, ashas been brought out eatlier, ‘they ‘receive far
more attention from that agency, relative to thelr sales thando: thelr
large-rivals..: .- i i

The fact: that the small manufacturers tend to buy then- d.ru 3:
from the large companies, . plus - the: mechanized- nature of: the:sub-;
sequent, processing stages:are uhdoubtedly the two principal: reasons,‘
why:Mr.Grettenberger. was:able to say on the basis of hig11: ‘yea.rs of.-
expenence a8 director of: drugs in; the: State of Mlchlga,n i

"Within ‘the Stite of: Mlchlga
ditig product; a8 far as generi

: “oncerned within tolerance; aslabeled, o
S Our dnalytical 'work ‘has been: ‘donie’ by 1)
i Department. of Agriclfire in'East’ Tianising;’ M
VT hdve the utnost respect for'the large corporatlons s
facturing drugs and also the ufmost respect- for the small
industries manufacturing drugs. As long as the public: .t
receives the correct medication in the filling of a. preserip- .
i, tion, whether it be by brand name or by generic name within
. the . tolerance. of the required dose,.we have justified our en- -
. forcement: of the Pharmacy.Act as & board.of. pha,rmacy and
. aservant.of the public health.., . ... e
I am afraid .that the pharmaceu cai tr'y ¥
;. . frightened the pha,rma,casts by implying that everythmg that
.. isnot & brand name.is.of a.poor quality.®

Cﬂ
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Unpa,tenta.ble Substances ca.pable of bemg used as. foods:or’
meditines,; which ‘dre & mere mixture “of ‘known ingredients;and
processes producmg such substances by mere mixture. General: Any
person: interested may, after! expmatmn of: 3:years from the’ date of
gealing, -apply’ fo the<commissioner’ for “the grant: of acomplsory
license on the ground:that the reasonable requirements of the*public:
have been:satisfied.. .The commissioner. may refer the:petition to the
high court,.if :

: hat s prima’ facie. case has . been. made:ous.
Where the: court is satisfied that the invention, is.not; being. worked in
Australia on & commercial scale, unless satisfactory reasons.are given,
or trade or industry, in Austra,ha. is-unfairly-prejudiced, or demand not
reasonably. met, the. court. may. order: ‘the. patentee t.o grant hcenses
on such t.he court ‘thinks j o :

Austria
Paterits; '
Unpa,tentable TR

(salt, t0 0 bra dy).

medlcmes ;

processes 1nsofar as the mventwn doe :
nical processfor the’mafufsetare of these produ
Compulsory license: After e

: | "'as & Federal .nonopoly
4. Artlcles servifig' for hiiman . nourlshment

xpiration” of ‘3" years: 'from the
publication of the grant of the older patent in’the official gazéite, the
holder of a dependent patent may apply for a compulsor <license if
his invention is of considerable industrial importance? Any trust.—
worthy person may petition for a license if the grant of same 1s in the
public interest. Such a license may be transferred only together with
the goodwill of the busmess Also after 3 years if failure to work.
Belgium

Patents, 20 years

“Patents are permitted for any discovery or any improvement
susceptible of exploitation in industry or commerce.”” No exception
for drugs.
Brazil

Patents, 15 years,

Unpa,tenta.ble 7. Alimentary or chemical substances. 8. Medic-
aments of any kind. However, processes for obtaining products un-

der 7 and 8 are patentable.
Compulsory license: After 2 years, nonworking.

254
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C’anacla o
Patents, 17 years : . : ! g
Patentable: “Substances. obtamed by chemleel processes and

1ntended for food or medicine when prepared by:the Processes: elalmed
Compulsory license: If & patent holder charges unduly high prices

for & drug, the Government has authority to license another compan

1o menufaotu’re the patented product, with payment of & reasonably

“royalty. After 8 years any person may apply for an order alleging

that the reasonable requirements of the public have not been satisfied

and that the patentee refuses to grant a license on reasonable terms.

- Comnissioner may refuse .or grant license.and appeal: mey be made

to the exchequer court. s .

Fm'nce

Untxl the ordmen e of Februa,ry 4 1959', pharmaceutlcel compounds :
end remedies ¢ould not be’ patented At present speeml patents are
granted for medicines; - "

Former law on compulsory license: If not worked and“alss 4t the
initiative of the Minister of Public Health” patents relating to the
-manufacture of ;pharmaceutical products ‘or remedies may, in :the
interest of public health, at any time be declared susceptible of the
grant of compulsory 11oenses if such products are made available to
,the pubho only in 1nsufﬁc1ent quantity or quahty oF at exaggerated
{ prices. "“After such decisioti bemg pubhshed a,ny mterested pa.rty may
epply for‘a ¢ompulsory licensé. =~ ™

“The"new French law' (Ordonnence 59250, dated Februa,ry 4; 1959)
prov1des that “‘Special patents shall be granted on medlcements et
1t -develops’ subsequently ithat there ‘is”insufficient - quantity. or ‘the
~quality of the ‘drug’ product is ' below ‘standard, 6r the prices are
“excessively high, one’ may apply to the Mimister of Public Health. Tf
“he deems it to be in’ the'interest of publichealth he Thay réquire the
issuance of compiilsory,  nonexclusive licenses “and, of -course;’ the
‘holder of the patent would be entltled to “eqmteble remuneratlons ”
G’ermany (West) ) SR L T L EE M SRS T R 25

Unpatentable: 2 Foodstuffs refreshments and pha,rmaceutlcel
prepe.r&tlons 3. Substances obtained by chetnical processesy “How-
ever, processes for the manufacture of substances under 2.and: 3 may
be patented insofar as they relate. to characteristic features. Mere
_mixtires for phermeoeutmel purposés are unpatentable. If a patent
-Has been granted.for s process its effect also extends to the products
diréctly obtdined by means of this process. . .

.Compulsory 11cense If patentee refuses consent to use the mventlon
to one willing to pay adequate Femunerations, such permission must
be granted (if after 3 years) and it is in the public_interest. - On
request by one of the parties the remuneration may be fixed by the
Patent Oflice.

Great Britwin,

Sixteen years, E ;

+Unpatentable (discovery,- etc.): 5. Substances: ca.pable ‘of bemg
used 2s: foods cor medicines: consisting .of ‘a meré mixture:-of ‘known
ingredients and resulting only:in the- -agotegation: of .the known:prop-
erties of the ingredients, and processes for preparing such substances
by a mere mixture,
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Compulsory license: After 3 years any person may apply “for a
compulsory license. However, where & product or process patent is
"in: force- for- a:food«or medicine, the: 3 years: delay perlod for grant of
¥ hcense does:not- a.pply

" ‘Uhpatentable: 3. Phermatetitic

nipositions (pro-
“césses for the manifacture of pha.rmaceutlcs,l products are psteutable
.;however) s . .

.fndza
~Patentss 16 years,
medlcme
© Compulsory lcense: Under the Indian Patents and Des1gns
. {Amendment),, Act 1952 compulsory licenses may . at any fime be
-applied for: under patents on food; medicine, insecticide; germlclde
or fungicids, or surglcal or curatlve deévice, even Where the
_.abiho or.lack of working. .. . .

Medicin_e's-ﬁand processed: for their ?nifanufa‘ct?re.
Pstents 15 Fears, )
. Unpatentable L1 Foodstuﬁ's, bevemges, and refreshments {2)
Medicines and methods of compounding..them.. (3. Subst.auces to
‘be: ma,nufactured by .chemical . processes but. new processes ‘are
';rpatentable ¢
s Compulsory hoense Only after '3 yeors Where.--_ the Workmg and
: practlce .of apatented invention cannot, be carried out mthout makmg
+use of a patent owned by: another party and pérmission to use-such
_patent or. utility model,is not. granted or.cannot be granted. by the
-earlier: patcntee, compuIsory hoense mey be a,pphed for Qe

“Miwieo v il i y
Unpatents,ble (5) Chemlca.l products (prooesses ‘are’ patenta.ble

‘but they .are limited to the: preparatlon of spe01ﬁc compounds usmg
-specific. reactmn cond1t1ons) ‘ ; N ,

“The. Netherlands ' : S e
“““Unpsatentable; 2 All substances 'scellsmeous " Ae-
“eording to, ]urlsprudence ! substance is a productiin which the’ shspe
‘and the dimensions’ hré not in any ‘respect éssential, thus : a threa,d of
_a.rtlﬁclai silk was deemed not to constitute'a substance)
~ "Compulgory license: " After 3 years “the patentee is obhtred to ‘grant
such licenses as are considered desirable in the 1nterests of the home !
fmdustry or. for other ressous of oommon mterests

Ponama s
Medicines are patentable. No compulsory license provided.
United States

it *o¥ inedicines; - pharmaceutical - compositions - and cosmetlcs
sevenif composed of known ingredients are patentable as: composltxons
---of matter N 0 prowmon for compulsory hcensmg o .
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Venezuela. -

Unpatentable. Bever&ges food
cinal preparations, reactions, rand compounds.

tion, and’s sep,
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\ medmmes, pharmaceutlcal mech—

Processes for the
preparation of chemlcal products ard miethods of preparation; extrac-

__1on of natural substances are patentable.

Ma:tua.l for the Handhng of- Apphcatmns for Patents Demgns
(Burea.u Voor Techmsch

Inventio

Adva.nces 1n

Parcent of

_J..mebworth

o)
Financia.l Iieport for.Manafac
-Dmgs o
=, All manuracturing corpora

First Natlonel City Bank of I
Economic Conditions

1,944 mannfacturing oorporaﬁons..
The Fortune Directory:

12 drugs...._

500 industrial eorporations

Jroratre et sl el Gyl B

NGt profits-after tazes.
NoTE.—See chart 2.

TABLE A2 —Rates o,f-~retum after- taxes,
ceee b all manufacturmg 1947-

dentical compantes-in 3 mdustrzes, -and -
9

T147 1deﬁtxcal
i|lmotor vahiely
| companies -]

“g5 1AaHEAL”
chemical com-f
B pauies

“All migha-""""

. faeturing -

w»—nm:—-#«n—u—-u&mg:.-‘

=t o

sy

£~ O i 1 1 00 3 T = 6O G

Source: FTU-8EC: Querterly Financial Report for Manufacturing Corporations.

- NoTE.—See chart 4.
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TABLE A-3 w-Schermg C’orp Purchase price, 1962, and praﬁts after tazes, 868
June 1957, :

{Iu thousands]

TP

R AR - :-Préﬁﬁ_.dftar;téges
 Year it evt

Annual Cumnlated

] S';ch'ér:mg p xy s'fétei:ﬁénf,'Seﬁ iber 105
Nom «See chart 5.

profits after tazes, 1 949—5.9
[I4 thousands} .

B Net pmﬁt alter ixen

Annual Cumulated

Net worth Jan. 1,149, $10,801,

Source: Moody’s Tudustrial Manu and Federal Trade Commission.
NoTE—See chartﬁ s PO .

TABLE A-5.—Amemc¢m ‘Home Producls C’orp (entare corpo;'tvzu_ on}: . N 2 arth
Jan. 1, 1949, and profits efler lazes, 1949-59 )

(In thousands]

Net profit after taxes Net profit after axes

-Comulated. . .

91, 600
122,850
...161,477 ..

203, 913
- 250, 575 -

%ﬂrca' Moody [ Industria.l Manual Standar 'dz Poor's, ami FTG;'
Nore.—See chart 6, ; -
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TasLs, A-6.—Carter Products, Inc.; Net. worth Apr.. 1, 1057, and profits aﬁef- tazes,
1 5 58 50 1959—60

{In thousands]

v Proflts after taxes
Fistal yaar

| Annumsl - Cumunlated-

Boureo: Moody's Industﬂal Manual
.. Nore.—~Ees che

':'-_NEW PRE CRIPTIONS

Company - Genorie name 1 7 Produ
.| Tetracyelines chromyeln v R 22.2
K Athromytin,. 8.1 2.3
i 1. Declomyein. B8 .5z
e et ) Aureomycin. .8 32.0
Parke, Davig Ghloramfhenico'l Cliloromyeetin .7 14.7
PAger. Tetragyelines .. Oosa-Tetracyn 4.3 4.3
Tertamyein. 1.6 6.9
‘Cosa-Terram Lo} 8.9
Tetrabon V.. -... ] 7.4
_|F Coaa- Signemycm.. 2.3 2.3
: Blgnemycln. B 2.8
Tlosone. 8.7 8.7
LeB| . w2
Lederle -10.6.
iy .. b4
. ‘ Déclomyein. - L2
: : i Anreomycin._. P B
“Patke, Davs Chiloram :Chloromycetin 41,1,
Piize 'I‘et.racy I Teérreénmiyeln .28
Tetracyn. . fo2,8
: [P
7} Oteandemyefn4+-Tet el S g
.o Oleandomyi eracyc n 1 Qosa-Bignemy: n__ R
Erythromycn Siia ‘Notyetn._ . L gg

1 Othar. u:an pénicillin, dihydroatreptomycln and strepi:omycin. B
NME-Saeehartﬂ. ! e




260

0

‘Harrow® spectrim;” 1961

Penicillin Broad spoe-
--bulk; 10 {Streptomyein[-trum 1 prics
million bulk, 10 . | to druggist,
. it grams 16 250 mgm,

! capsules

2 70
1.70
170"

0"
5
.88
6

5

Source of data~ AL

Bulk prices of streptomycm Open mark quotations, J’une ﬁgure. Oil, Paint & Drug Reporter.

Bulk prices of penteillin: 1951—55. Luly pn campued f)y FTC , 1066-60, open. market quotations, June

ﬂgure, 0il, Paint & Drug epﬂrte v
Broad spectrum: Aé:uencan mgglst Blue Book e -

3 Bulk przces campared wzth p" ceg ta dmggzsts
[lio7 whits) 1948—60

. _Lmy-spﬂ'@ ti ﬂm g1 ;

G crystal]ine (tablat)

’ Prloa pnr bl on Prtoe per .

- bitlion-

S 18.99% Go=

<January 1953 120 000" | 10.200 b0==

;February 1963.. 185 ;

:October 1953 20 L

Jannary 1954. 86 i

June 1954....0.2 175, :

:November 1954. 40 i

sDecsmber 1954 - 50| :

WInly 1955.-- >3

June 1956 52 ] 125 mea.. “E0 1005000

June 1957_ w04 - 9X100="900

June 1958. w0 aX100= 500

January 195 40 9X100= K0

June 1958, dawia[ 128 i ) i

June 1960 - oo 21 125 mg-ia. OX100= 900
1 Plotted on chart.

1125 1g. equals 200,000 untts UBP (approximate).

%o%rce %ulk 1:19458-55, Lilly prices compiled by FTC 1956-60, open market quotations from Of} Palnt
asnd Drug Reporter,

‘Dosage forms: 1988, Drug Toples Red Book; 194980, Amerfean Druggist Blue Book. Nota that prices
to druggist apply to the year a3 o whole, not to any specific month,

No_m.—see charg 11,
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Sine class and company Prics

Tnder $100,000; Annual Bales; Penburst Pharmaeal Co..
$250,000. to-$309. 000 Bryant Eharmaceutical Corp.
31,000 000 to 54,00

" Amorican i’harmaeeuuea! Co., Tne

Premo Pharmaceutical Labomturies, Ino.

. TRabin

: £10,000,000 & $40000,000: Vitarine Go., Ine, (West Chermieal 00, -

S 100,000,000 to $140,000,000: Abbott Laborstories

3150 000,000 to $195,000,000: :
" El Lilly & Go.

Parke, %avis & Co
Ove:s:mooo,om. G et

8282388 83

8&3

Co., Inc.
E E. Squ&bb & Bong Divisiou, (01!!1 Msthieson Ohcmical Oorp

I

'Eource of datar Prices, Américan Drugglst Blue .'Book 1960-61, Size (eompﬂ.ny nnnual Sales
Industrial Manual 1260, "and Oompanles. .
LNM'E —Bee chart 12, i,

. $8.95.
..12.00
BT
e - 4,00,
- ... 9.38 | U.8.Vi -‘Pharmagoutical’
: ... 17.980 .t :Bebering.
i $100,000 to $149,999 17.80 | Upjohn,
o $160,000 Lo $108,000 H N
i $200,000 and ovar.. T80 [ Merck,
L Arllngton-l‘unk Division

Souroe Prioés Ameriean Druggist Blua Book 1959-60 and Upjolm catalo .
Manual, 1969, and Companies. :
Nom —See chart 18.

30 to $00.
s]oo,to WQ‘ i e PP
$260 to $900. e s B 50-. B
$1.000 to $4,960 . ——n- Phyuicians Drug &
$6,000 to $9,900
510,000 to $49,999. : 9.33 | U.8. Vitamin & Pharmaceutlca.l Oorp 1
$60,000 to 599,090, 17,90 Schering
$100, {m S 140,965 17.90 | Upjohn.
$156,000 to $100,900.
$200,000 and over 17.90 [{Hierok:
1 Arlington-Funk Division,

Source: Prices: American Drugglst Blue Book, 1959-80, and Upjohn catalpg. 8ize: Moody’s Industrial
Manual, 1059, and Companies,
Nore.—See chart 14,
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“TABLE AZ13-~=MMSA' drug préctiremert
- MMBSA price expressed as, ;oercent of _commercial.;

& Relatwnsth ‘of numbér of Hidders o
ice, 1969 and early 1960

el

Lowest
. 8

Sriltasnxaole tablats_

Snullonamide vaginal oiﬁtmant
biotics:
Chloramphen]ieol capstiles.

. Chlorainphenienl injection.__
5. Chlortetraoyelive enps-iles. .

Chlortetraeyetine ophthalti
Ozytetracyeiine caps tles. .
. Oxvietraeveline with Po

8. Tetracyeline caps'tles.
10, Tatracycling oril ®1tapan

11.. Bacitraein sterile powder

N

"12. Bacitraein ointinent., ...

13. Erythromyvein capsiles. .

I—‘:.

14, Neomycin suifate tuhlets
15. Dlhvdmstreptomycin sx I

16, Peniciliin @
17. Procaine peniciiin G

18. Procaine penieillic G with aiumin
(TLentopen)..

19, Ban'ruthine penicillin, needis umnit.
Poliomyelitis vaccine: .

20. Puhom}'e!xt:s vacninen.- .....
Hirftobes:

_in po et mq!-ardl&:g-te;&;m# Tt

21, Cortisone acefate tablots::

22. Hydrocortisone tablets. . ...

Pn®

23. Hydrocortisone acetata s-:apansion
24, Mydrocortisone acetate cintment

25, Prednisone tablats

+ 28:. Pradnisolone fable

27. Prednisclone with neomycin umt _______

Disbetie drugs: e e
28, Inslin injection (80 units).

29, Ins1lin injection, isophane (80:units). . = ____

30, Tolb: 1tanﬂde (Orlnasa) tablets--
Trangniit-erg: - T

31. Meprobamate tahlets. .o e aia.
32. Promazine tablets .

33 Promazine injectl

34, Chlorpromazine tablets.

35. Chlorpromarine injection_

36, Reserpine tablets. .. ceeuewaoe -
Yitamins: ...

37. Cyanocalbalmin’ Injéttion:

- 38, Liver injection, refined

30, Liver injection, crude

--40, Thiamine hydroehlorlde tablets

41, Nicotinic acid tablets
42. Vitamin® K injéction-

.43, Folic acid tablets. .

44, Pyridoxing hydrochloride tablets 1
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I IVIDUAL VIEWS OF SENATOR EVERETT MCKINLEY

DIRKSEN AND SENATOR ROMAN L. I-IRUSK_A

- PREpPACH

- The ma]onty 's views:inthe report on .administered priées.in drugs

-rdo little-credit to the subcommittee for there is ho-attempt whatsosver

to be objective and’ constructive through ;judicious’ evaluation. of all

~the testimony and exhibits presented during the course'of the hearings.

On the contrary, a reading of the voluminous 500-page mimeographed
monstrosity which -was submitted to the minority .for:comment ‘and
analysis- appears-to'.be nothing niore ‘than ‘a.calculated review of

-choice quips, statements, and exhibits presented by bidsed: withesses
_whosé views -werewell : known to the m&]orlt.y at:the time they were

celled to testify. Thus, the majority’s‘views would appear designed

:toward misleading and -erroneous statements rather than a ]udlcmus

evaluation of all of the evidence presented.

This is most unfortunata, because a Senate subcomm1ttee report is
designed to evaluate the evidence in a concise manner so that the
Members of the U.S. Senate can refer to it without the slightest hesi-
tation as to its accuracy and nnpartmhty Everyone has & right to

his owrd' views but “also’ there' is- an obhga,tmn 1o be correct m the

exposition’ of fact.ual datg; "
he Tedson’ Why we speak:so! strongly it the mceptlon of these

‘minority views"is- that duritig the opening deys of the hearings on
~administersd - prices in'drugs Soma very misleading statements and
~exhibits were introducsd which weire misiriterpreted by theipress :and
‘the publicito thie dlsadvantage of the drug-consuming:public as well as
‘to'the tanufacturers; wholesalers; and retailers of drugs. -Even though

at a later time these mlslga,dlng statements and ‘exhibits were corrected
in‘the record, tionths- Iater sevéral publications that reachad millions
of people quoted {from the original statements ‘and referred only'to
those portions .completely ignoring: the corrected version:which was
subsequently included in- the transcript of the. testlmony

Anyone :reading’ the. views advanced by the ma,]orlt,y Would also
come to the conelusion that the'manner'in which it is written furnishes
statements and conclusions which will be a boon . to. business: haters
and. drug’ industry baiters... . These statements will enable them to
carry ‘on: & ¥ilifying cam aign that. will destroy. the confidence. of the
people.in not ‘only,the. drug mdust.ry but in other busmesses large
and 'small, throughout- OUT eCcOnomy.,

It is surpmsm that 6 staff eqmpped w1th 1o spec:&l competence in
the industries of steel, automobiles, bread: baking, asphalt roofing, or
the intricacies. of the ha.rmaceutlcal .industry. would: alwavs reach
the same-identical conclusion that prices were” too. high and thet the
pubhc was being abused by .concentrated economic power. . In many
mstances the reports m each of thesa mdustnes deal mth ‘matters

263"
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thet are clearly within the province of the individusal company
managements and can only be mastered by a lifetime of study and
acquaintance with the industries in question. In g spirit of kindliness,
it is not presumptuous for the minority to state that the staff of the
subcomrmittee has éxercised bad judgment in attempting to show its
“expertise.on a-series ofybrief hearings:dealing-with matters that-have
‘occupied, the sole attention of .industry . executives.who have been
assoclated throughout theil careers with ‘their réspective firrs which,
in turn, has given them a knowledge of the problems at hand.

I. InrroniicTiOoN

2/ The majority’s: report is fa voluminous document Whlch :containg 90
“chapterheadings dealing with such diverse-topics-as ““The Reasonable-
‘bess of<Price’” *“The-Control of the Market;!’/Patents and Research
_in:Drugs,” “Advertising=and: Promotlon 0 Drugs ” &nd “Geneno
3‘Na,mes Versus: “TradaNames: o ior o ¢
"o.The vast majority of:these! toplcs ATe: tot lly unrelamed to the terms
‘i?of Senate Resolution 238; 86th .Congress, which- ‘established: the au-
~thorityrof this subcommlttee toinvéstigate the:antitrust laws-and was
-adopted by the Sendte on Februa,ry 8 196{) nor Senate Resolutlon 57
adopted on-February:2;-1959.
“During-the coursé:of the: debate on: February 8 the ohalrmau stated

I think it should be pomted ouf a,lso that’ sometlmes the T

i exploratmn of an issue, even though the result is that ‘no
bill 18 reported ma! be ‘of ‘greater service,to the pubho than '
~ would' be the cas _,lf sorme, leglsla,tlon resulted Lo

: If this Were the primary finetion of this suboomm1ttee we could not
in good conscience justify expend1t.ures of public funds and the enor-
-mous ‘demands-upon: private individuals. who must-prepare material
Aorpresentation to the.subcommittee; -Itisto behopedthat American
‘citizens-will; follow; sl congressional debates and; hearings with interest
‘and understanding, but. ever - hearing must have legislatlve purpose
" .and . cannot’be justified. on the basis that it is essential to widen. the
-knowledge ‘of the American people respectmg our, economlo system a.nd
_13-1ts strengths and: wrealknesses,
- Iniindividual views filed by Senator Du‘ksen in the report on a.dmm—
:1stered prices in sutomobiles; the followmg statements: were made

T8 unwa,rrant.e' "?effrontery for: any ' Séiate cominittes:
to undertaké to wdvies the autormobile mdustry Low to design’
its ‘cars,’ how to secure public’ appeal for:its’ products,” and-

hiow best 'o.oonduct its busiréss. - Yet, throughout the'course '

“the industry should be fun, how much should ‘be spent for’
“advertising; the types'and’ va,rletgr nodels th&t. should be’
w1 produced; “efid 'How they should be+p ¥ _ 8 :
These are, questions which should ‘cledrly -be-left ‘to men ‘of '+

R “spécial’ trammg, who lgve =
' ely*to thede matters” “1n the-hard «
“comipt truggle’to meet the ‘demands of the American
: consumer éxecutives have rigen'in their respeotwe companles
- it ,s‘of respons:bﬂaty I'take exception to ‘the unwar~ /"

."; Congressional Record U.8. Benste, 8ith Cong,zdsess vol 108, No. 2, Feb s, 1950'13 2032 ERRELE
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i ranted ‘attempts: by the’ subcommittee to" mterfere m the?-‘:'*
f‘moerna,l ‘operations of ‘anindustry. * *1%2 aaibini
- I firmly believe that the Senate must estabhsh new pohc1es C
respeotmg probes and-investigations. ~If:they are aimless:
o+ goid-without-clear 'obj eotn‘res they can and do cause an a,busef'-" i
.of the legislative power:- ' G TR STl
¢ Singularly: enough, questaonq of: the s
lg)atlons to all:concerned. are seldond raised;: ‘Responsiblesnd =
:busy -executives. with;their staff assistants are immobilized
for days:on:end when they.should-be actively engaged in
their own. private :and, productlve enterpnses for the well—
;bemg of the country. .
.. The .preparation of the documents a.nd data Whlch Were
jrequested involved the time. and . effort, of many, peaple.
:Much of this material will receive scant, attention,. - In. all
-candor, the. subcommittes’s -examination of the. Wltnesses
wag rather disjointed, ss it was, interrupted with ;quorum
calls and roll-calls. In the very nature of things a full mem-
Dbership.was.not. a.lwa,ys in: att.enda.noe becauso of:. conﬁxctmg
“'dutiesrand demands,. *. ¥, *
..--Reports, are. filed.. upon the conclusmn of congressmna.l
heanngs held upon these. circumstances, as required under
. the resolutions by which the commitiee operates. They are
7 Usdally-so lengthy and ‘include €0’ many items of dubious
valué- it 1s unhkely tha.t ﬁhey will be Wldeiy used or
"rea'd * * E
My e oxperlence “with' this” ps,rtmul T mvesingatmn suggests*“”
that ~ other ‘techniques 'and: ‘procédures can” be' ‘devised to

_ . provide the Senate with the necessary information tolegislate <
" m’the ifiterests '0f the American people and at far less’ cost

to the Public Treasury. I believe that' ma,ny Members of the - ?
,Senate Wﬂl share t,h1s conwctlon S EETIE

o 1t

make meny mors, Aslong.as phero are hum&n frs.llmes thls
is to be expected, .. However, competltlon in the market pla,ce
;insured by a free-enterpmse ecoNOILY provides the discipline
-$o_correct. them It is far ‘dore effective  than gratmtous
:suggestlons from t.he majority’s staff members who are with-

out experience, in the, practical fields .of . business,*

All of the triticisms which weré directed: at the procedures followed
by the subcommittee in:1958;-during the course-of its investigation of
the automobile industry, ‘are equally’ valid today, and: the need for
remedial:action. is‘even more acute in-order that the American people .
may-have:a:proper- respect for the procedures and’ methods:of the
Senate, of which we are proud to be members as it issthe: greatest
dohberatwe body. in. the world. . "y

Among the important procedura,l sa,fe 'a.rds Whlch 'should Be pro-'
tected “in" future hearmgs before- the mboommmtee g ‘the ‘procedure

L “Adm!nmered Prlces—Automobﬂes ¥ report of tho Sﬁ committe A
mie{%i é)n the .Tuc'!icia:ry, 178, Senate, 85th Coig., 2d seds:, Nov. 1, 1958, p 213
‘ Ibid 02 311 :

‘tand Monopoly, Com.

B1327 O ~62Z =18
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which: effects: substantial rights: of parties: when: they: are ‘called: upon
to produce records which when:revealed could:put:manufacturers of
products at a .competitive disadvantage: in that cost: ﬁgures for the
manufictured products: would be disclosed to competitors. -

When & request was made by.the subcommittee to.the drug manu-
facturers for information of this character objections.were:made by
the drug .companies::: Thereafier:aletter was directed: to the drug
manufa.cturers :which iricluded- therein this: paragraph -

T g4suré you that when this material i recclved the fu]l
‘subcomlnlttee will be'apprised of the nature of the’ ‘documents
“and of ‘your views as to how they: should be ‘treated. - The
Antitrust and Monopoly Subcommittee is's duly constltuted
'-'subcormnlttee of ‘tiie. Committes on the Judiciary which is
-conicérned with: ‘the' preservation of free  competitive ‘enter-
‘prise system: -Such” being ‘the cage, “the subcommittee, of
‘¢otitse; never discloses” any- iriformation which rhight 1mpa.1r
--'competltion unless the pubhc mterest cIeerly requlres such
‘d1eclosure i :
A Y G cooperetmn qn meklng an’ early Fetn as 800D
,ee possible on the subpena will, 1 assure you, sssist the sib-
‘committee In making a thorough examin tioni “of" th
‘Thents and an eerly determmetmn of your: i

The. plmn import of. the lenguege eonta,med.m ‘the letter wes that
the full,subcommittee” would pass upon the;material furnished to
them and determine whether disclosure wes necessary.  The chair-
man ruled, otherwise and .determined. that. he, as chairman; should
decide what records.and ma.termls submltted by the d.rug eompa,mes
should. be treated asiconfidenfial. . :

Senator. Dirksen made . thls observetlon whlch appears on - page
13618: of the. drug hesmngs T Gt

Mr. Chairman, we are in-aiver unhappy p051t10n here
I do not like to m]ect myself into tge position;where: we have
to caution publicly by an announcement from the committee
f’table that Trom here on out counsel and the witnesses better
‘be’pretty carcful about ’submlttmg any, confidential data if
‘they. are going’ to receive this-kind o ‘captious treatmeut,
and-1 regard it as’slighily” captlous “We have been through
‘all. of ‘this agony before. "} thOught we - had " pretty ‘well
tesolved the lnatter “Now it comes ap’ all over again, and
perhaps we ¢an ‘do-rio more thafi-protest, but’ we ‘shall pro-

witest; and if-we have.to; we will make this in .the-form of &/

. npubhc annourcement; ‘that- withesses can’ expect - to receive: -

- “this kind:of treatment by this.committee; and that they had - -

P+ better-be: pretty careful about what. they submit by . way;of i
- ‘confidential mformetlon 1f they expect :the conﬁdence +0:be

far o preserved. . R o

Senator Hrueke made thls comment Which appeare'on page‘ 3617

. “Mr. Ohau‘ma.n on, that score,. I thmk one of ‘the. most ‘el
} mentery rules of parhementery law is that individual mem-
*“bers of the parliaTnéntary body’ 46 not constitute that: body. . .
Unless the members are called in & working quorum andsit”. *
. down together, there iz no meeting of the subcommittés,
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~"Phate'i- 0o’ subcommittee.: - Up until that time is rea.ched

__they dre simply individual ‘meimbers of 8 siiboommittés,

" Now the language 'in"the letter of ‘the chairman' saj

e Your coopera.txon in mak_mg an‘early return’ 4s soon 85 poss

-+ ble ori-the subpena will, I"as¢ure you, ‘assist ‘the subcom= 1"

mittee in making 2 thorough examination of the’ doeuments :
and an early determination’of your request B

il submlt again. that when..we gay.. subcommlttee,” it
means ! subcomnnttee " and it does not mean. 1nd1v1 uei=

members thereof _— T e

It is our view that in passmg upon ccinﬁdentml ma.t‘ a,l-furmshed
by manufacturers' of ‘products to this subcominittee, the full sub-
commitbee and not-just one ‘ingmber thereof ‘should mike’ the  deter-
mination a8 to its" oonﬁdeutmhty and® how* it should be ' traated,
particularly whén-thé representation that such’woild: be the cese ha.s
been-made in: correspondence: t0 the parties:concerned...

"The signers .of -the Declaration .of Independence ]omed forces in.
fighting & war to establish this country as a free society.. . While.there.
are many motivations for their actions, they were very much con-
cerned with the’ development and maintenance of economic freedom
for the'individual and the development of & society in which individual
effort’” and initiative: would receive théir maximum - recogmtlon
Shortly- thereafter,” when' our Constitution was drafted, these same
principles were embodled 111 our’ fundamenta.l "striicture of govern-
mental processes. . "

It is slgnlﬁcant ‘¢hiat the Constltutlon ‘Tather tha,n :outhn
powers of the ‘Federal Government over ‘the individual; in’priniciple
stressed its limitations, -~ The 10th'amendiment, which is a,n 1mportant
article of our’ Blll of Rights,’ speclﬁcally prowdes that: -

The’ powers not deleg&ted to. the United. States 'by the
Constltutlon ‘nor prohibited by it to the States,.are reserved
to-the States respectlvely, or to the people. malarn

Although there were oompsratwely few speclﬁe powers gra.nted to
the Federal Government in:terms of its relations with individuals,
Artlcle 1, section 8, provided that the.Federal Government should—

‘promote the Progress of Science and- useful ‘Arts; by securing i
. for limited Times: to' Authors:and: Inventors the. exeluswe
- Right ‘to their respective ertmgs and Discoveries:

Thls was_the, Ol‘lgln of our petent system M&n
tribute the inclusion of this’ provision in ‘the Constitution to’ ‘Thomas
Jeﬁ'erson Accordmg to an eminent historian, John 'W. Oliver: -

- -Jefferson became interested in the science of egueulture Ao
an early age. His agricultural creed was expressed in these . -
wards: “Those who labor in the earth are the chosen people
of “God., "Cultivators of the earth are our most valuable
citizens. ~ They aré the most vigorous, the most independent;
the'most virtuous; they are tied to thelr country, an Wedded
to its hberty &nd mterests by the most lastmg ties.” ¥ f ’

Th()mas Jefferson was not. only- 1nstrumental in prowdmg Federal
authority for the creation of & patent systemi, but he served- a8 Secre-

*-:0llver, Jobiai 'W., “History of- American Technology," tha Ronald Press Co New Yorl: 1956, p 113
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tary of State in President Washington’s.Cabinet, later as:Vice Presi-

dent, and finally as President of. the United States Inall these posi-

tions he.found-many opportunities to continue; hls scientific ‘studies.

-When:the first, patent laws were. passed;, they were administered by a

committee: of wluchdthe Secretary o S te, Thomas Jefferso '

placed:in char

Aga,m a.ccordmg to :
T

-="Jefferson 8 Work in“sciencs was; above a a; di-
reet.ed ‘toward-rutilitarian - value. Hig- ‘contiibutions “ were’
practical. He promoted educatlon in science in‘the Wniver::

 sity of Virginia,in the:founding of which he greatly rejoiced. .:
“Sclence,” he. declared,,“—' 1OTE - nnport&nt in..a republic

than in, any government *.* ¥ indeed, science s important,

{1110 the. preservation-of our, repubhcan ,LGovernment and i

c 8lso, essentml it0. its . protectlon a,ga,mst oreign »powers 78

The majority’§Teport a.ttempts to portr&y‘ThomasJeﬁ'erson 8s70]
who~had’ grave doubts- concermng “grafiting g monopoly ‘to~ ant- in-

Soclety may give" 21 X . ht tp_ he proﬁts arising
.. - from them:[inventions], as ah enco ragement to man: {o pur-
. ”:sue ideas which may produce utility, but this-
... Dot ‘be, done, aceording to the will and conve
Y, w1thout claim or complaint from anyhody... Accord-
ingly, it is's fact, as far as I am informed, that Engl nd ; Was,
.+: until:we copied her the only. country on earth, which eve
' by a general law; gave a legal rlght to.the: exclusi‘\*'e tise" of
“idea. - In some.other counfries:it is sometimes done, in.
“great case, and by a special and personal act, biit;. generall :
speaking, other nations have thought ‘that these monopohes
produce inoré embiarrassmeit than advantage to ‘society;
‘and it may be observed that thé nations ‘which refuse moHGp~
ghes of mventlon are ds frultful ag England infiew-and uséhil
evices. , P I fos e

: P , m{the prophecies
of Jefferson “are’ éven-more’ apphcable ‘than'ifi ‘his own ‘times.”"Cur
Foundirig Fathers obviéusly have given us a charter of liberties which
has not:only made -Americs & land-of freedom. but has:enabled her
citizens to develop.their God-given talents so- that we are the ledding
industrial power in the world today ;

‘Tt is strange that the majority’s éport Would a,ttempt to ﬁnd;s,
quotatlon from Thomas’ Jefferson, that beais’ so little resemblarice to
his known views concernmg the efficacy of our patent system. For
gxample, hm John W. Oliver’s‘book regardmg the Patent Act of 1790,

8 sald that: ' i

R\ meet. these dema.nds th .ﬁrst patent act Was
passed and signed by President Washmgt,on Apnl 10, 1790,
The ‘act ‘was short, simple, and easy to administer. “Any
useful art,. manufacture, engine, machine or devme .or any

, lmprovement thiereon not belore known or used” was pa.tent- .
- i "'The a.ct wag to be admmlstered by ‘a specm.l eomnuttee

TR ' -
T “Admlnisbered Prlces—-Drugs ! report of the Subcommittee on: Antitrust and Monopoly, Committes
on the Judlciary, U.8. Senate, S7th Cong., 15t sess,, draft, p, 111-85,
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of which'the: Se etery of State was-tobe a fnember. - Théinas'
Jeﬁ'er erying‘in- ‘that posntlon becamie: admmmtrator ‘of
rst ‘patent act:’ ¥ had great: faith in the inventive -
a,blhty of his fellow Americaiis ‘and became's strong defender -
‘of-tHe rights of'the patentee. *Hé'déclared that, “an'inventor:
ought to be allowed thé right to the benefit of h1s inyentions
for a certain time * * * , nobody'wishies more than T'de" that -
ingenuity; should: Teceive liberal: encouragement.’’. Later in
-l1fe Jefferson wrote: that the. Patent Act: (1790) had given a
#3pring :to. .new:inventions beyond my. conception. & A

Our patent system and until recent times a general disposition to
leave the conduct of business activities.in-the hands of-thosé whohad
demonstrated a fitness.in the competitive struggle are largely respon-
sible for our present, stendard of living and our military strength.

Professor Oliver in d1scussmg exander Hamllton_s report on
manufacturing stated that: _

oo R 2 THe mtroduet.lon;= of new- ma.chmes in mauufactur—-
ding, he-declared, would increase: produgtion; -which:in : turn
-would-incresse employment Increased employment. would
insuré & steady demand forithe ‘surplus ;products of:the soil.
‘Our-Nation -would never be:prosperous:said Hamilton, until
‘there was great’ diverdity of: lpbor and a high -degree. of skills
developed. : He -believed :that -the :labor: shortage: in- this
-country: could: be: solved; for; “there is:in- the gemus-of our
a’people Y peeuha.r apt.ltude for meehanleal mprovement e,

“Hlstory Manu—

R But the promlse which our patent ‘system, held out
o inventors-as: a reward.for their efforts stimulated nseful
_inventions;. hastened' the . perfectlon ‘of mechamsm, .caused
the : early . mtroductlon in;.America . of . improvements; that
~under ;different .conditions might first have been, employed
elsewhere, and,. thus- heetenedg our industrial pro ess:, and
strengthened us in eompetltlon with’other nations.®

As'gur gocisty beearne more complex, Americans were confronted
with the hatrd choics of deciding whether to regulate business activities
through “the ‘diréet ‘intervention  of - Government: ‘biiréaticrats or to
enforce competition 45'a means of i msurmg ‘that the friitsof innova-
tion would be widely shared. - 'This‘issue was resolved in'1890 through

-the:passage ‘of the Sherman-Act which has been supported by both of
:our:great; political parties durmg the mtervenmg 70 .years with little
‘deviation... Perhaps.its most unique feature lies in: the. fact: that it is
;(gienela,l leglslatlon -applicable- to all -industries:and citizens, and it
«does not.attempt to. estabhsh speoml rules for any. segment. of .our

complex economy.. el

In recent years there ha,ve beea numerous eﬁ'orts to estebhs -legis-
lation that would.deal with the particular problems of sorie restricted
segment of our economy. However, the Supreme_Court has alwiys

: ?bnger. John W, “IYistory of American Technology,' op. elt., p. 127,
10 Clari( Victor 8., “H{story of Manufactures in the United Stefes,” vol. 1, Oarnegle Institution of
Wn.shlngtnn 1929, p. 3
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looked with: d1sf&vor on class legislation. ;- During the.courseiof debate

on the original Robinson-Patman Act, t-hlS issue was- raised by former

Senator -Arthur Vandenberg,, of. Mlchlgan in a colloquy with Senator

Marvel M. Logan; of Kentucky, then a member of the Senate Judiciary

Committee who had formerly: served as; chief. justice of the Kentucky

Court.of Appeals, the highest court; 1n that State 7 . _
Senator Vandenberg inguired:; :

- Teiit-not a'fact thatithis prowsmn was ertten entlrely W1t.h
the field of rétail merchandising it mind, and that-it never
WS contemplated tha.t 1t was intended to rea.ch into mdustna,l
sproduction? it o o R S

. : __The. followmg collog

S Mr. Logan. R ally} that’ W my ; 1dea about it, However,_'_‘ '
it had to be general We could not plck out one partaculn.r" '

‘business.” i o
Mr. VANDENBERG, I understa.nd ‘ AR
Mri Liogan, But'T ‘had no idea; until the Senator from

lechlgun mentioned:it; that it had anything to' do with the
‘automobile industry.: It might-have ‘somethingto: do'with
the industry of mining; It might ‘be’ that the purchasing
EEoWer ‘of some: ‘manufacturer. might be so great that-he could
tbuy- coal in quantity limits that would: enable:him to:drive
‘out all competitors; and there-ought to be some power-some-
where—T do notcare whether it is in-the Federal Trade:Com-~
mission or'where it is—to say:tothose doing that which would

.- promote . monopoly that ‘‘through quantity dlscounts you.,

"“shall not be allowed to’ create_Such a.monopoly.” I donot,

8 but th1s is the best eﬁort I

know just how it should be d
‘could make atit." ;
M VANDENBERG The Senator ]ms been very frank ‘in
‘saying that! the proviso: was drawn ip*contemplation: pm-
{Emarﬂy of retail ‘Merchandising and its related pxoblems
- Mr. LiogAi; While T"did:not draw: thé messure; that has
been my idea, about it) aid it i my’ 1dea, now e e
Mr, VANDENBERG. Exacﬂ V. & :
tngons s M. Juogax. But-Loapprehend that 1f we. attempt to ma,ke_f_
+#:, @xemptions of particular classes of business we may run into : .
- difficulties with the Supreme Court. - *-* *.If we exempt one .-
- group; and make the law apply to, another, I am a,frmd we - -
“may: ha,ve some. serious constitutional dlfﬁculty B

" ivigw of thig basic: phﬂosophy, a ‘serious question of proprlety is
‘raiged in the continuing 1fivéstigation’ of the detailed pricing practicés
of speclﬁc industries such as steel, automobﬂes ‘bread baking; and
“drugs. - Although thesd hearmgs Were first started in ‘1957 with &
discussion of ‘broad - ‘econermic’ issues; they rapidly chmged theu‘
complexmn into a review of spec1ﬁc 1ndust.ry problems = ‘

: i "Strengthenmg the Robinson Patman Act and Amendmg the Antitrust I..mw Proh!‘nitlng Price Dis-
‘gfimination,” report of l:he Commltteo on the J udic !ary, U S Senat,e Suth Cong 2d sess., RFDT- ‘No. 2010,
-,Ju]’y 28, 1958 p. 63. .

Ibld:, po: 63-64 g e g ; -

ooniiniling
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CTtE s1gmﬁca,nt ithat 26 ‘volumes: «of - hearings-have bedn produced:
encompassing 16,505 pages.;+Of these ithe steel:industry. accournted:
for 3 volumes; the sutomobile 1ndustry for 2 volumes; asphalt roofing
for 1 volume the Bread industry for 1-vohime; and drugs for 13
voluines. Furt.herm01e the drug hearings were started on December
7,1959, and volume 26 was released by the subcommittee in Mérch
1061. Itis difficult to reconcile these, .procedures-with the t‘ 'ms of
fhe resolittion under which the subcommittes operdtss, -

- Few consumers.buy ﬁn1shed steel producfss Comparativels feW of
our ‘citizens buy new ears in any one year. ‘Bread is & relatively: small
portion-of any family’s budget. However, “drugs have received ' the
subcomiittee’s principal attention because Ahey dre 8 ‘product which
no one normally wishes to buy. In fact; “all that"one cin expect
through the purchase of a drug is to be. restored to the condition-of
heslth which. prevailed. prior.to. the onset of :an illness, and there isa
general resentment..on  the part of most people. tow_&rd, paying’, for.
medical care: and. drug bllls Any . ob]ectlve study of. the antitrust’
laws cannot ‘_be 1nﬂueneed by such considerations.

It is elear to any., disinterested observer that steel &nd automoblles
pla,y &, far more. important role. than drugs in. terms of incomé gen~
erated, employment.levels and taxes paid. | However, the emotional
1mpaet of .the drug business’ is one upon Wh;ch the ma]orlty smstaﬁ'"

“has. a.ttcmpted to. cap1ta11ze-. ) . .

‘Tt might be pointed o "¢ ale only th.ree ma]or auto-'
mobile producers, in the ethical drug business’ there are 28 firms which
account; for 90 percent of the ‘total bisiness. " Hence; there’is active
compétition; and inasmuch as the fesolution authonzmg ‘the aotrvztles
of the subcommittee was directed primarily at the preventlon of
monopdly and ot toward the' sonsideration of the prices of particular
produdets; there 1 l1tt1e ground for th jf 1nq111ry wlnch has
been pursued.™'- > ‘ ' Bl ;

In przvious report.s there hs,ve been frequen "efe‘renees‘ £ the?bies
of the staff toward our free enterprise economy! ‘Tt is" particularly
evident in' the driig’ hearingeland o number of: speclﬁc instances illus-
trate that a Government—operated enterprise is/imrune- from- traits
which would be regarded as objéctionable if” this'sani¢ operation under
identical: management;is privately-owned and operated-for profit..

- For-example, the:Schering..Corp.: priorto “Werld . War II was. &
Germa.r -owned -enterprise. .1t :was seized,.by . the Ahen Property;;
(instodian -when hostilities started and - Mr. llg're,nms C. Brown,. its.
president,; was directed by the: Presadent of the Unlted States, Franklin.
Belano Roosevelt to operate -that -enterprise in the . mterests of. the.
u.s. Government Mr. Brown. in. his, appearance before the "sub=
committee- testified to the effect that-his: 1mmedmte superior wasg; the,
Attorney : General. of the.United. States.. “From: the time.that.this
corporabion: was:seized until 1952 when the Clovernment’s investment,
was-liquidated,. it was operated by. the Alien Property Custodian,. ;

Tn response to a question by the chairman, Mr. Brown. indicated, the
proﬁts durlno the permd of Government operatlon as 8 percentage of




- 272  ADMINISTERED: PRICES==DRUGS

sales. A; tabulatmn of the dats included in his statement:
publlc and prlva,te opera,tlon 1s most revealmg

had ope ated thia property continii=
vit was taken o by thie Government to the®
e backgrolind of service to-his country.~ Mrz
*Presﬂent Frankhn D Roosevelt asa g eral.

Brown was appointed b

coupsel for the Feds '
bise sinted by the Alien’ Proper

the ‘interests of the- Governmen

property was sold to private interéstsin1952; he't

“Mr. Browt;'in ‘& colloquy ‘with Mr. Paul Rind leon; :

staf director for the subcomnﬁlttee explained’ Tati ns
: ¢ e it

. ] 3 / T g

Then it is very.p la,m tha,
ttorney; General.

.« Mr; Browx,. This:was; my 088,

It. is'also significant’thata licensing a,greement botween'the Schermg?
Corp. and & nimber of other” ‘tompanies in‘the drug fleld, which-hag
been the sub]ect. of ‘adverse commment in the mujority's: report IWas
riegotiated” during -this petiod “of ‘Governnieht ‘ownership ‘with: the
gpproval of the head: of the Antitrust Division of the Department of
Justice as-well'as a°U.S. district court’ ]udge This agresment. effected

_the’ development ‘of "éortisone and. & ‘patent’ was never “issued. Al
girnilar agreerient was gotlated under privaté. ownershlp for pred-
nisone and predmsolon ; T 0ase; although ' 'patent Had
not cen’ 1ssued “the ‘cliairmati’ {gok xceptlon tothe Tact whiat e
g - 8 “Had- been enter"d intoon 8- product Where £y

ication” was still-per He ' L

“1 Have forgot 0w t0 aw
spealung just as a lawyer, in Tegard to efforts to restrict dis-
tribution and to collect royvalties on a patent which you do

12 * A dministerad Prices, Hoarings Before the Bubcornmittes on Antitrust and Monopoly,“ Committea
- on the Judiciary, U.8. Benata, 86th Cong., 1st sesa,, pt. 14, .3 75,




.
3
i

ADMIISTERED FRICES--DRUGS - 978

“not have, isn’t ‘that a. clea,rcut wolatlon of the: a.nt1trust
lews? e 5 '

. “In th1s mstance there was an obwous mterference between aniimber
.of firms 'who had, mdependently developed the same compound, and
‘ .unless an agreement; was made, it. would have been, impossible to have
‘given, the consuming public ‘the. benefit of this development . for many

_years while litigation. was underway.. . If is a disservice to. challenge

an agreement which mekes a new development available to the public

.and_improves our general standard, of health even though it may add
“a relatively small amount to the benefits of the company that believes

it is responsible for'the development in question.” In any event, there
is no marked difference in the procedures that were followed under
yeration in the licensing of predrisone and predmsolone and
 tinider the action of the Allen Propérty ‘Custodidn.

With'réspect to ‘& patent agreefent on’a development where the
patents were still pending during t.he permd of Government opera,tlons
Mr. ‘Bmwn testified as follows:” - ™

. erck & Co, had complet,ed the ﬁ.rst synthesle and fur-
nished the ﬁrst material used in patients. Therefore, Merck
. led: Schering in making this important. compound. avella.ble
“The. process  was covered. by, various patents snd, to clear
“the-toad ; of all ‘patent. obstacles,. Mgrck Sehermg, Ciba,
Pharmaceutical Products, Inc., and’ Orgenon Inc., licensed
. Research Corp., which held the patents of 1ndependent,,
“ “chemical workers, and‘give Redsarch the right to licéhse any
other applicant, taking such licenses themselves. This ar=""
- rangemeént. was submitted-to the Antitrust Divigion and to
~the court which: had reserved. jurisdiction. of:an old’ antitrust
consent proceeding to which some of the.companies were
- party.: . The. court authorized-execution of the- agreement 16

Still another sidelight on ‘the character of Mr. Brown is indicated
in a‘télegram sént to ‘the ‘subcominittee by the junior Senator from
New Jerséy, Senator Wsza.' who stated tl_lat

. In New Jersey, we are roud of Frank_ Brown ‘not ‘only
“ihecatiseof ‘his 10" years ofp excellent sérvice in”our’ Federal
~ Government in 1933 when he’served ‘as‘eoungel in ‘charge of : &
drafting' the Banking Act of 1935 and continuing during hig * -
service 48 Counsel; Solicitor, and* Geéneral Oounsel 46 the”
“Hédéral “‘Deposit - Insurance ‘Corporation” and ~ as ' <special 1

advisor to the Office of the Alien Property Custodiani bat
~alao because; under his:leadership during the last 16 years,
.'Schering Corp. has done.an outstanding. job.in the field of
: drug research. and has-therehy made a- mgmﬁcenb contrlbu—
. tion to the cause of an improved medical science,’’ ;.
Apparently, those Senators who .are. most familiar. Wlth ‘the opera-
tions. of this; enterprise: do niot.share the biases which. were so. clea.rly
shown.. durmg the. 1nterr0ga,t10n of . Mr: Brown by the ma]orlty 8
staff of the subcommittee.  ..i; :..... 2. s _
Another example of the confusmn evident in the a_ f. 4
mejority’s stafl over the role of an individual who has se _ed well i
Tuhid, p. 7oL e

#1bid,, [, 7850.
16 Ihid., . 7849,
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both, public. and private life is. furnished by;an:examination of the
careers of those who are responsible for the activities of. another
_important pharmaceutical firm, namely Merck & Co., Inc.. In this
‘instance, the cha1rman of’ the'-boerd is” Dr! AVennevar Bush who,
“during “Wor ! ‘the” Office “of Sclent1ﬁc
' arch’ and P ) “which ‘he had ‘been ‘dp-
“p ed by Preeldent I‘rankhn Delano Roosévelt: ” He is also honorary
) ch:iurma,n 'of the’ corpora.tlon of- the M"ssechusette Inst1tute of Tech-
‘hology. .- _ '
“Mr.John - 18, reeently reside
“Has rendered d1et1ngulshe pnbhc ser ce

'iMerck end he too,
n hig openmg stetement

,_Before=' commg 1o, Merck I‘Worked .for, the Federal Gov--.
ernment in various capacities for about.5 years, durmg and.

. .right after, World, War IT: As .General Counsel of the Office;
ooofb Scientifie Reeeerch and. Development as Marine Corps, ...
air combat intelligence officer on active:duty.in-the Pacific, . -
a8 first counsel of the Office of Na eval Reseerch and finally, -

‘N swy J; ames

‘in’an advisory capacity and at present am & niember of the
‘N eﬁonlelkﬁ;lwsory Heart Oouncﬂ of Netlonel Instit; tes
' edlt o

" Th followmg co]leqny between 1]
interest::

Senetor K FAUVER,: You wer General Counsel for the
Ofﬁce ol Sc1ent1ﬁc Reeeerch a,nd Development Whet chd
: ‘you riake there? = 5
VA Mirs CONNOR. ! Senetor T reedr’George Dixon’s’ column “in
Dnis '\the Washington: Post. thls morning .on-the:publication rof:
.~ Government. salaries, and I agree.that. Government salaries .-
- are ehockmgly low. My salary. when T left the Government =
;,servme in 1947 was $10,000. * * Bl

By no stretch of the 1Ineg1net1on ig there eny connectlon between
a person’s compensation. as a-public servant during & perlod .of national
emergency with his earnings in free.competitive enterprise.
Preceding Mr. Conner’s: appearance, & telegram from- the junior
?enetor dl’rom New J ersey, Senetcr Wﬂhams .Was read ingo. the record
i state : : 3 el

ST New Jereey, ‘W6 are’ proud of Johin' Conn -;--not only
: beca.uee of his outstanding record of ‘Governrient sérvice as
~General Counsel to: the Office 'of Scientific' Research and
Development, as counsel t6 the Offics of Naval Research and
“iag gpecial asdistant to°then Secretary of the Navy Forrestal,-
, ut also for his’ leadershrp of & corporation ‘which hiad made
~ i many “gignificant’ contributions “in*'the’ filed' of™ medlcme e
: _,thr()ugh expended research and development i
.. M 1bid., .. sgw-sou

18 Ibid., p. 8
1# Ibid,, b, 8012,

‘ rcha, _man' e',n'd'Mr'O 'n'no'r is of
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Senater Case; the: ‘senjor Seénator: froi - New Jersey, made a person&l
appearance’ ‘before thexsubcomnnttee alid'statéd-that:

. \ erck is one my old
friefids; a person whose. veracity, whose. socml consciousness,.
whose’ concern for domg & job'not only.in a. narrow sense. for,
a Gompany or an mdustry but for huma.mty, is as great 83,
anybody’s I know of.. i o '
Thig 18 the second ti the honor, of presentlng;
Mr. Connor to & committee of thejSenabe this year. Repre-.
senting his itdustry, He testified on behalf of the Hill brllf
whish T think you, Ar. Chairman, and I believe the Senator.
from Wisconsin, a,nd Tand many, other Senators. ‘cosponsored
for. an 1nternat1ona,1 niedical resea.rch _program, * ¥ * 20,

In view of:the hlgh character of:the. Wltnesses, it is most unfortunate
that the proceedings of the subcommittee led to a general cliaracteriza-
tion on the part of responsible business publications .that its pro-
céedings were unfair and demgned to, place our free, prwa,te conz-
petitive anterprise sysbem in a bad hght. :

For, examp Il) ,- the magazine, Printers’ Ink recently pubhshed A,
specla.l report ‘entitled “The éha.me of Oongress It 18 based on’
articles which ippeared in its issuss of August 19 and August 26, 1960,
in which it urged the need for rules of fair play to. guide congresslonal,
1nvest1ga.t10ns If this subcommittee,; which has so great an oppor:
t.umty 0 promote our iree enterprise system at a time when com-
munisi is gaining new adherents, is to earn the respect of the American.
people ‘end the - business’ oommunlty it must cease its .aftacks on’
résponsible, dedicated .individuals, Tt _must. also discard its precon-
ceived ideas and beliefs which have long since been dlsproved by the-
performa.nce of American. industry ‘sinee the 1930%. .

It should be noted that dufing “the 83d. Congress the chmrma.n of
the subcommittee was the sponsor of a résolution to establish a code:
of filir procedure for-congressional committees. . Tt was supported by,
19 other Senators Among the prov151ons of this resolutwn were, the.
following:.... . . - y i

0 A1 >Approval of rfull comm1ttee reqmred:-for 'a.ppomtment
- of subcormittees with. less than three members.:
12, Selection -of::committee: staff : and::personnel: sub]eot to
f‘approvai of:the: ma,]onty of committee members, i o T
w30 Written notice must be: given16 hours iprior to’ comnnt-

i :teb Theeting,unless waived:by committee fajority. " =
< «4. The resolution ;setting forth, the:subject ‘and : scope 0
committee: heatings -or mvestlga.twns miustbe specific. and:i
:ean only be-amended: by majority.vote-of -full committee.
.+ -bv-Bubmission :of any" oécml committee -report to all.: -
;- members:24 hours prior to- its conmdera.ﬁmn by: eommlttee i ol
requ.lred D NTTRREST

it 126, Testimony:itaken:in executwe sess:ons,..c&nnot ba Te- i
o :-.;lea.ced by :members or-staff without: 'mor a.uthorlza.tlon by-‘-.f
ma_!onty ‘of full.eommittee. - % *:¥.: ‘

' o7 Twenty-four<hours’: prier: 4not1ﬁca.t10n must be glven
. - witness called by :‘committee; outlining the sub]ect ma.tter on
... which the witness is to be interrogated. DT

2 Thid., pp. 8011-8012.
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8., The right to. make an. oral statenent;or submit arsworn ,.
" statement is given fo every, witness, and: the staterment. must
be mcluded in the transeript of the hea.rmgs.E

9 'Bl.el‘ea.se of Ista.temeht,s (i) erial” é}.dversely:= hﬁ%ctmg

10, Persons adversely aﬁected by testml ny‘t.a,k nin’ ubhc
heéarings “areé ‘given the right to cross—exa.mme witnesses in,
piiblic hearings, 'represented by ‘counsel,” and subpoena;
witnesses and d ménts on’ tl eir beha,lf a.t the dis -

Srsong versely _ﬁected By, the aof testmony
ta.ken in executlve sessmns are given the same rights o cross-'
ST -agAf-the:testimony:had: been ta.ken m

“The" only ]ustlﬁca.tlbn _
has granted to this subcommittée is
free competltlve enterprise, .This
antitrust’ ‘laws ‘and"dre, of ) necessmy, a.p
enerally. “For the’ P st'4'years, a’s
scted to investigatory procedﬁres Whmh ‘Wou d be more |
appropriate’i a criminal action than in & congressional investigation.
A examination of the record fails'to indicate that the staff recognizes’
that any‘of these companies have made any ‘contribution to the wel-"
fare ‘of the Atnérican-people by produclng “better products, providing
employment ‘to millions’of our citizens; and "upplymg the “Federa

Government with the revenues’ which' thelr ivities make possible. "
THe issues involved are far too important to be'treated in this cavalier’
fashion, and the*individual firms have suffered irreparablé damage
even’ though they ‘have not been found ‘guilty of any violation ‘of
Federsl law because of ‘the manner in’which the’ questions' ‘
sented’ durmg the 1nt.err i it :
majority’s ‘teport: ‘ R o

It would be 1mposs1b1e to a.ttempt to refute the many-uisub-’
stantinted ‘and: seleeted::portions -of :the: testimony’.which: have been
included on drugs forreasons previously stated and; at the same time,
meet the test of éoncisenegaiand dbjectivity: requlred of Senate reports.
A careful review of-the:voluminous-and: exténsive:transeript, including
irrelevant and misléading charts-and:exhibits, cléarly shows that those
statements by reputable withesses dlsprove the preconceived:ideas of
the miajority’s stafl.: However, they were' totaﬂy ignored in the prep-
aration-:of: its: report ~Here:is -an sexample..- " The majority: report
makes reference:to: throb-case: -histories attackmg three gpécific- drugs,
namely: -chloromycetin, . manufactured - by "the: Parke:Davis Co.;
decadron, hanufactired. by Merck &:Co.; Inc.;:and dla,bmes, manu-
factured by Charles Pfizer & Co.

Therminority: reiterates: its ;pogition during:the: hearmgs th&t the
Antitrust and:Moetiopoly: Subcommittee serves:no:legislative purpose
when it presents merits and demerits of: 4. certain: ethical: drug. In
doing:so; the sibcommittee ot onlyigoes-beyond:its jurisdiction but
it alsoinvades ithe: provmce of: physmlan-patlent elatlonshlps and

R “The Shame of Congress,” a Printers’ Ik repriiit of ite Avg. 16°and “Ang. 26, 1960 specm""

promota ¥ nd further ,Amerlca,h"
[T "’Whlch.undr _hes our*

Dp. 12~
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it catises great ‘Cofiderti i this's f ‘thie Hiammed drugs and:éroates a
loss of confidenice of the pa,tlents sing the named drugs in the doctors
prescrlbmg said’ drug B _

It i5"impossi le to A tailed: itends” eontamed in
the majority Téport with teferéncs to said’ drugs which are mlsleadmg
The witnesses during “the hearings- represénting the dru companies
fully explained their position with respect to the above thréé'named
drugs, however the e*{plana,tmns AXE not fully reported in; the ma]omty

page’209; severely imipugns the
the drug companiés' which testlﬁed in its’ advertlsmgl )
made by Merck in- promotional literature at the time décadron was
introduced were based on the clinical results then' avaﬂable “Ag fur-
ther' ‘¢liniical ‘evidende "scerimulated, ‘these  claims ‘were modified to
represent ‘the “best estlme,te obtemed from’ a*broad” program of use.
See page 8879 et seq:, record 'of heatings.” In -an‘effort to convey a
different impression, the majority report fails to indicate that Merck
based its claims on the’ work of mOre tha.n 390 mvestlgators as shown
in thé Tecord on page '8880"

The*majority’ Views ‘present s hlghly dIStorted irdge of an in-
dustry that has given the ‘American’ people the” best drugs in the
world ‘and  unsurpassed ‘standards-of health. In fact, in the opening
sta.tement of the drughea. ings on’ ‘Decembeér 7, 1959, the chairmian said :

" While this.country | has the best. drugs in the World it would
appear from, the great number of letters, which the, ‘uboom-
~mittee hag recewed that .many. of our citizens, are. expen-
_encing difficulty. in being able to purehase them

In view of this extremebiss demonstrated: tbroughout the ma]onty 3
report, it is questionable whether there was: any: need!to: hold these
extensive hearings. The same basic conclusions could have been
drawn on the basis of the preconceived ideas of the staff without the
necessity or expense of immobilizing Senators or members of an
important industry in order to produce these unwarranted conelusions.
In fact, these same views were found in such diverse industries as steel,
automobﬂes, asphalt roofing, and bread.

There are 180 million people in the United States, and the letters
receivec by the subcommittee hardly can be considered 2 representa-
tive sample of public attitudes toward an industry which has length-
- enad the life span of our population and has restored many hopelessly
ill people to good health.

Dr. Austin Smith, president of the Pharmaceutical Manufacturers
Association of Washington, D.C., in his testimony stated that:

Many of us recall from personal experience in our younger
days how often we had only prayer and hope when illness
struck, and the kindly sympathy of the physician. This has
changed and in the short period of & quarter of & century,
disease after disease has been erased from the list of cripplers
and killers, and as I will show you later in the presentation,
there isn’t any disease left to my knowledge that the pha.rma-
ceutical industry is notiin some way attempting to attack

:; s'égdmmteted Prices,” hearinga before the Subcommittce on Antitrust and Monopoly, ap. cit., pt. 14
P. .
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4 «toda.y These discoveries have been made.possible.in large. .:
.-part by the development of the.drug industry, and. of course ...,
with the cooperation of doctors and pharmacists and others .

: Lo Who are-actively .engaged in scientific, fields’ 'This is'a team .

© project. - But when it comes to drug therapy, the. ‘pharmaceu- -
tie mdustry has taken the ploneer steps and led the o

-Way (R EE 7 T

N the : urn.of; lihe' 'c'ehtur the was

" than 50 years. ' Today it is almost ‘the b1bl1cal three score,..

.-and ten,, : I have also;found that they. are interested:and

unpressed when. they rea.hze ithat . t.here LAT8.. m1lhons of .

-_?_Amerlcans living today . who, would "have been dead 1f ‘our. .

Nation’s. death ra.te such .ag emsted roughly 25 y i '

_had continued... il , .

. In fack, . sta,tlstmal ‘ : g,. o

“seems. ﬁlled there. probably are. 11 or..12. people presently-

... alive who' would have been dead:if, our death rate. of . 1935 =

.+ still-existed. .: And: I -cannot help ‘but wonder . W}nch of us.-,

.- might have be.en included in,the 11 or 1

%n the next chart there is a presentatio of the s.dva,noes_

. that.have been made, and I would like to stress this with:

- full recogmtmn of the. fact that this is'a cooperative medical . :

tea,n_l result. :You willisee that these rates.apply to ages that

.shall we say, susceptible-to. the effects.of drugs.  These . .

. young individuals’ like the older eople are the ones Who

“have diseases s0-commiohly that f&ll ‘before'drugs. "

"And when we look 'at this chart and‘find that babies unider
1 year don’t die ds freqluent.ly s ‘they used to, and thosea
little older less fréquéntly; T think: ‘again we have s conerete

-example of:what: that may-mean 40 jour: own fa.mﬂles our‘
own children and our:; grandchlldren also g :
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CHARTH

Your Bubles and Child
ive

The riext’ cha,rt s, further mdléatlon of the Way dlseases_
have falle fore the onslaught of modern medicine.. ~ '
"And again” T emnphasize’ these’ becduse ‘these discases are”

gngs ‘that are particularly snsceptible to the effect of drugs i
*
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CHEART 2

reported t.h the U.S. Trea.sury g&med more
than & bllhon aTs and almost '$6 billion was.added to the™
na,tmnal mcome 83 a result of the declme in mortahty rates_
siee 1937.8° ' . S

Dr. Smith also stated that:

Furthermore, there has been no missile gap in pharma-
ceutical research. While the U.S. pharmaceutical mdustry
bhas been leading the world in the development of new
medicaments, spurred by the incentives of the free enter-
prise system, "the Soviet Union has ail but dropped from the
race. No sm%le new drug is attributable to Russia in the
42 years that have passed since the October revolution. On
the other hand, the U.5.8.R. has freely pirated American
developments and is gelling identical drugs in world markets
at a price advantage, presumably as part of its effort to buy
the friendship of uncommitted nations.™

# Tbid, pt. 19, Dp. 10616-L0617; obarts, DD. 10853, 10664.
*Ibid B 10680, Bansiads
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vA: chart®:was);included in .the; hearings: by Mr:: Connor. which
dra.matlca]la hoy lA_menca,s progress.in: pharmaceutmal research, :
ately.

: onmcosr;aoms
VS “THE SOVIET«

mscovr-:nv Q
UNITED STATES

UNION.,

“UNITE

CORTICOSTEROID =" .  STATES |-

CORTISONE (!934,91 v o

HYDROCORTI

FLUDROCORTISONE

PREDNISONE

PREDNISOLONE
METHYLPREDNISOLONE, . . . ({2571 x

TRIAMCINOLONE o
'DEcAonoa;"‘" g

# Ibid., pt. 14, p.

81327 O ~62 =19
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/'Théte ‘wasts/ time when:ths~budgets of most’ States were heavily
laden*with the’expendss of maintaining tuberciilosis sanstoriums, and:
mental hospitals are still & major item in the budgets of most of our’
States. Irrespective of the charges made by those who have a bias
against the pharmaceutical industry; the fact remains that by and
large the cure of tuberculosis:is no longer a majorsitem in the budgets
of most of our St nd rapid progress is being made in finding cures
for mentaliillwess. ¥ {008 0T 20 mMTATE Gl oo

Dr. Smith also said:
The next chart * is just one example of how these savings
come about for the patient suffering and for dollars. You
..can see. what. a drug or a group of drugs can do in one field
when that -fleld i céssﬂﬂy approached. Instead of the
hedvy ‘expenditures .as ‘suggested above the centerline;:we
....find-an.entirely different picture or trend.below the line.. ..

.G RT 3

 TRANQUILIZING DRUGS

. Returning thousands of patients.

7_8aving millions of taxpdyer
. dollars |

JILIZERS
N e

»

948 WO SO 'Si 'S2 W3 ‘B4 'S5 S 87 S8 ‘B¢
. Sowcsn ol chtt: “lnalyila of Papulation Radwerien i biw York S
Maniel Horghiats Durtag the PRl fowt Yads of
avga-Senls Thovapy with Perchatropic Qonps”s
Dapurimvint o Mertol Myglion, Sos of Mew Tab

® [bid., pp. 10617-10618; chart, p. 10656,



-ADMINISTERED PRICES—DRUGS 283

‘Testimony before the subcommlt.tee shows. that there are 200,000
pra,ctlcmg physicians in this Nation, Only a handful of witn
.appeared who were: critical of the practices of, the drug’ 1ndustry' ‘In
‘this regard; during the course of the hearings, Senator Hruska said:

* * * ywe have had a series of doctors who are individual+ -
members of ;8 profession numbering in. excess. of 200,000.
:‘These witnesses have not;been representa.twe ether oﬂicmlly
or in fact, of their profession. In the main, ‘they haye pre-
-senbed nonconformmg, antagonistic .views, clearly not.held
by the great prepondemnce of their professmnal brethren

i the: drug industry is guilty of any illegal or improper
acts, the witnesses called so far, the, nature and character of
therr testimony,. and their, obwous ‘bias are indeed. a poor,
.unsa,tasfa.ctory way in which to, make acceptable proof.?

Among the experts who: ‘testified 'on ‘behalf of the ‘drug 1ndustry was
Dr. Philip 8: Hench;who for 35 years. waston the staff of the Mayo
Clinic and ‘was awarded the Nobel prlze for hlS Work in the trea,t.ment
of rheumatoid: arthritis; '« =5 i -

Certainly, in evaluating the testlmony of doctors ay Wlth any sother
professionin our society, the value placed on: their achievements by
their:peers is a major ¢onsideration.  With few exceptions; those who
appeared on ‘behalf of the: majority’s’ staff were:doctors: who ‘had not
achieved any:substantial recognition by their colleagues.. This fact
should not be unexpected i view of the character of the witnesses who
appeared in opposition'to_the ‘drug industry, as most of them were
comparatlvely young and had not had: an- opportumty to achleve dis-
tinction in itheir choseén field ‘of! actlvzty

Unless we areto socidlize the‘entire’ development of drugs 8 proﬁt
motive must play>a role in thedevelopment of newand superior
ph&rmaceutmaﬁ products. When someone says that proﬁts for the
drug industry should be relatively smaller if.the corporation recog-
nizes its social responsibility, that person should be in a position o
say what constitutes a profit'within the realm of e Ogmtlon of socml
responmblhty .

It is very easy to makes sweepmg charges as long as'it is ‘hot. neces-
sary 'to' De specific.” ' If the public is being exploited by high' drug

rices, it is not ‘only ‘a violation of the concept. of social responsibility,
gut competltmn itself ‘has‘failed.” “If 4 profit is being made ‘to hire
+people, stay :in business, pay dividends.to:-those who:put-up risk
‘money, and: to develop funds for reséarch:and modern bulldmgs and
“increase production;-there:is no violation of social responsibility. :-On
‘the contrary, there-is-a justrawareness of busmess respons1b111ty and
“th'e moraliobligations .of management.-:
~“What is-apparently completely: overlooked by the majorlt.y 8. sta,ff
:ig - the-fact-that~investors in this industry have:alternative oppor-
tunities i0 use their funds. They are under no‘compulsion:to finance
research and improve the health of our people. The record clearly
shows that the drug industry in this country hes been one marked by a

henomena,l growth stemming from develorments during World War
f 'ig ‘algo one'in which the risks of failure are'imiense; and any
well ' aware that 1f an ind ustry higg siieh’ characterlstlcg,

' mlbm.pt ls,p 16317,
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it normall{

8 product ;
. ME. John T _Corinor,‘ presuient of Merck (
‘revietwed his company’s expenence in* ploneerlng W1th the development
‘of cortlsone He sta,ted that: s o

By 1952 the compemtmn had knocked us down to 76 8
peréent.”* But a-hurder blow cas 1953,/ Thit ‘year our
shire of the market slid ‘all ‘theway '

That Tesson in' merchandising ‘wa¥ one of the'fs

Us to merge mth"Sharp & ‘Dolime;’ Whlch'had something 3 we
at Merck did- ot ‘thért ‘possess—a finé galas forca’ specmlly

-trained; to-service the medical: professions X *. *&¥.
... :As in ‘other industries,.our-driving force is: proﬁts But -0
- unlike other-industries . the- smgle most effective way to- earn:
those profits is by malnng emstmg products obsolete, 111-‘ ;
»cludingour-own.: g o :
-+ +*We-do. this. through research The esult s 8 rate of
- obsdlescence unknown élgewhere. -~ More -than .80 percent-of
rthe prescrlptlons written during: sthe third quarter: of 1959-for

- -the-drugs had:not yet.been: born.. * %% s}
+ .-As yourean see, Mr.-Chairman, in this-battle- of product
obsolescence WE; are -waging war "with- ourselves as. well: as
with our compet1tors here and..abroad.’ Our. research-labo-
..ratoriesiare just.as busy: knocklng ot their.:.own -creatiy
achibvements - a8 vtheyf-.;a,re ockmg oub:- those: of : Merck’s
(zcompetltors Ay owrae :

n. 1958 we. h1t What I opefwﬂlzbe & 8, bottom,
“low of 172 percent. ‘ '

we s - sOVED ;more. . significant & * * “Cortone,”. our
'the: orlgmal steroid, .¢oTtison ropped from 100 percen of
“all new. prescnptmns written in 1950 .down.to 3. percent in

1956 and .was off the chart as'a separate item by 19582

i-AlL of thevevidence: adduced:! ‘during :the zcourse:'of - these hearmgs
‘clearly shows that the modern-drug industry is:highly competitive and
:that there are:manyrpessibilities:not only:for-productivé-obsolescence
‘but even ‘the death of ‘asfirtny itself:: s Hence; under-such ‘conditions; it
_ is to be expected that the rate -of:return: son ‘capital would: be: J:ngher

‘thanin}all manufactiring ir-order to-partially; compensate for’ the
-greater: risks ‘thatvare’ inherent in''any sendeavor :iwhere.: sclentlﬁc

:adva,nce norma.lly takes place 80 rapldly

: 'B.,]OYS ym HgSs, pex yer;
,mterested mcreasmg his' i espan and rema,mmg in go reatih
‘There can ba no guestion of the fact that the dever pment-of nev

nma £, 1
'3 802'7
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drugs, and’ particularly the antibiotics and other so-called miracle
drugs, have supplied the medical profession with new tools with which
to improve the Nation’s health and general well-being.

A gtudy by the Metropolitan Life Insurance Co. shows that during
the calendar year 1911-12, the expectation of life at birth was 46.6
yea.rs % In 1960 it is 70.6 years.?> Kven though modern drugs

be expensive, those who are enjoying a full life are more than
ng to pay the cost.

Smith, of the Pharmaceutical Manufacturers Association,
prevmusly referred to during the course of his testimony referred to a
study by Dr. Jules: : ationally ‘' known' ‘economist and
professor of economics &t the New York University ‘School of Com-
merce, Accounts, and Finance. .In:Dr. Smith’s prepared statement,
he referred t6 a pomted observation made by Dr. Backman about the
price of drugs by stating that

“Tf drug g pr
1939,” he said in “Odtober 1959
ab lea,st another billion d
now consumed.” %2

Dr. Smith continued:

Dr. Backman’s statement emphasiz
the prices of the products of thls ]
drug industiy.in recent:years; 5

In o period’ oficontinuing - inflation; - the' who esale price
of drugs consistently since 1948 has resisted upward pres-
sures—rising only 3 percent in the past 10 years. This has
oceurred, mind you, at a time when wholesale:prices of all
industrial products were, . pé

wages went up 70 percen
demands for expansion, ¢

I think I should a,dd
the most effective new d
not on the market 10 year, .
included in the BES figuresi ' But if it were somehow possible
to include them; the'available evidence on the trends indicates
that theirinclusion would resilt in'no' substantive cha,nge in
the commendable price performance record of this industry.

This subcommlttee is; _however, understandably inter-
ested—ss-is" the drug ‘mdustry—ln 'the- ‘price‘the" consumer
ultimately pays for the product:

Aside from humanitarian reasons, the drug industry has
a solid and logical economic purpose behind its interest in
reasonable prices for consumers. Successful and proﬁtable
business operations, in this industry, are possible only if there
is a high volume of sales in drugs. These sales, obviously,
will diminish if retail prices are too high—if they prevent
the widest possible use of the product by the consumer.

:: iﬁmtlsttcal Bulletin,” Metropolitan Life Insurance Co., vol. 42, January 1961, p. 8.

’!l(;;%gininistered Prices,” hearings before the Subcommittes on Antitrust and Monopoly, op. ¢it., pt. 19,
P N

. dus try were
hey conseq tiyare not
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#Lh CHaRT 41

"::Drug Prices Held Down
e cowhile. o
Busmess Costs Solred

: 1948 1958

WAGES* v/ ../da

.......

BN
- [ constaucrion £8 'WHOLESALE ..
- . DRUG PRICES. -
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..- Additionally, of .course, each company is confronted. with
©.-constant,.competition’: from., other.. companies. within . the. . .
‘industry—eaeh’ iattempting. to gain g larger part: ‘of the ..
...i1 miarket, -each attenpting to; buigld sales by s combination:
Lo ioof creatmg better medicinals .and’ broadening : their- -USage
5. threugh .prices. that, are’ lowe tha hose gther. oompames s
chaige for similar produets..

ro.. = 1How.do retail -drug prices: oompa,ro Wlth those of otheri:"
oommodltles essentlal 40 tho U.s. cltlzen for Well-bemg andg o,
secunty b N
; The fa,ct. is that smce 1947—49 t.ho re all prlce of. ,drugs
;x_i‘_‘&nd prescriptions has risen, ot more, but somewha,t Jess.than.. ...

other elements of the cost of llvmg (a rise of 21.4 percent

compared with '23.7 ‘percent). ‘Rents. have -gone up’ 38.7

- ercent ‘persona,l care' 29_:parcent nd- tra.nsportatlon 44 3

2 T 't.oday, de pi
“said ‘about ‘drug ‘prices, ac 'mlly 18 §pending ‘ahotit’ the same
paré of his incomeé on ‘dru gd°as in"1939, before most of "'ur
‘specific high potene drugs were' ava,ﬂa.blo ‘
T :Drug prices; in- g;.ct “have “incrédsed _nly abOut haIf' the
“extént of fees'for, doctors and dentists~tand’ only'one—fourth
“ag'much as'the rise’in hosplta,lrr fog ¥ ki :
Interestmgly enough, the far®more” éffectivé drugs of
“1960 actually takeless out of es.ch dividual’s health dollar
_than they did 30 years ago.® 930,20 centé of ‘sach
“American dollar’ spent for hea,lth'“purposes went for drugs
tind sundries.” “In “1958 it' was 19.9" cents=“clear -evidence
“that the’ price ‘of ‘drugs has 1ot rlsen rels,twe 0 the total
~expenditures for medical care,” 7 Y -
- These drug prxces incidentally, ace ‘unt for a,bout 1 periny
“of “each pérson’s’ disposable ‘iricorhé.”  One cent’ for’ drugs.
< Conipare that ‘with the 5 cents’of every dollar that’ goes' for
Jiquor_and tobscco, or the 4 cents spent by the average
‘Amerman out “of ‘ach dollatfor ‘entertaifiment:s

ery .fact that ma,ny 1nd1v1dua,15 Who Would have dled from
pneumoma dlphthena or pollo at an earlier-age are today among the
aged is one of the reasons for increasing concern-to provide medical
care for this group, and this fact. has undoubtedly contributed 1o the
interest in the investigation of drug prices .
Any’ d:lscusswn of medical care and drug.p ces ust al o include
the amazing revelation; that, modern Science has made it possible to
cure many: diseases that formerly involved 4 hopeless burden on the
patient’s. family. and . a terrific:social cost. ,Furthermore, in terms of
earning power, there has been a deczded economic advantage ‘which
has benefited many. of our, people:. .,
Although medical care is necessamly an expen ) 1tem inthe aver-

- age family’s budget because it now embraces 0 ‘many addltlonal fea-
~tiares’ and sérvices: that were not formerly available, it is’significant
- that a'study prepared by thié Joint Economic Comniittes on November
“10; 1959, shows’that thie entire edst of medical care in 1958 Was
;:$16 384, mllhon Of t.hls t.he cost. of drug preparat1ons -and: supphes

' ﬂlbid "pp- meas—maw
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wWas- only $3,261 mﬂhon o1 19:9° percent ‘ofthe total 2 Thig includes
proprietory 'a§ well as: ‘sthical drugss™ AlE:medicsl: care was: only 3.7
percetit of the grass national product of $441 billion in 19585

This' inquity i directéd primarily to - ethical: drugs that is those
which” are ‘gvailable:te individualsion’ “pregeription. “There: ‘aré three
stagesiof tesponsibility‘to: ingure that an individualis’ amply protected

First, there is the reputation of thésupplier B :

Second ‘thereis the professional mtegrltyf ; <It is gen-~
erally’ conced ed that thetei is ho group'in our society’ 'who has'to undergo
a more rigorous training in order to fulfill his professional fésponsi-
bilitigs than those who'are practicing physiians: Furthermore, every
doctor Has to subscrlbe to the Hippocratic'oath, whickteads:as follows:

I swear by Apo}lo the physmla, and Ascleplos 2 ‘Hea,lth
“and All-heal; and all the gods.and goddesses, that, a,ccordmg
to m a,blhty and judgment, I'wﬂ% keep this Oath and this
.stipulation—to reckon him. Who taught me. this Art equally
.dear to me as my parents, to:share my ; substance with him,
.and relieve his:necessities if required ; to look upon his. oﬁ-
‘spring in the same footing as.my own, brothers and to:teach
.them. this art, if they.shall wish to learn it,. mthout fee or

' :st1pula.t10n and that by . precept Necture,_, and every. other
‘mode of instruction; I will.impart a, knowledge of the, Art to
AIny.own song, and those of my teachers, and . to_ disciples
“bound by. a stlpulatmn and oath “according to the law: of
‘medicine, but to nene others. .. o1k
.- L. will follow that. system o‘fﬁreglmen Whmh ,..according
_my: ability .and .judgment, I.consider;for, the benefit, of my
- patients, a.nd abstam. from. whatever is:deleterious. and mis-

‘chievous. I will give no deadly: med.wme to..any one..if
.asked, nor. suggest any, such counsel; and:-in like, manner I

.will not.give to a woman a pessary to,produce abortion. With

puri d.with. hohness I will pass my life_and: pra.ctlce my

o ot
f ,aboumng unde the 4 tone yut.
. leave this to be done by men. who are practitioners of this.
©* work. ‘Into’ whatevér housés T ‘enter, T will go"into thern
; for*the"benéfit of“the sick, and will* a,bsta,m from every vol-
untary ‘act of ‘mischief’ a.nd corruption’ and,” further, from’
* *'the 'seduction ‘of females or malés: :freemen and sla.ve
. Whatever, in connexion with' ‘y prof ‘ssmnai ractice;
“fiotin connexion with it, T see or heat, i the
whidh ought not to bespokeri-of abroad, '
a9 reckoning that all “such’ should b lcept‘
ntinué to keép this Oath uhiviclated; _
me to! en]oy life ard the pra,ctlce of the Tt §
men, in all times! But should T4

or’c
life of ‘men, - .

‘Before.é teﬁng mto(pra,ctme very physw nmust serve!
»Shlp and.- be licensed by 1. of our.50 soyercign States-to. praetlce medi-
.cine,:~ He is also under. the discipline. of complymg with the. ethical

e Roberts. Markley, R rends i ‘the; Supply “5hd Déthand’ 6f Medical Oare,”
wH:h the study of employment, growth, and price levels, Joint Economic Oom
Unitﬂgi1 dSl;rAtes5 86th Cong., 1st sess,, p. 54, .

h p

epﬂred in* ponngction
.—‘ ongress ot the
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standards: of his: State .and: local medical.societies... There are few
other.. occupatmns where the pubhc s 80 Well protected from mal-
practice. = i ) Tis :

Even though a doctor asmgned to o oase. 1s hcensed and has taken
the’ Hlppocrflttlc oath, in those cases where' a' Teglstered Hiirse is also

employed, , too, ha,s assiimed the" réspotisibility’ for high profes--

sional ‘ethics ds mdl('ated in‘the following code for professional ‘nursesf"

adopted by t.nerlca,, Nurses Assoclation as rev1sed in 1960 '
1.{ The', funda.mental responsibility: of the. urse is to oon

" serve life, to alleviate suffering, and to- promote health, . .~ 7
.= :2..The nurse provides, services based . on -human need e
i_:mth respect for- human. dignity, unrestricted by cons1dora,-?' '
'blOI]S offna,tlonahty, race, creed, color:or status. s
-iThe, nurse .does: not use. professmnal knowledge and
kill.in any. enterprise- detrimental to.the. ublic good: . '
.+ 4. The nurge respects. .and holds.in COI].E(IGDOB a]l mforma,~, [
s O of a.confidential nature obtained in ther. courseof, nyrs-. L
v ing: work unless’ requlred by law.to divulge;it. . .
5. The nurse as a citizen understands and upholds e,
awsand. performs the duties of citizenship; as.a professional ..~
erson the nurse has.particular. responabﬁlty to work with,
;other citizens and health. professions.in. promotmg eﬂorts to
meet health needs of the public.
i+ 6. TPhernurse:has. respons_lbmty for membership. and p
tlolpatlon in the nurses’ ‘professional, orgamzatmn P
7. The-nurse participates re onsﬂoly indefining,, a.nd up
olding-standards of professmna?l practice and education.,,
- 8: The; nurse. maintains professional -competence, and:
demonstrates concern for the competence of other members
o‘fl the pursing profession. ..,
The nurse;assumes: rospons1b111ty for mdwn{ua pr gs .
inde .

10N TLICIPE,
conditions of ‘ém-
11 The nurse,
actic

)
réfléct cradit’ upon'the profession. " +*
_13. The nurse may, contribute to research Y
comrhercial prodiet or service, but‘does otlend’ professmnal

of hurses who advértive profess1 nal
he 'gmty of 1
professmn T i AN
15.. The nurse has an obhgatlon to protect the publ
Tiot delega,tmg:to ‘8’ pérson’less quahﬁed ANy SErV
requires the profes i 1]
16. The nurse withy. and’ susta,lns
i:r+fidence’in nursing -associates; the-physician;.and other.mem-
bers of the health team.

AL
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T The nurse réfuses to pa.rtlclpate inunethical procedires >
and asslifiés theé responsibility 'to. éxpose incompetence or
. unethical conduct in others to the appropriate authority. =

Thll‘d ‘there is the 1nd1v1dua.1 pha,rma st who has the. ‘same] terest
a8 any local merchant in retaining the goodwill of° his customers. On .
this basis alone, there is every reason to expect, that the medical rieeds
of every 1nd1v1dua1 will be carefully considered.. Those who are too
poor to pay for drugs will usually be supplied with the ‘Pecessary
preparations at”clinies or *-through free s&mples urnighes by drug
manufacturers to the'docto

Our piimary ST ¥ with’ ‘those- mdlwduals Who
are i’ the middle group ‘and’ are-burdened: with -excessive
medieal costs, but here agam ‘there hiss been little: recogmtlon ‘of: the
fact that'in’ ‘relcent Years there Has been a Wldesprea.d ifiérease in health
insurance of ‘all ‘kinds and ‘any ‘of the more advanced: pohcles 2ls0
include ‘the’ pa,vment of ‘the “cost 'of ditgs’ and similar prepara,mons
In many’ “of thése” ciges,’ the ¢ostsof ‘these - InguPan e programs: are
t0Ty" bsi or “they- are a,bsorbed entn‘ely by

would be tragm to attem t 10 ® olve the ploblem of hlgh drug
prlcesk‘-by reducmg the’ number of ‘medications’ available: to: sustain
life. "Our“competitive system is’the best ‘fisthod: of insuriig
progress. ;
Dr. Wi (¢ Maleoln| “pregidentof the Americin: Cyanamid Co., dur-
ing the course of h1s testimnony béforethe” dibcommittae; reviewed
the vast incredge.in the-tesearch aiid developriient: ‘budget: of his com-
pany, which in’ 1939 was $300; 000 ‘arid ‘had {glown?‘bo more, ‘than"$214
millior’s, year by’ 1945 By mount lad rigén to more
 than §4# milljon 3 : AR i
Furthermore, I_)r ‘\JIa,lcohn 1nd1cated th 'vast ga,mble that any
pharmaceutlcal firs derta,kes when'it elo He
testlﬁew as follos

Twenty-ﬁve years ago Lederle: was g P ,
of.antisera 'which. were then. the only eﬁectlve tre t.ment for'
pneumonia. - You,can,see that our f over half _
a million dolldrs in the antisera was nearly w edou
year by the introduction.of the sulfa drug , o

“We. immediately went to work in the sulfa field a,nd de-.:
Veloped a valuable new sulfa’ compound Sulfa.dmzme, Whlch":.
was' 8 _potent., weapon .against 4. wide.range of irfections,”
as well as pneumonia, and ha h ‘markably II].lld“ and mfre-:
quent side: effects., .

. Younay remember. how sulfadmzme ta.blets saved—the hves\_
of thousands of woun ed soldiers in World V adr_II-.f,' ‘But, the
introduction of penicillin in 1943; ‘made. rapid inrosds en the
sulfas,. . They still haye & role in, .present-day therapy but__,
our 1959 sales of sulfadiazine were only 10 percen’o of what
we; sold in 1943, .. . IR :

The same. story as "en repeated agaln ‘and again with the
ant,lblotms Qur, own. __Achromycm and the other brands of
tetracycline largely,: :uperseded our (Aureomyein, * *-

w;id::;mhtered Prlée’s,” hgarings ‘before’ tha Submmmittee on: Antitrusf. and: Monopol op cit i pt 24
Lt Ibid., p. 13626, T e sy .
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It was fortunate for.us that we were.one of those who:des: ..
Veloped tetracychne r we, would have lost heavily. Sinee’ | .
- the introduction. of tetracycline .in: 1953, our. Aureomycm:.-g'
" sales. have dropped from $54,500,000. to. approxxmately $15: . ...
.. million .a -year.. The’ extent. to Whlcb. neéw: competing broad, “ .,
. spectrum. anmblotws made.inrc ds ‘on this. market is vividly "
311 ustrated., * * *_ :
. How long wﬂl our Declomyem remain the most 1mportent
_new.antibiotic?:\ All I am sure of is that neither Liederle nor.
dts compemtors will relax in. their offorts to dlscover better S
drugs—if left free to do s0,. .. ;

Although these heermgs have du‘ected attentlon pnma,ml 1o hose
‘druge-that-are actually on the market; Dr: Malcolm showed that'$37
-million have been-ihvested in: research in 1mportant diverse areas with
‘nosignificant ;commercial: products ‘to ~dates ~This -includes::$10
‘millionforlive polio vaceine, $7 million: for cancer'research,. $3,500,000
for: tuberculos1s drug’ research and ~$186,500,000 for dlugs for hea,rt,
‘-iidlsea,se, virus:disesige; central? Tervous's stem febe.® s
- Everyone whois: familiar with-the American economy knows tha.t
it ig imipossible to finance ‘a research-:program - of this type unless
' suﬁelent revenuesiare réceived fromrcommercial products iniorder:to
:pay-these costs:: ‘Otherwise, ‘the: company will undoubtedly gobank-
TUpPH Ia,‘,ud cease: to ma,ke any: contnbuuon to the welfare of the Amerlcan
fpeop g sl ¥ =

-:Although ma,ny 1nd1v1duals rega,rd he drug mdustry ‘as - statlc,
a,nother chart. which 'was introduced ‘during- the':course :of: Dr.- Mal-
-golm’s testimony: shows thit less! than one-halfi of: the drug sales of
~hig ‘company camo:from produets:that :were-more: than-5 years:old.#
This fact alone indicates the importaneelof: research and development
in terms of maintaining the position of any firm in this industry. If
these new products had not been. developed, 1t'1 is certdin that by now
this company would have ceased to.have been an important factm in
this industry ‘that aﬁects thé health and well-being of every citizen.

No Government agency ean possibly be ehargecl with the task of
meeting the health needs of the. Amencan people as well as & privately
operated competitive drug industry. .

Dr, Albert H.' Holland, former medieal dJreotor of‘the Food and
DrugﬂAdmlmstra,tmn S&Id i

- Fhe naive belief thatif the roduot was not good the
'I‘DA would::prohibit -jts sales’is:just not: reslistic.- EDA
labors long and dlllgently to protect the public bat. the fact
-of the matter. is-that it is completely impossible for FDA. ..
‘to check every - bateh ,of every product. of, eyery manufac-"
turer that is marketed. Hence the integrity and reputation
of theimanufacturer ‘agsumes” unueua',l sugmﬁcance where
fdrugs"“’

The human’ bemg is an extremely complexo g‘emsm ‘Fthere are
few individuals who react i in.exactly the same manner to a given'drug.
This faot alone makes 1t Tecessary for both drug manufa.cturers and

pi13627:¢
ﬂ]‘.bld,pt 14, p. sms



aspirin and’ similar preparati p Cessary
to prodiicé”and-stock literally; thousands of compounds in‘order to
serve the' American public adeqtately: - In niany cases, ‘theré’is very
little movement of some of these preparations, and: mventory and
carrying’ chargéd" gre high: “ "This factor is respons1ble for -the high
markiips throughout-the’ disttibution phase’of the diug business. If
there'were fewer preparations and’ they-Wwere faster. moving, it'would
be possible to eﬁect many econormies 1n d1str1but10n ‘that" are ‘nob
poss1ble today. o b i
- erFurthérmors, a.ny cateful exa,mmamon of hege- hearmgs shows, that
every- respons1ble manufacturer-is-concerned-with:extensive - clinical
’bestlngaand quality confrol:in order:to théet-standards, that-exceed
ithose ‘of the-U:8: Pharmacopem;” While it is perfectly true: that:it
swould:be-legdl for & firm to:gell a. product:that: mét- the-minimumn
standards, most established:. organizations: attempt. to. manufacture
the1r product. sothat the %surpa,ss ‘thése qualifications by wide margins.
+:On the ‘other hand; there:is:a:maximum. limit on:the.potency of
fevery drug;and:this: factor imposeé inspection: processes-upon most
amufacturers: which ‘are not: found in :other .industries. . :Although
revery: firm ‘sttempts. to’ build.a: reputation- forboth: itself.-and  its
products, any company manufacturing drugs where the life;.and
.health rof our:people is: concerned- has':a responsibility that: extends

beyond that normally expected of any -commercial organizations. -
w: Again, Dr.-Austin: Smith, president ofthe Pharmaceutical Manu—-
facture:;s Assocmtlon swho. had also ’been e t.rustuee?of;:the'fU-.S.: Phay-
: S) : T

o ‘fgenemc nhimes smd often tag far behmd bra‘nd names drugs’ ~
- in actual “usage. The’ Salk “polio’ vageine ‘which ‘has been
. .admlmstered to millions is not yét listed e1ther publication.
©his thie ‘issive’ Tesolves itself to ' a question. Should'j’ .
seriously ill patients be deprived of the benefits‘of new drugs”
:developed: by manufacturers: dt their: ownséxpenseé untilisuch
Aime as the formulasis a,vaﬂable to any driig compounder who
© "esd:o use 1t‘? 5

¥ Th . United.. States Pharmacopoela i, pubhshed
: every 5 years with infrequent.supplements; the, last.of which
_appeared in Aprll 1959, The National Formula;ry is,
o bhshediat rular intervals, not more often than svery 4 .
5. | As 'a’result,; ‘the me and -often’ most effective "
- ‘products-dre not listed in ‘them. ~“As® ‘only & miinute example -
of the point, neither of these formularies has yet:listed
directly or through supplements, Equanil or Spa.rm ide

4 Ibid,, pt. 19, D, 10704,
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. their. generic -names. O otherwise, not. ha,
. .poliomyelitis .

He also said:

'The Unijtod - States - Pharmacop()ela a.nd the Nationa,l
I‘ormulary “gontain sgood;" but mcomplete ‘and - rgeneral;
standatdsand “tests’ “for drugs ndertheir generic: names:
Ourquality procedures impose more stringent-and additional
standardd and tests for constdrit purity, potency, and ‘thera-
peuticéfficacy.” Many'doctors prefer to prescribe drugs under
their trademarks rather than: generic names: sunply because:
they beheve these extra qualities-are desirable:*

eral funds of cons1dera,ble magmtude
be devoted to this enterprise, it seems highly dublous as to, whether
the care of patlents Awill be as well met by using & Government,
pubhcatlon 48 through ‘the promomonal efforts of manufacturers
who are in a_position to mform the medlcal professmn 1mmed1a,tely
of their'latest.discoveries. o . ,
“important and u'pubhmzed activity, of’ he pharma" utlcal
industry 18 the fact that ‘they periodically remove from: the shi
of druggists meérchandise which has lost its” potendy yecatise it has
been on hand for tgo: long a period of time. . In spite, of adequate
labeling . and the fa,ct that’ the product at the tinie it was produced
met the Minimum standa,rds ‘preseribed by “the U.S. Government,
these precautions’ do not fngure that the patient had a drug of
adequste potency unless the good name of the manufacturer was also
at stake. " This is ‘one of the principal elements behind the’ deter-
mination of many members. ofp the medical profes on’ to . use only
those drugs that have mef these standards over 4, 1 eriod of time.
For example, Dr. Eugene N. Beesley, pres1dent of Eh Lﬂly & Co.,

in his testimony stated that—, =

% %% othical:; pharma,ceutlcal ma.nufacturers a,ccept P
greater burden.of ;responsibility than :moest othert manufac:
turers: ::At this moment,: for:-example, . Lilly is -majntaining;
huge: stocks - of. polio .. vaccine - swhichi represent potentia
protectioni: against this dread diseasé for millions.of children:
and adults.. .In spite-of:the fact that little vaccine is being.
used at present, we feel a continuing obligation to be pre-:
paréd for sudden i increases: 1n demand resultmg I"rom threa,ts
of epidemic? . o

. K. ¥ Vaiccine: not used W1thm a G-month permd must bef
destroyed and Lilly replaces outdated vaccine:. with.fresh-

. . stoeks at_our-own expense. During the past 5 _years we .
“have. had ‘to destroy the ineredible’ totai) of -more ‘than' =
' "14,500,000 shots of outdated ‘polio ' vaccing, V&come which . -
' Wa.s produced with - costly and painstaking care.’ This- may -
“or may not be ¢ good business;’ as that term is normally used, *

“but it"is the kind of 'bhgatlon_wh ch, as a pha.rmaceutlcal_
compa; }:, we a,coep‘u s

) Ibid pr. 16, pa;
4 Thid.
LY Ibld p;. 24 p 14092.

‘they yet listed. .
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Mr. Clonnor, preeldent of ‘Merck & Co. endsavored: to" eXflam a
few of the more refined quality eontrol rocesses that are nvo ved in
the manufacture of drugs. He testified as follows:

- Indicative of this great effort to;insure:quality: a,nd uni-
form1ty are.the standards set:for each batch of every product:
we:mske. - The list ol different: speclﬁcat.mns ‘to, which-our.
eteroxd ‘produets: ‘aust .conform..in order -to.bear our. trade-\
markids.a. lenvthy one;: Every imaginable aspect is. con--
trolled :by- inspection; and - testing. - Thus .standards are . set:
and - tests are required; to:prove: “the quality.and. smount: of

“each subsiance. going into the: manufacture of the product.:
. Often the range.of the amount of active. drug al{z)wed is ..
ra,ther NArrow and whi an' a.888, proced 8 1tself is’ “known'
to have.an error, ‘say 4 19,—29%, an extra’amount’ of drug
ig’ used to - ‘balance’ such’ a possibility. Not' only is the .
. “amiount of each substance controlled but the form of it may -
" be subjéct to passing the most rigid’ requlrements Thus ="
.40 our ophthalmic suspensions which.come into" contact with "
. .jthe ‘eye, the size of the steroid ‘erystals must. fall Wlthm o
. BBITOW lumte A representatlve specificgtion’ reade ' ‘
L SPdrticle sizes: \
A, Microscopic: No' ps:rtm es

“gréater than 200 mxcrons
‘(Oecasmnal fibers should be’ ignored.) - ‘No moré than five;
" particles_per drop of suspension In ‘the 50- to’ 200—Imcron
‘range. Minimum 99 percent (by number) less than 30~
i mlcrons Mmunum 65 percent (by number) Iees than 10
niicrohs 1 ntatlve) e
-+ This"process. of test.mg is pursued endlessly through the
T manufacturmg process.” Thus in making one of our ‘ophthal-
mic solutions ho less than 121 Separate tests are made before '
Merck Sharp & Dohme is ready to assign ifs’ trade tiame.
Subsequent -to: manufyeture, 750 morg separate’ tests are
miadé ‘4o chieck: stubility. -On’ this single: produét 871 sepa~
rate tests are required to produce the product:Merck Sharp’
& Dohme ¢alls ‘Neo-Hydeltragol. - Incidentally, these tests:
require-at: least several hundred man-hours of skilled, “¢on-:
smentmus Ia,bor not to meninon the most advanced equ1p-‘
mient.” i a5
= The “companiy consc1ence g another ‘name: for quahty
control. The conscience of Merck Sharp & Dohme and-
Mergk :operates t0 give the: doctor &nd the pat1ent exactly
what is- expected W ‘

,,,,,

Anericans ‘may. take great rlde in the contrlbutlons thet. have
been tade by the ethical drug industry. ‘Unwarranted ‘attacks on
the integrity of firms which have exerted every, poss1ble precaution to
insure; hgh-quality products’ dirminish’ the faith of those who are ill
and sre in need ‘of help, and they seem. to forget that many of our
citizens are living with the hope that somieday someone will find a
cure either through therapy or pharmaceuticals for ‘such:killers as.
cancer and heart disease. Such attacks destroy the riorale of those
who are dedicated to performing a useful task in a highly competitive
industry. Although there have been many volumes of hearings, there

4 Ibid., pt. 14, D. 8198,
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-is-a marked: lack of dita that indicates any malfeasance on the part
of those who are. charged with the development of new end supenor
ethical drugs e

One witness' eppeared before the sub ommittes who' elmmed to be a
competent manufacturer of steroid’ hormones and he stated’ that he
employed only ‘five individuals. - ‘In view “of. the fact’ that on one
single product produced by Mr. Connor’s organization * ‘there ‘are a
total of 871 separate quality’ control tests, there is room for doubt as to
the efficacy of preparations that: aﬁect the life ‘and health of indi-
vidusals W]:uch ire produced vnf.hout edequate manpower and control
equipment. .

In malnng thls statement there is'no 1nte11t to dispara,ge the' eﬁ'ort.s
of anyone. There are undoubtedly many fields" of ‘activity in ‘which
small business may: glay a vital role in the manufacture. ofidrugs and
pharmaeeutical .products, but it:is folly ‘to: suggest-that -they can
supplant; &-large: mtegrated producer with'research facilities in:those
‘advanced areas where every:citizen, if -given -all of the facts;would
gladly fﬂace his destiny in the hands ‘of the best equipped firm.:rs. 7

avery business in.America must earn a. profit, those who
opera,te our leading pharmaceu’mcal firms have a high sénsé of social
responsihility. For example an srticle appeared in the August 17,
1959,,issue-of Time magazine which described the difficulties experl—
enced by the Gruwell family of Idaho Falls, Idaho, who had been
stricken by an unusual disease known as botulism. . The only antidote
-for_this disease, that has been -proven. effective is a; development of
Lederle Laboratories, which costs about 368 for a 20,000-unit vial.
In this instance, Lederle drained the barrel and paokarrod nearly all of
its remaining. antxtoxm totalmg $9,591, which' Lederle ‘marked
“Paid’ as a public servies.7.

This statement hardly is in eheraeter “with the often-repea,ted
charges that the drug industry is animated only by profit motives. To
be sure, it must éarn a profit if it is to.continue to'sérve in our ‘competi-
tive .:.001ety, but those individuals who have selected ‘a life of service
in this field are usually more eoncenred Wlth the Welfare of then‘ fellow
fman tha,n t.he avera,cre 1nd1v1dual r : ;

Tegny '\ -

III ADMNISTERED PRICES-

This entlre series. of hea,rmgs which has bewﬂdered ‘the business
community as well as the minority members of the subcommittee,
has been justified on the tentous’ assuinption ‘oha,t certaln mdustnes
are characterized by so-called ‘administersd prices.

- The termi“administered prleee” was originated by Dr: Gardiner C.
"‘Means in the éarly-1930’s.: :Almost 30 years have elapsed-and-it has
‘not; received any: W".Ldesprea.d endorsement:by economic authorities.
“An obvious attempt was madein the: opemng phase of the-hearings to
‘equate administered’ prices—that is; prices which:are posted: by the
“seller’and remain ‘constant for s perlod of time-~with monopoly prices.
“Every witnéss; including Dr. Means himself,-was emphatic in stating
that admmlstered ‘prices’ were not’ necesserﬂy _monopoly prices.: “The
‘mere Tact that a-seller posts.a price does'niot insure that ‘a buyer will
“be willing to pay.it, nor does.it exclude the many other facsts: of

competitive ‘behavior,

.9 Time magazine, Aug, 17, 1049, , 8. .
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I h:s testunony before the: subcommlttee Dr Means sta,ted that:

“Administered ; prices represent 8 wWay" “of domg ]

- that leads, to. greater. efficiency and higher standards
fhvmg “We could not. have our. big efﬁc1ent department stores
.. and mail-order . houses 1f . prices  were not administered.
;Wmhout this méthiod of pricing; big eﬁiment. industry Would__ o
find it almost unpossﬂ)le to operate. Admi'niétered priges
“are an essential part of our modern’ economy The point™ '
_of my testimony is rather tha,t we do not now know ‘enough
“about how administered prices actually opera.te to be able
10, make good national policy. in such economic fields as "~

nflation, full employment and enforcement of’ compe‘u‘mon %

7 The followmg -colloquy ‘between: Senstor Dlrksen and:- Mz, Edwm
G: Nourse,: former president ‘of the: - American: Econornie ‘Association,
g former.vice- president ‘of ‘the Brookings Institution,; and. Chairman
‘of ‘the - President’s Counoll of Economlc ‘Advisers- under Presnient.
Tru_m&n s mgmﬁosmt S . : i,

o nt you sa1d tha,t
: ally a,nd propeﬂy? -

B Seno’ﬁor DyRKSEN, ':And T think in one’ other part, of your,
. statement you speak of them_ s, 1nev1tab1e‘? v

~ Mr. Nourss.: Yes, 8 i ' e e
* Senator DIrKSEN. You regard ‘admini; ered p mes as‘. n
o ,;neivlwta,ble concormta.nt of our mdustr' ; etup‘?
" SBehdtor DIRKSEN Oould you actually operatean mdustry;' e
:’hke the automobile 1ndustry without admmlst' :
Mr ’\TOURSE T don’t see how you could Ll

The foilowmg colloquy between. :Senator. _ksen and Dr ':John
Kenneth Galbraith, professor of economlcs at Harva,rd University, is
also of interest: T TR

. Senator DIRKSEN, It is.a falr conclusmn then that you.
. Mea '_ d Dr. Nourse all” agree ‘that admlmstered

es I oUr econont 'are an‘inevitable’ thing? '
“Mr. GALERAITH, rlght yes. B

i The' ‘majority’s report refers to Dr - Means’ deﬁmtlon -of admm-
:lstered prices: 88 -Prices - that are.‘‘insensitive ' toi~changes in. .their
‘market.” % it ds of soma:interest -that the. Bureau, of the Budget
made-a-request of:the National: Bureau :of - Economic Research to
sexamingsthe: pricing:practices: ‘and index- procedures of the: Bureau, of
Labor Statistics and the .other’ agencies:that,produce basic economic
~déta:: This .report -was  filed: with.. the -Joint: Economic -Committee
cof January, 24,1961 One-of the principal:-recommendations-of the
?Na.tlona,l Bureau of Econonuc Research was - that, “the 1nd1v1dua1

I;S“Admmlstemd Prices," hearings beforo the Subcommittae on Antitrast and Monopo!yi

P 4 Thid., p. 20,
® Ibid., p. 88,
L ‘;Adm}nisborad Prices—Drugs,” report of the Subcommittes of' | Antibrist ana Wedo
draft, p. v

e
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product prices should; Where feasﬂ)le, be eollécted from Buyers (not
from séﬂers, as at present) ‘to“get ‘more information on’actual ‘trans-
action “prices.” * “'This, statement,” in “and of itself, would “indicate
that ‘evan though . ‘posted price is° "wihintained in’ ‘8 catalog, theére are
seasonal * discqunits; trade dlscounts and ‘other' promotional prices
vghlc{}&gr’ 1% alter the conceptof a imstered prlces a§ Set forth by

r. N : &

¢lunan'of the M%saohusetts Instltute of Technology
is a dbtmgmshed ‘and “erinent’ economist’ Who ‘hasspecialized in
antitrust problems over a permd ‘of many ‘years. . An‘ article: entitled
“Steel, Adniinistered’, Piices; ‘and Inflation’ “by Professor ‘Adelman
a,ppea.red in ‘the’ February 1967 isstie' of ‘the - ‘Quarterly :Jourhal of
Economics, which is publishied: by ‘the’ Ecotomics -Départment of
Harvard” Umvorsmy ‘unider the editorship ' of’ ‘Arthur ‘Sriithies. - It is
significant that the-aasocigte ‘editors of ‘this publication includé such
individaly’ ds Otto Eckstein, -author of & gtudy entitled “Steel and
the Postwar Inflation” under ‘the sponsorship’of ‘the Joint Economic
Committee “when-"itg chairman- was ‘Senator” ‘Douglas;  Dr. John
Kennéth- Galbrmth' frequent witnes§ béfore “this:subcommittee;
Profs. Alvin- I-la,nson ‘and Seyméur Harrigj as well ‘as Carl Kaysen,
who' Was"requested By ‘the -former “ Attorney ‘General;” William P,
Rogers ke an economic study of the’ sfnutrust laws, ~ Each of
these 1 1duals ‘hias in’ the ‘past voiced views which are: m ‘many
' ar o ‘those advanded by ‘the majority’s: staff;
élman “disposes “of ‘the “mysterious” and - mlsleadmg
sdniinisteréd - prices,” by thoroughly debunk.mg it. In hig
he ‘stated ‘that: & o

termd,
schola.riy ‘articl
" The'great bulk'of ptices:are aduiinistered: . hey are’ not
observed in the colrse of an'irregular stream of bids matehing
. offers ythe seller. (or less ofteri the buyer) .announces the price :
by-a deliberate. act; sometimes after-a good deal of internal'. .-
~buresuerdtic-effort. i 'Yet: this-is form; not _subst&nco, 8 de~ -
scription of how prices arve announced tells s nothing of why i+ .
they are what they are and not other than they are. * * *
el fOne ‘mayr question ~whether - the “theory . of: “admlmstered‘f
prices’! rises fo-the scientific dlgmt.y of error,.- By .an’erro- _
neony: themy I mean one which 1s necessary to explam some ..
phienomenon; + dnd;::-which'; appears- mt.erna,lly -consistent;.. .-
foperational; and f: good: fit, to the facts;.but:which is. ﬁna.lly‘
proved wanting: in-one of more- respects, ‘The-process of..:- -
disproof brings out what was not previously known, and so. .-
Jmowledge. is advanced. ‘‘Administered prices”, are not a
“theory, but. an evasion’ ‘of the nesd for & theory.” If’ prices
rise or.fall or are at soine level becaiise” they are ‘admin-
:‘1s‘uored then ‘the pla.ys of Sha,kespea,re were written by his
) The theory. of “gdministered: prloes”'ls ‘sppealing
' eoause it provides &’ “phrase. that seeris to explain every-
thing, Thereby ‘it Tiberates ts from the réed to work “at
'ezplalnmg the forées' of supply and demand in a‘'given
“instance, and from the dlsmali compulsions of supply and
demand themselves.  There i i 'deeply felt need or both
‘kmds of freedom B oETE A

Ta “Govarnment Prlee Etatlstlcs o hearings berore the Subcommittee on Euonomle Stat-
Economie Camiittes, 87th Cong. 1st sess., Pt 1, D. 6. -

81327 O =62 -20
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e R % et the ent.repreneur strive and hope as he will. for:,..
ne result, it is:no-use—he arrives at another.. . He'surely .7
.y deserves. to :cover-his. costs; and.- make at. Jeast & reasonable.;-. .
.profit—ingtead, ,the price is.set. by market, forces, and may .
-be grosaly, madequabe and “unfalr : The resentmenh is not, .. .
~howeyer, a simple matter. of: Wa.nt.lng more. : Itis also. annoy- D
ance at bung pushed around, at'not bemg ‘the master’ of
i-onelsrown fates It is also. a. fecling of emptmess of ‘mob.r
-having some identifiable human being to blame. - Last. year,, -
n,its issue-of April 18,1959, the New Yorker carmed”a{st‘.ory;[ o
- w.psi from.oneof its “farﬂung correspondent,s” in the Congo, A ..~
- doctor there explained, that in the native belief death naver .
. happens: by.. «chance, or. by nafural:éauses, " Some speci
-~ humgn:individual is, alws.vs re'-:.ponsabl felther directly-or
... magic. Kven when a man falls out, of a tree and breaks his ...
mneck, somebody has done him in. We cannot.afford to ba .
oo condescendmg about the beliefs. of the Congolese.® "' .
. -Enterprise monopoly is within, the.scope of the anmtrust
‘acts.... But.these laws have never been;acts against, market
_power. as.such, but only. against the overt act of: collusio
“The Assistant Attorney General 0bv10usly beheves that the. -
~fall-in-and-be-counted agreement via the’ pubhc press is alto- . .
-gether dawful,  Heis probably right, not only as a matter. .
of law:but on broad policy: groum% .For to convict peopls. .
¢ -of .conspiracy. because of statements to the newspapers comes:.

. ~dangerously. close to a.bndgmg freedom -of speech and of the.~
press; to indict someone for charging a price- only because
-other..people, over ;whom: he. haf no, control, charged: the ™
~BMe; pr1ce, is:too: close for. comfort to; guilt by association. ™

Tt appeurs thit the term orlgmally deviséd by Dr: Means namely
“administéred prices,”serves as arcloak for every conceivable type of
mvestlg&uon by this subecommiittee: ' If-this practice. is-continued, it
will soon ‘rend thlS approac ‘rldlculousr'to mos economlsts and
lawyers. : : 400!

During the perlod singe thls=-mvest1gat10nxbeoan in 1957 When price
levels were: enerally Tising, there wis some popular-support for this
conéept. “However, 'it'ig’well to note that Dr. X TAc BerfJ ;in his
book; “The 20th" Century Cipitalist Revolution;” referred t0- the effect
of so- called admimstered prices ‘ih’ mamtammg u stable :and:lower

‘ he- period’ unmedlately after’- World War II He

y # Again | fter
_Amencan market,” s,hungry for_au omobilés; a new car
_could comma,nd almost any price. the, roducer cared ‘to ‘ask.
_The majorautomobile companies .declined to ‘take. full ad-
“vantage of this’ situation, holding  their hst rices far helow
the prices ‘obyiously obtamable and actially prevailing Jin
“the black market, and did somethmg at least to'prevent their
-less socially mmded dealer organizations from overcharging,
A somewhat similar price policy~~contrary, be it noted, o the
“dictates of supply and ‘demind—was followed in 1947 by
. . ¥ Adeiman, M. A., ““Steel, Administered Prices and Inflation,” the Q,uarterly .Toumal 0

“iHarvard University,’ Camhrldgo, Mass:,; vol. LXXV No 1 Feb 1961, pp 18 19
# Ibjd., pp. 36-27.

momics,
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this Targer gleel ‘gorapanies, and ifi° ‘ dortain of its
Generaj.: Electric, * * *8 ‘

This quotatlon shows* that admm]stered prl”""'ma,y actuall:
& Testraining effect” upon ‘the' pnce level. - At least it 1s° ‘genierally con-'
that thére is'a- tlmelag before 8- price S 'Inan' mdustryf
cterized by admmlstered pnces 18+pl " Thi -
important’ ‘factor in - restra ifig ‘inflatio
stable ecoriomy.’

“Every' witnéss who has dlscussed the suhje
tered prices’ ifi 'almost any ‘field -of ‘setivit
inevitabls concomitant of our m ;
natiire it is logical that they’ will po !
faster-than necessary to ‘eet idcredsed  costa. -

In spite of some of the theories that have: been expressed before thls
subcomittee, :there. is. a general agreement; among-all. members of
the business commumty that it is necessary to meet: prices ol com-
petitors.in:good {aith..: Hence, there is.no disposition" to raise prices
to a level that will require a subsequent reduction. - In-this sense,
administered; prices have undoubtedly played an important; role’ durmg
the postwar years in restraining:those forces -which would have led
to erratic price changes and probablyl_a generally hlgher level of: Whole—
sale and- consumer: pnces S

recs’ that they are’an’
\j a.nd by their - Ve ryi

MINORITY ANALYSI oF

It W uld_b_ impossible m'a, document of.rea nable Iengt to refute
the many_ erroneous and unsupported conclusions that are contained
in the. maqontys report.. However, 2 ‘number .of basic economic
facts have been: déveloped . in order. to set the:record stra,lght In
doing so, it. is 1ncumbent upon. the members: of the. minority to set
forth their view. . that it is most 1na.ppropr1ate for a. subcommittee
charged with the investigation and improvement of our, antitrust
laws to indulge.in a discussion of broad economic pmnmples ‘patents,
prices and numerous other topics that have no connection whatsoever
with the subject that was asmgned to thls subcommlttee a8 releva.nt
for 1ts hearmg : i

After careful analysm of the testlmony adduced at the hearmgsi
the minarity finds that the position'in"the’ majority’s report that ‘the:
drug industry has had a price, profit; and: cost structure: that' was
uncompetitive is unfounded. and, erroneous. T .

The majority’s report sStates, that

Again there appears to be a Wlde margm between produc—‘i
tion costs and selling price. The 1,000 tablet bottle is-offered
todruggists by Merck,’ Upjohn;: Schenng, :and - Parke-Davis
at aprice.of $170;.a consumer who bought in. this  qiantity:
would: pay-a.- sugges’ned retail price-of $283. . Yet; it:is.clear:
that:the drug can:be produced,-tableted; ‘bottled and: packed”
for shipment to the druggist for no more: 'than $13.615leaving"

.. 8 margin of 90 percent, of sale value to the ma.uufa.ct.urer f I

w&Be;le, A A - I1,, “Ther20th Century. Capitalist Revelution,’.. Harcourt, ‘Brace & Co.y ;
» pp
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his selling,. a.dlmmst.ratlve and other nonproductlo
and profit.®

Throughout the.course of. the drug. heanngs and the. ma]orltys
report, there was & persistent effort.io.im ute . the costs of :products
from Qmput&tlons prepared . by the staff, based on. tables submitted.
during the course of the; hearmgs In.most.cases, the, chief economlet’
exhibits were based on only a. small .portion, of a company’s, costs,;
principally materials and productive labor. They completely . neg-.
lected . the: costs .of-selling;. distribution, general.and admmlstra,bwe
expenses,. roya,lt pa.yments on: patents;. as Well as. & most Am ortant
item—Federal; State, and.local taxes.

.An example of ‘this procedure is. provided. in the follomng colloquy
between Dr. Blair and Mz.. Brown, president of the Schermg Corp. ::

= Mr. Buair.: This; of ‘course, translates irito & price, into s
din; ""-sellmg distnb‘utwn cost of 31. 56

Schering’s price for'a bottle of 100 tablets of Metlcortelone*f‘

to the druggist:is»$17.90u:* * *iw o

- Mir::BrowN.: Qur: price: 1o thio
: here $17:90 for the bottle of 1007 ™ wae :

wi NOW if we were simply -doing: the thmgs tha.t youfhave o

deecnbed on this piece of paper, it would ¥éem to: me that™ =

your question would be pertinent. But as I have described

in my statement, wé'are doing a gréat many more things, and
these include. the informational work, the pioneerin Work

which' we did in'the developme“nt of the smpounds; and ¢

it do as the ‘company ‘which 01‘1g1na,'cedw L

which we contin .
thern. _Moreover he support of’ the distribution’ system ~ -
tich onmderable ex-

just i much & part of ‘our’
'p1_oduct,10n and t.abletmg a,ndf _ptt.hng o7

T Ttis mgmﬁca.nt ‘that taxes royaltles research dlstnbut;on costs
general and administrative expenses -as well as proﬁts were not in-
cluded in this so-called computed cost. These obviously constituted
the difference between 81,57 and $17.90. In-relating overall profits
to the.company’s financial statement, the; followmg co]loquy between
Mr.:Brown:and the chairman is: noteworthy : :

Senator KEFAUVER. “You mean that reseerch, proﬁt di A
tribution, and everything else Would make upthat difference™ -
between $1.57 and $17.9071

+ Is-that your-testimony? ;

- Mri; Brown.: -You-have. our. ﬁnancml_ teterment, Sena.tor,':
Whmh disclosed :exactly what our.performance was.- I have:
alsoi-pointed-out, if T may- interrupt ;you;: tha.t-—We do:not:
operate on:the. basis of-a: smgle compoun alone. - We operate ;
on:the-basis.of: ‘averages.® 8 e 3

Dlrlaf ;Admmistereﬂ Prices——Drugs," report of' the Subcomm ee

D. 1
Ir "Ad.mmisbered Prices;” hearings Hefors the' Subeointhittes on Antitiast sid-NMonopoly, op o
p.7 .
L) Ibid D. 7860,
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A further dlscussmn ensued

“Senator KEFAUVER, * * * Whet
merkup from $1. 57 to 817, 90'7‘_
- Dt BLAIRY “Hairman;
’roughly' 1-timed *
ir Browx. IF I'may be permltted‘

o s0; I Would 11ke
o yper relationship,
lude the expenses of" doing business
d “'Thig only meludes t.h

the hearmgs the mmonty.eounsel Mr; SChumbns
ralsed & pertinent. point. . - The: followmg colloquy i8: of interest::

My iCrusinsis: “Mr. Browh) ‘6’ page 10" you list Various
1tems in which you considér-the costs ‘thit go into’ you
‘products. Liet’s take thlsf,_"one $1:57: per hundred Does
-that include’ your rent ‘oréyolr pl
*dep§ec1a,t1on‘? Is tha,t m e

el 0 the computatlon
‘understand:it; th1s Would siniply cover the“labot charge and
T'dein’t-know what other itenms may have gone into'it, bit it
certainly would not mclude any. of the genera,l busmess
€Xpenses, i ‘

7 My CHUMBRIS Does 113

= M, OHUMBRIS You hswe ]ready mentxoned lhng
penses;/ distribitior ja,nd ‘Jour research, Senator" Kefauver
asked you a ‘question. ** *:He'" gaid assummg “that you
2dd 23 ‘percent and 8’perc thit' doesn’t take much ‘away
'from your 1,000 whateéveér-percent wi "’used by Dr. Bla.u-
‘Senator KEFAUVER 1) A118' pireent: | -
Mr. Brown. Tt hasto be taken
not 1,000 percent-‘ Sénator, ;:-‘~
M CuuMBRis. "So; thergfore, if
t1on 23 percent S?percent -and 32 percen ¥
reschaifiplre ‘anywhere’ ‘1,118 percéént; would your
Mr. Brown. In théorieinsthiice We'are talking' about -
centages i’ rela.tlon" 10 100" peresnt fsic 1 0t 0] ‘and ‘the ﬁgure
that I gzwe ‘ori“gelling’ and; distribution expenses -bemg 32. 7
percent is in‘relation’ to’100. e
- Mt ‘CHUMBRIg:H Tn order foi the record t0'be-clear; T Would
John ‘Blair ‘to’ take into ‘considerdtion’ these
ntages Cand add: ‘that to thé cost of $1.57 and
then compire the' markup’from that ﬁ th "$1=7’-90"‘p‘er
-hundr"d ‘that he ‘mentioned.® -
In answer to Mr. Chumbrls questl , Dr, Blair ev
tion of all proper costs in relation to prices ‘that are normally accepted
il tmg procedure & d“a;re aecepted by thie’ Internel R

:Oh"the ‘décond 'da.y of the' hea,rmgs, however
& very-lueid - ‘explanation”of his firm’s costs ‘of doing- bus1

# Ibid., pp. 7T8ER-78AG,
% Ibld., pp. 78917863

M, Brown _presented
i 'ss, thch
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completely refutes the allegs,tlon of 1,118, percent markup: as. repre-
sented in the computation mcluded in the eXhlblt submltted by
Dr. Blaiz: MriBrowtd sdid:’

We st Schering .do- not ; a]loc s.6n a. product-by—
product basis, and I am sure that in’ this. industry this is not
the .case, first, because. this cannot. be: dotie, ,and : seéond,
because 1b Would Berve no useful _purpose if it Were ‘attemn ted.
- Let me show you g typma,l «cost pattern ased on &pp%ym
the reIat,mnshlp of. the Jvarious .eosts shown in our ﬁna,ncm

statement for 1958, a copy of which I believe is in the hands
_of this committee, to the prednisolone 5 m1111gram tablet
#1100 pef bottle; 100 ‘tablets per bottle; that we were discussing ™

yesterday,’ and Liwill do’ this in the' way which is" eustomary -

.and.accepted both by aceountants: and: econom1sts in; bus1—-

Dess and in. Grovernment asiwell : .

e » firat, ; ha, the drug:hsf, pr c
for this 1tem was $17.90.8 bottle of 100 tablets:.,;For this,
however, we would have teceived $14.03 after: regulsn trade
and cash discounts on: sales to-wholesalers; and;.enly would
:have recelved Lhe $17, b90 on; d1rect sa;les to retallms Whlch is

“'So in our case the produomon (,031-, of sa.lefa would be
The selling, expenses would be $4:80. .. The research expenses
would be $1.20. The administrative expenses . would: be
$1.22.. +'The royalties and other.expenses would-be 7 cents,
: sincome, taxes.which. we.pay. .to the Federal. Govern-
hieti would be $1.96; or a.total cost of $12.30. s
.. Now, the. d}ﬁerence between .these; costs, and . what'.we
Would get, for the product rhere. we, sold. it through whole-
salers, which is the bulk of our sales; would. be. $1 7 3 or: 12 3
per(,ent of.what we received for the product. - . -

Now, this figure would be less than.the 16, percent. whlch
we. derwe ag-overall profit on sales.as was discussed yesterday
and: as\is‘reﬂected by our. financial. statements, because we
have - excluded , income,. and interest, royalty mcome and
mt.erest income from thése, calculatmn :

1 8aidiyesterday, ‘and T trust.you- wﬂlspermlt me to. repeat
that 2.12:3, percent return-on sales is.a reasonable return,
congidering the unusual risks involved. /in this. busmess
These risks, I may:say, having recently. been, recognized in
8. Very. 1mnorba,ntxrenmt issued. by | Her Ma]esty s.Stationery
Office: for :the Queen of England. entitled, &The .Cost, of

Prescrlbmg," and. known as the ‘Hinehliffe, report, in.which
. it lays emphasis upon the fact that.in thisindustry a product
~.._can be here today,, and gone tomorrow, and that t.hls isa.
" factor which” roust be; recoumzed Ok 51“ :

. The procedure in. questlomng the Wltnesses by, the Ma]orlty s staﬂ
does liftle credit to the Senate, since it has no relation.to. the. Teal
world. of. competitive business. . It is. purely.an academic, exercise.
In every.instance, t.he published financial statement of the oompames

# Thid., pp. 7961-7062.

e
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whish* Bave ‘appeared before the gubcomitiittes revea,l% a reasonable
relationship ‘of profits te’salés. ‘Certainly; there i ! :
any company which appeared before this subcomim ttse has' mformed"—*
its stockholders of.data which:would: justily: a'front-page; headline
that ib-,;was--vma;king?a;; profit ranging from 1--,_000-130 10,000. pereent.

It will take moany years.forn:the firms.who have testified-on: admin-
istered prices i the drug industry to cla,rlfy thnlr true pesitions.to; the
American people.:-/The absence of.. if, such s the 0ase,
would -have been detected by
difficulty. long helore- proﬁts rog
the costs.had been included-in th

A tabulation included in part 14.of; :the hearing ,prepa,red by the
Federal Trade Commission shows a. compa.rlson of. ra,tes of return.after
taxes in selected industries for the yedr 1957 -In this.instence; drugs
headed the list- with.a return of :21.4 percent..;’This is-a faricry from
the fantastic ﬁgures t.ha,t have bcﬂn computed by ‘rha stafl’s;.chief
economist. fery i : : o

Furthermo e category: ontlt d_ Bl&sh furna.ces, teelworks,
and rolling. mills™: is shown as havingia rate of return of12.4. percent.
while! “Bakery prodiicts” have & return-of 1.4 ;percent.!; OnIy a-few
months.ago, these rates of return. were; alsg desmed etcessavc by, the
subcomimttee '8 - majority staf‘f ; ol 3
average, ifor: all manufachuring-of 11.0. pelcent LR

It is.perhaps often forgotten that.every average bv 1ts ver ,na,ture
must include those.industries with,a.retirn that: grcatly exceeds. the
quoted figure'to compensatefor those industries that are in-a depressed
condition. or:for, one. Teason. or another: are:at.the time included in
socalled sick .industries. i-Any. attempt £0: use the:average.rate of
return.as g fair.eriteris, Would of necessity, 0. lower the a.verage that
this approach would ..soon mtroducef- W, distorftions, Iencr, 8
comparison ; of the returns:of any industry.-with. tho; £
facturing. is necessarly misleading nud imeaningless... « .-

In thecase.of diugs, there,ls g high desree;of obsolescence, asinew
producus are. frequently. introduced Which render. the .entire invest-
ment in pa.tnnts and regearch.in, formerproducts worthless, and hence,
if an enterprise is to survive, it must realize a high’ enough return on
those products that it is- currently selhng at leastto insure, 1ts survwal
if obsolescence takes place .

" After aliowuw for‘th
ng ige that includés submarginal
to note that the Teturn on'drusrs as listed for the ‘20 compames whmh g

pehred” nittea in the ma;ontys report is only”
’ have not- ap-
) st.&rthng;

y omﬁLta.tlons

pear ) )
contrast 'Wlth the muny fantastlc ﬁgures “thi have bed :
quently by 1njority’s staff ‘which ‘indicate a fetirn“in'ex -
1,000 péreent in“terms of ‘the prices, todr gglsts in"comparison with'*
the actual productlon ‘tost! th raw Inater uscd in producmg'v

@ [hid .}
s Adm:msﬁemd Pnoes—-Drugs,"
draft, p, I46D-E, . .

i
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-Dr,. Frederick L. Thomsen, consulting economist of the Pharma-,
ceutwal ‘Manufacturers, Assoclatlon h1s testlmony before the. ub-
oomm1ttee ,stated that: . o : ”

It hagebeen show'n that proﬁts a8 a perce tage'of - net-~
.Worth cannot be fsed o’ draWsS1gmﬁcant économic ¢on-
=+ sclustons in- relation: to possible rediictions in prices. TIf has <°
béen: shown; also;  that profits ‘per dollar ofshles (prefit i
margins), ‘although hlgher for+the drug industry :than:for:
‘some- other industries; are largely explamable in terriisof
factors common-ito: all industries. Neither of 'these“men
ures of profits, on:s telative basis, hds:any 51gn1ﬁcant ec

'L npmie’ relationto "the ‘question of-how much: drug prices
+might be-reduead by reduction”or ‘elimination of ‘profits:
2 "However; ‘some hght may ‘be- thrown on"this ‘question- by
57 eonsideration of absolute, gy ié)pposed to relatlve, proﬁt
o marging: vl o ;
. According to data obtamed by your commlttee from--
2420 firms forthe year 1958, the average: profit Wagt u
“pereent -of siles It “has - been shewn'* that ‘1058 1 tas g T
-"abnorma,lly high'profit ‘year; a8 was 1957, “Tori‘the period
% 1951557 +the Cottlé & Whitinar figure ‘was 10:1 ‘ percerit
aatgnd: the ‘Woodward=Adams ﬁgme for the “larger “group: ‘of
. companies  was 105+ “percent. “For: the" 10-year period.:
#i11949-58, ‘the proﬁ‘b margin®wag’ '12.2° percent for: the: latter:
v group.’ “But thiseis on manufacturers’” sales; S mﬁcanb E
~cogts aré’ incurred * after 'the manufaeturer sells “the drug 5
© to'the’trade; reflecting’ the hlgh standards ‘that-the: con-
© sutner ‘demands’ of ‘the entire’ medlcai -Bervices’ 1ndustry
'Drugs’ cannot b’ ‘hardled-in-the trade in’ the: same manner *
- d8-nails or Sugar;- ‘and” trade’ markups Tiscessarily are ‘higher
i1/ ghan for-such ‘staplé commoditics! Although T have nospéx’
cific data on ‘this’ pomt Ibeliéve-it may be -said With' con-
woifidence  that” the prics’ paid’ by eonsumets*for preseription
ligd, - after the- ‘wholesaler’s and rétailer’s iarkups-have:’
“'d Et ‘at “least twice _th&t_
ﬁ

In_previous, hea,rmgs of ; thlS subcommltte' . ‘any witnesses, have
testified to .the fact. that in every  instance, proﬁts are o
beca.use of the fact. that. depreciation’ allowances based upo
coéts do not return, the cash. necessary. to replace the equipment, that.
has_to, be purcha.sed af current prices. - In. tgm instance, Mr. John T,
Conngr, president of Merck & Co..of Rahway, N.J., bears out the,

thesis: t.hs.t has been expounded by, Mr. Robert.C. Tyson, chairman.’
of the.finance committee of the United States Steel Corp., as well as
by numerous other witnesses ‘who bave, appeared before t.he subcom-
m.lttee durmg the last.3 years.. .Mr. Connor said; .

A recent study of Merck gross additions to plant an
equipment for the period 1938-57 illustrates the disparit;
 between original -cost- andcurrént: replacement -cost in-
culating depreciation. It is significant to note that “the

) Mx [')‘7 %dministered Prices,” hearings before the Bubcommitiee on Antitrust and Monopo]v, op, cit., pt, 18,
P
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57§64 million of deprecmtlon actually: charged: against inicoms,”
- applicable to the company’s total:gross additionsduring this "
eriod, falls'some $35 milliofi* short ‘of “recognized- current

placement. walites.” Apprommately ghother 3107 to"$15:"
million would: have ‘to' ‘b provided because of: madequa,te
“deprecigtion’ charged foi:those additioris priorto: 1938, which::: -
+ havenot beer ‘included ‘in‘ this $35 million: figure, - Thus,
under the present tax laws, the company is forced to'-use:
~gsomga $5(0.million of reported net earnings to;purchase worn-
out plant and equipment that cannot be:recovered through
depreciation

of' the Taternal Reventie  Code' to” g1ve o
sideration & effects 'of priceilevel chingeés on busingss® ™
. income and’ca,plta,l creates the illusion' that profits and: ra.tes -
 of carnings are fuch® hlgher today than actually is the' case;
' As’the price level risés, revenues or profits represent rela- -
tively small current dollars while expenses and invested
" capital are stated largely in older and re latively larger dollars,
This situsation créates an upwa,rd bias in‘nomingl or apparent
‘Tates of return. " For example, the Tates of net profit return
reported by Merck & Co:; Ine., to its stockholdersfor the' yoar”
1956 were: 11¢ 7 ‘percent .on- sales and’ 14, 7 percent on/net
sworth, i After adp stment ‘of réported:net:income:to provide
-for’ adequate. deprecm’mon “(based: oncurrent-replacement
“costs); net profit return:on sales!is. reducéd:ito 1012 percent
~gnd:return-on net .worthig:reduded to ‘12:7 percent: *:Since
1940 the average return on nét sales: would decling from:9.9
“t0 8,2 pereent; while the sverage retuin 6n investment. Would
- be'reduced from a rate of 13.6:t0°11.2 percent 85 il

He also indicated that Other” countnes have besn aware’ of this
iproblem and have taken special steps in order to:expand: their.indus-
tries and thus create more jobs and proditce new end -products for
=the welfare of. thelr people Hé testified as follows: j

R 1 the orelgn ﬁeld the a,ccelera,ted Writeofs perm1tted_by
" the other governments 6.z, Great Britain, Swéden, Nether- "
. lands, West Germany, anc% Switzerland, has: ‘given our foreign = -
. compemtors a decided advantege in permlttlng thém to mod-"
. “ernize facilities without serious impairment of capital. The -~
. _.'eﬁic1ency of this newer ‘equipment provides the foreign: com- -
. petition with'a decided edge in meefing and u_uderse]hng Us.
-'expg;:i; ;

Any fair evalua,tlonso -_.the actual ate-in- thls mdustry shou d be
-on an overall basis. rather than’an: attempt to-select the costs.of one
:particular product so- that the: performance of the entire: industry can
+bé; eyaluated ‘as ‘to ita.serving the.bagic interests: of. the American
people. The health of our:N ationis. far too. important to.equate it
~with' a few cents added; to the price of .a-particular prescription. If

- we.¢an extend - the lifespan of Americans-and Teduce the lost pro-
duction time due to illness, the entire cost of drugs becomes relatively
msxgmﬁcant inasmuch s the ethiedl drug busmess, ‘according to-the
“majority’s stafl; atcounts for approximately ' $2.5 billion, wh.lch‘i‘s 6n1y
0.5 percent of our gross national product.

& Ibid., pt, 14, p. 8196,
ﬂIbld.'m 4, p. 8198
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The majority’s- report shows a:preoccupation :with the percentage

- return.on 1nvestment in. this. 1ndustry as well-as the, percentage Teturn
on sales.: It.is .apparently unaware of the fact -that investment in
plant and facilities plays a-far less important.role in this field of ‘activ-
ity tha,n atrained and: expenenced research staff as well as.an invest-
ment.in. personnel-who are in :a. position -to.explain the therapeutic
}p;ropertﬁes of:new. druge to the medmal professmn _As the. chmrman
assai . e i

‘ He Who orders does no buy &nd
‘Not order; ¥ * ¥OLe I e

Under these. circumstances, it is obvmusly necess
be made to inform. those who. do the ordering and have a respon51b1hty
to their patients which they.do not:discharge hghtly

An official of a small pharmaceutical company testified before the
subcommittee; namely, Dr. Philip Bérke, vice president of Formet
Laboratories of Roselle, N.J. Dr. Berkeé explamed that his organiza-
tion only employed ﬁve people.® - It is, therefore, a small business
in every semse, of. the word.  In a colloquy Whlch is quoted in the
majority’s ‘report, he’ emphesmed the impor tance of reseerch and
promotlonal expenditures as shown beiow .

»Mr. Drxon: Do Berke if it were poss1b1e for you to Obt&lll
"all the -patent:rights: and- facilities: to -fully -engage ;in-the
:corticaligteroid:-market; what:would you say that:thelinvest-
““mentswould take? Would: you give me‘an opinion as to:what
-investment it: Would takefor you; or for:a very small business

ﬁrm 't0 go-into this. manufact.unng process- fully?- -4 0
. Dr. BERKE:: :Well, of course, that depends.on the quantities
you wanf, to produce and if’the Teséarch has® been ACCOm-
. plished, the sum. Wouldn t.be too large.” . :

RESE bt other Words 1t. is elearly epparent that research and development
sate.major: factors in:this-business:» -+
The majority’s-Teport:endeavors 4o compa.re t.h(, net proﬁts e,fter
taxes as a.percent. of invested, caplt.el dor a-number of companies.
However, in almost every instance the ‘siount of invested. .capital per
dollar of sales i is far greater than in the drug business: whose principal
asset is Its, personnel who have been, Iecrul’ned and ‘trained at great
expense to the company.  Normal accounting procedures do not
place any value on the balance sheet of 4 firm for’ this priceless asset.
Although the entire subjeet of Selhng costs as & percent of manu-
facturing costs” will be discussed at gredfer length in .a subqequent
chapter, it is important to emphasize that any new product, which
“may affect the héalth and wellaré of our-citizensand whose therapeutic
“qualities reguire a detailed explanation:to members of ‘a-trainéd and
lenriied: ‘profession, is? necess&rlly going o require larger: ‘promotional
“costs than would: e found:i in: the case of standardized produets that
fhave gefl e-forlong periods-of time: s
‘ sty there are appropriate’ measure of proﬁt&bﬂlty

y
"Hewever it i8rgnisleading & apply the same criteria’ o producers
:'d;a?;t‘Admlnistered ‘Prices—-Dru of the Subeommltt‘ee on .A.
. mdmmlstemd Prices,'! hearings before the, Subcomm1ttue on Antitrust a.ud Monopoly, ap cit - pt._14

P thia., p. sose.

who buys does

ust =zmd. Murwpols’, 0;0 cit .
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Whose i ba.sed otrthig prop'O’rtiOn of pa,yments 1 "'(?Wages and salaries
sof total sales and theé capital investmen uired differ widely.
In the ethical ‘drug industry, the capital  costs are relatively low as
contrasted “with the expense items for salaries ‘of 'scientists, doctors,
and laboratory workers w e"déveloping ‘the ‘new" products which
have improved our liealth nidards. rthérmore, because the use
of these’ product" ‘must’ be’ explained e medlca,l profession; it is
impossiblet6 promote’ theri 't ough'mass media* Thei
properties must ‘be-disséifinated in“a professionsl manner tq & 'very
select group ‘of ‘highly ‘educated*individusls. ~'This' is" Bni expenswe
process.’ Tt i algo necessary ti \msure that fshese ;
shelves. of all local retall dr ts 50 th ey
prescribec, o 0 e
A comparison’ of fiet: proﬁts t
whereé ‘salaries ‘constitute: so* arge
one based on'the return on ‘et worth: :
Thé * econoniics  involved were: presented by Dr
Thomsen, consulting economist for the Pharmaceutical Manufacturers
Assocmtlcn préviously referred’to.” His' testlfmony/ﬁlust be serlously
considered by the‘dibeommittée singe’ there has Beer miich oonfusmn
as to the degree of profitability ifi“the drug industry. ¥ He'
with the’ questmn ‘of ‘the proper correlation; if any, between profits
and prices in'this fleld:’ The following st; eriénts are quoted_from
Dr. Thomsen’s testimony and dre part.wularly helpful m un* erstand-
ing thé economics’sf the drug industry:™

Profits stated as so many dollars are meanmgless 111 :
selves, | Some .point of Teference is, required in order.to. give..
such. dollar ﬁgures significance.. In going.over the record of -
the. subcommittee’s. hearings I have noted: that a point,of-
reference frequently or even most used ha,s been either nef:
worth. or invested capital.. : . ; =

. .When I see data such as those tha,t ha,ve been mtroduced;
rela,tmg to: profits as:a percentage of either invested capital .
or.net: worth, .1 .wonder whether the effect .of some.of this:
testimony Wﬂl not, be to. confuse rather. than: enlighten. .
Such . comparisons. may be miesningful to -en .investment
analyst for certain . purposes, or to.a.banker . considering -
credit arrangements for a .drug, compsiny;-but they have no
rela,t-on at all to. the question of how.much,.if any, drug:
prices. might, be reduced_by the reductmn or ehmma,tlon of..
profiss. . ... o : e

Pr:)ﬁt rates among compames in almost. &ny lndust,ry._
vary..widely, ‘due. to: differences, in ma,na,gerlal ability, the .
ealibar of personnel built up over the years, and the.other
circumstances conditioning their opera,tron In automobiles, ,
for, example, some companies went on to; make large roﬁtsr;
while many others were: droppmg by the: Wa,ymde for lack of .
profits. . Over: 90 percent .of independent . retail; esta.bhsh-:.:
ments are said to fail within a few years, whereas others in-
the 'same: kind, of ‘business prosper. Evenfarmers differ
tremendously in ‘the financial results of their opera.tlon
Simiiar disparities exist in the drug industry. '

 Ibid., pt, 19, p. 10763,

therapeutlc
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;hlsh st.rlkmg cases in a,ppa,rent su{)‘ ‘f pomts one. Would
like to make. . At least; we can:all recognize the: danger and
try.to avoid d.‘ra.wmg Wrong ‘conclusions or creating mislead-: .
ing’ public i impressions by: generalizing on the basm of opera- .
~..stionsnot. represent&tlve of the mdustry ot T
o There are many reasons for the great Tariation in I'Oﬁ‘b .
margins, among. industries..:, Most of: these may be in udedf
1in:oné. of four categories: (1) turnover (2) degree. of risk;
(3) circumstances such as_growth, rate. and position.on the_‘
¢ industry-cycle; if, any, and (4) external GODdlﬁiODS such’ as
.the business cycle.. ... PRSI

Of these, one.o

bserved the unporta,nc, h1é factor Any bUBl ess mth B

‘2 high turnover may make.a very. small'profit per unit or.per .
_t..dollar, ‘of sales and still accumiulate, g respectable total by
income tax time. The' same apphes to different, lines, of : .,
products " . S

“Contrary ‘to-what 'might" ( \
otigh' éxamitiation’of the industry, et 'cal‘drug ﬁrms ‘ha.ve -a,-'f

relatively: slow aiinual tirnovet-of capital (o nly
paredwith thé lowest of: the industrie cop er
(0:72) an'd-thehighest, grocery chiinstores: (8 54) ﬁ !
words, for the ethical drug firms included in the PMA study,"
: annual sales Wwere ‘only 30 perdent greater than ¢aj ital; ‘or it
reqn $1 of capital o support each '$1.30° of sales.’ "
serves to” explaih -in' large measure the: Telitive posmon of’
the ethical drig mdustry in regard to profit‘mergin.’"
“I'believe that even’ thé most drdent critics ofi the drug'-
msnufacturing - mdustry woilld*not ‘have’ it operate ‘ata
noprofit level. Let us presume that they wotld not object”
to ‘Hianufacturers’ profits’ of; say,37or ‘4 Percent per dollar-
of rétail sales:” Whatever thig' sub]ectxve v determined” figs
ure might be, the difference between it and 6 percent would!
not répreésént’ mtich in ternis of ‘Tetail drug® prices, at’ the
- most & fow cenits ot ‘a’ dollar’s ‘worth of ‘prescription’ “drugs.
“Tnifa 1f the entlre proﬁt of drug manufacturers were f

Tog
sale pnces frequently aré‘not-reflec d i m reta,ll ‘Prices. ]
t.he concern ‘that’has been felt over nces ‘has not been'

2t Thid., pp. " H0784-10765,
2 Ibtd., p. 10765,
71 Thid., p. 10766,
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:""?-*'proﬁts runnmg ‘o’ many hundreds thousand of percents, ‘
that do not exist’in”reality because thetfalse’ inensures of +
costs that have:been used:to adduce such figures:have not
taken - properly .into, account all-cdsts, position.on the life
eycleofthe drug,-and-other: con itions that. have been dealt
with in- the foregoing: a.na,lySL
... 1A company-by-company. approach to; the idrug 1ndustry,
hand the: ssing ing. .out:of the: most:profitable items in each
.conipany’s 1ine,-coupled: with - ma,dequa.te ‘measures ofcosts,
can produce a totally erroneous impression of the acrogs-the-
‘board:: possibilities . for.:price reductions; fthrough profit
ehmma.tmu -Only &, very-small réduction.in the. level- of

prices; afid:an even smaller percentage reduction i in.the
tot% cost: of a-eure, would result if all profits of all.the drug
compa,mes were mped out. %

In 'many mdustnes today a sales‘ Agn i no longer on
but rather is s sales engineer, ' This-is “the ¢a:
atterhpt to’ ‘a6l “their highsstrength ‘steel to ‘an’ a,utomoblle conipany,
& superior cutting oil to » tool manufacturer, an ountless -other
industries.” “ In“fact; “many" engineering’ graduat’ actually become
sales” engineers’ rather than‘techiiciang in the “usual sense, - ‘It is
J.mposmb%e to'develop and sééure ‘the effective application of ngw and
comple¥ prod nless their useftlneds 'is: explainéd t6 ‘those who
will dltimately 'be called™ upon ‘to make o’ Feco menda.tlon ‘as to their
effectivenass” 1getin the i'tlcul need or ‘which they were
develope :

The majority’s report attempts ﬁo/ éompare-the-fearnmgs of drug
roducers which also manufacture other commodities 'with‘those
i s whose activities’are: confined :to:'the- drug mdust.ry It states
t &tl g f .

rder taler

The subcommlttee was unable t0 obta.m;from hese con-
glomerate firms data showmg net-worth-devotedto-drugoper-
-ations. | ,Consequently;:it.is ; mxposmble o compute rates-of
returiy on;net..worth -for: drug operatmns in::contrast. with
:other: operataons of the same. cormpanies.. - Inasmuch. as- the
lcapma,l investimnent rec uwirements.in; drugs a8 compared:to the
other industries in;which these: companies. ars. engaged -are

... not partlcula,rly h1gh t.here are_reasonable grounds for as-

7 sumibg that the’ showmgs in ‘tern thls measure Would"

e _ja,lso be more fa.vora,ble for heir

e, _
"the sctivities of thess” corporatlons in all of the industries in
_..which they are engaged, the umiformly more favorable
o showmg in" drugs ‘cannot be’ due solely’ to ‘the™ greater

 efficiéncy of nagehtent ih this industry, but must reflect
“other { ‘a8 Well such as the grea,te control £ the

This analysis completely_ verlooks the testuno of witnesses who
are in charge of firms that operate in many.. dwermﬁed mdust.rles.

~MIhid,, f 10767
Soe A dminietered Prices—-Drugs." mport“of iy Bubcommitteu on’ Anmtust ‘aRd’ Monop

dnl’t., p. I-1i0
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For example, Dr..W,.G. Malcolm, president of . the Amerlcan Cyana—-
mid Co ~during the course of his, testimony, stated that:,. -

~!Over ‘the past 10 years’ wo have éarned: $242 mﬂhon from
-"our drug operatmns We paid out‘to stockholders some $150
million’ as* Liederle’s- ‘proportionate ‘share "of : d1v1dends to
Cyanamid stockholders—leaving us '$92 million in‘retained
-earnings to" plow back “for: future- pharmaceutical ‘growth.
This is a“dynamic’ mdustry, under’our fres: enterprise sys-
témi no- busitiess 'is"static=—we Must move" ahead——a,nd I do
not think:any of us'would want it otherwise. = ==
: Dunng the ‘same 10-year period we put $75 m1111on mto
our” capital programfor ‘Lederle’s” pharinaceutical plant,
‘property, and: ‘equipment :and “added - $24: million - o~ its in-
‘yentoriés ' and ‘accounts recewabl eto’r'support 1ts growang
volume of sales, ‘
-+ - Of this $39 million of. add1t10na,l capltal requlred to con- -
" duct Lederle’s business, $92 million has been financed from ..
.. retained earnmgs and. the balance dra,wn from ‘other corp

.:Liederle’s, capital requirer .'he yea.rs ahead Wﬂlic
tinué. to be heavy. .During:the current year, for. example,
e plan.to.spend more.than $14, million, about one-hali of
W‘hlch will be required o expand. the pharmaceutma] facili-
ties.in the United. States and, the .other, $7 million to, con-
- struct new.plants or add: to existing: pla.nts overseas.. We

have no assurance that our future earnings ‘will be adequa:te

: ederles contmmng >demand for, mcre&ses in ‘its

D, Malco]m WS also empha.mc in‘stating that:

* * * Kach-division is autonomous and each division is
'responmble for itg.own management ‘and:for:its own income
in-the lightiof the:overall corporate picture: :-And there are
o monevs taken from Liederle to: support:these other divi-
‘siotis Of eourseif Lisderle does make money; it'is thrown
into theoverall pot, ‘shall-we say, for ‘distribution: to: the
gtockholders and for reinvestrnent, but I ‘dery: t.he ffect thwb
-"the Lederle d1v151 n'supports” the other divisions:"

v aged” and ‘are experlencmg' dlfﬁcu 'tles in
meetmg drug costs are confronted with's problem that is hasically one
which is the responsﬂ)lht.v of the Feéderal Government rather tlian the
drug industry.. This is. demonstrated by. the facL thut they, like all
ot;her «citizens, are affected by 1nﬂat10 rising prices, ~and Government

] . 10 are presently 65 y

age a,nd over, during. their productwe years, were confronted with
the depressmn of the" 19303 Immediately thereafter,. the United
Statés entered into recurring perlods of international conﬂlct ‘when
taxes were high and a disproportionate share of the i income of this
‘particular generation was taken from them: " THi eft. lltt.l' (')r savmcrs
o provide for their years'of retireiment. - ek
4 Administered Prices,” hearings before.the Subcommittee on A.nttr.mst and Monopoly, op 4,

'pp 13884-13635,
o Jbid., p. 13683
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®E1t would ‘séem that: the“combinad: wisdon of those who have been
elected by the' people to represent them=is adequate toimeet their
problem. Tt Wil not’ bé solved by soeializing: or otherwise hampering’
ani industry that ‘hag made exceptionalstrides inimeeting our health
problems and’ Whlch hag made Amerlca, 2 lesder in the World today.

* After careful analysis of the testlmony adduced at the hea,rmgs the.
minority finds that the position in the majority’s report that the drig
industry has a permanent control of, the market is un]usmﬁed errone-
ous, and unfounded.. T ;

The ma.;orltv 8 report. sta.tes’. hit)

+The extraordinary: miargins. a,nd:._: roﬁt:ar tes in : ethma.l'
drugs: %:% * are made possible by the existénce:of extremely:
high levels of concentration, with-one or at-most three large
firmsiacéounting for.all of: the output.of moss of the: 1ndustry 30
products. <A ¢orrelative condition; isthe poor.position..of:
smaller- producers who . probably face:greater: problems-in
getting their products distributed and used than in any:other:
.+, manufacturing. industry. . In some, lines, small manufac-_
. ‘turersare able to put thelr ‘products on the. market; but
"~ though_ offered at prices. substantially - below those of thi
_Zlarge firms, they usnally are able to eaptiire. only a very small
'plopcrtlon of the market. There are a few lines, however, "
in which the price competition stemining from’ smaller enter-
prises “hag been sufficiently:-important to bresk ‘down the
rigid price’ ‘structuresiof thelsrgefirms.” Such price:behinvior:
in‘in striking: contrast :to-that of :sim duets sold onl o
by the major companies, " *** %:.

‘Every'firn whichrdevelops a'new: product under or patent;laws has
temporary ‘gontrol of the market for that: partlcul&r product; inasmouch
asit" secures ‘a patent on-its development.” However; thete are few"
drugs in usewhere thére is ot anotheravailable substitute whick: the-
doctor mey ‘preseribe, ‘and-under these: conditions it is idle-to: staites
that e particular firm ' has’an sbsolute control” of :the market for a:
particular ‘prodiet. T Any Cqualified! physician: always considers :the”
alternative miethods that he niightiuse’in:orderitocure an- ailmens:
Tn:this’ case,tha: methods not-only- mvolve dlf‘ferent drugs but. also
Pntlrely differenit therapeutic treatments. v

There Fas heen a tendency: throughout the hearmors to 1mp1y t.hat
ﬁrmq higva' @ permanent monopoly control: OVer:every:s new: develop-
mett ‘which ' they pioneer.. :QObviously;:this'is not-the ¢ase.”! As a
matter of fact; testlmony during ‘the course of the hearings dlsclosed
that after a perlod ol 5years most-drugs have become obsolete; and:
any-firm which wishes'to maintain-a permanent position of’ leadership:
in ‘this highly: compotltlve field is erigaged -in'‘aiconstant:race with'its*
own research staff: - This is certainly not-true’in tany other types-'of
goods: whorev tec‘hnole'gtcal progress:a,nd' smenhﬁ“ advance Tarenob
developed: asrapidly: ‘ b

% Ay
draft, D II-1.

o Ao iannnasd S e Pe b omneeslilarnnad ot Lt e il

‘Ea‘red Pﬂces—Drugs;" mpor’é of the Subcommlties ‘on
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- Every drug firm in the:last analysis must compete.in -the; capltal
ma.rket for: the funds necessary for;its growth: a,ng expansion. i'This-
premise.is & basic: one, and. unless. the Teturns from itg:venture are as -
attractive .as those- avmlable 60 1nvestors elsewhere, it will-be:impos-
gible- for it to-secure the funds: that: ATe Decessary! to enable American-
scientific progress to proceed in curing the sick and ailing. There is”
apparently a confusion of thought-throughout these hearings in that
some staff members beheve tha.t the ~drug industry should be trea,ted
ag 8 publicrutility.is i
'The- ma]orlty’s eport ates that

““Whils fhers i¢ no séttled corisensus as ‘to cise i
rate which separates ‘reasonable” from ‘urresSonable™ -
prices, most regulatory bodies limiit public-titilities to: profit
rates’on Ainvestment;: after: taxes; of :around. 6 percent:—or
about onesthird of- the: profit rate made: by:the drug industry.:
Of. course;:it may: be-contended .that lower ‘profit-rates are!
approprlate. fori utilities;: smce, ‘being necessitige of life; ‘they
enjoy an‘iassured market It ig ot ielear; however,-'s why
mizch thesame’ reasomng -would#no apply tothe: drug:

"

P i g the pr priate
for the steel industry by My, Otls Brubalker, research diréctor of the
United Steelworkers of América. “In his’ prepa,red stétement sub-
mitted, 0, this” subcommittes’ durmg the hearmgs on admmlstered
priees i the steel mdustry, he s ,

50t has- long;:been a,ccepted in; accountmg and ﬁnanclal cir-.

cles-that an average 8-percent net; profit-rate; of :return; on”
_net-worth: {stockholders equity mvestment) represent 9

~ and reasonable rate of returf, = *:%:% 8,

s However; dn:both:industries an-important faot has been overlooked
Nelther the:steel industry nor: the p armaoeutlcal -industry enjoys-a-
frarichise granted by piblic authorlty : Henee; neither is guaranteed.
o fixed.ratecof Teturn -and both are. sub]ect tio-the competitive. forces:.
of the marketplace. ;A productwhich is profitable today.may: become
most unprofitable. wher-a new and'mdre valuable, discevery.is brought :
forth by ‘oneof its oompetltors :nUndeiguch conditions;:it is idle even::
to:discliss-a comparison of; the :drug industry:with pubhc stilities
which 'are granted.a: monopoly: franchise by -governmerital- authority.”
It is mecessary for every drug firm ..to. be::able -to: compéte, in -the .
Nation’s money markets-for funds-to enable: it; to grow-and: expani.

-Although: there-has-been: a. great .deal of. discussion: on ‘the part:of :
the staff. and majority members: of this! subcommltt.ee coneerning the.-
social responsibility: of ‘this-importantindustry, it.is too- -often- for-
gotten- that it -can: :.only- be -discharged -by. maintdining: a vigorous:
and. -thriving: organization: - This :requirés that. it-ioperate- modern..
facilities andsemploy.skilled ;scientists: who: must be; secured: in -Gom-::
petitionawith: other:segments of industry. - It must-also develop an-
ag vessive-merchandising. force in.order: that; ité: achievements. lare:
widely known to 200,000 individual medical practitioners. and: that!
its. products are stocked Jn,the millions of drugstores whi

1 Ibid., p. [-107,
204 A dministered Pricos,’” hearings before the Buhcommiites on Antlirust and Monopely, op. elt. » bt. 2

. 526,
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our Nation: Unless these steps.are acoomphshed “8-discovery which
may have:valuable' attributes in saving lives fnay:lie-on bhe ‘ghelf
unused-for:many' years:largely.-because’ of the difficulties: in‘ trans-
mitting :complex technical kriowledge ‘to those who'dre charged ‘with
the responsibility :of ‘maintaining the health: of ‘their patients.:

There are fow industries where-there is‘actually less control of the
market: than’:exists “inwthe: pharmaceutical ‘trade where a host of
products with similar therapeutic values are available from'domestic
producers;as’ well ‘ag: from foreign: drug-houses which have 0ot been
idle in“their efforts to pehetrate the' American market: «Hvéry manu-
facturer of pharmaceutical products who'is able to show:a satisfactory
return on salds-and on:the ‘investmentin his plant: has performied a
valuabler serv1ce 140 the medma,l 'profesmon ‘and 60 8 %Amencan
citizeng: v o : Hs At :

“The fact: that by and large the: return on the more sucoessfu ﬁrms has
been highds attributed to:the effectivencss of iour. resea,rch and devel-
opment activities in this field, and they are reflected:in-a Iowermg of
mortality 7ates and inza. general improvement in-our Nation” 's health,
There. are:fewAmetricans shg.would not ‘gladly pay any sim in order
to be,adsured-of:a’ permdnent:elimination -of such scourges as:cancer,
heart- dlsease, ‘and other:similarilliesses: -which . cause ifreparable
injury: torthe: fa,mlhes of :those! afflicted; nbt onlyin terms:of ths'loss
of their:leved fones; :bit: al§orfrom xtho standpomt. of thelr earmng
power-and & Totwered-standard of: Tiving: %

Recently; :DritAustin:-M.:Brues; dlrector of: he BlOIOg‘lC&] ‘and
Medical Research Division=oftAr, onne National:Tiaboratory; W
an article-which appearediin.the mag&zme Context; publlshedw-by the
University of Chlo&go His.article-is entitled: oday siResearch—
Tomorrow’s Practice.” - It is:signifieantin’that it:clearly ‘shows ‘that
there :will ‘be-niew: developments arising from our pregress in nuclear
energy that:will-make : obsolete -many products : that a,re presently
wid used by t.he medmal professw : Dr- ‘B

techmcal advance breeds not only its own’ a.pphca‘mons‘ ,
further concepts and technical developments We may, ex-’
trapolate from "the last decade or'so-arid then mist sllow
for totally redlctable developments‘ Discovery of the.

Alle iation in space 13 ‘a Tecent example of the :

‘‘‘‘‘

speed of hange

“The-impact will’ bo Both .
will not, be very long before the’ standard forms of sotope"‘
therapy will be a.vmlab]e ‘t0 everyone. Wha,t new forms w111,5
be developed is a matter for. research, = ) .

‘One ‘of the ultithate goals in cancer therapy \ ‘
course, the discovery ‘of ;a compound that. is attracted s6-.
lectlvely ‘to ‘the” cancer .cell, ‘or—perhips. even ‘better—one -
that'is caught and held in ths synthetlc “tra.p” of the tummor,
cell .while it escapes from others.

“Tf such a compound wers:fotind to emst it could then be.;’
ta,gged mth the hydrogen 1sotope tntlum Thls is & ‘comi-

81327 O =62 -21
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-_arpa:t'a,tlve late-comer inthe useful isotope field, mainly becausa"
*...i0f its very: short-range -beta. radloa.ctlwty, ‘whichi made:it ..
.. .difficult. to measure until newer scintillation; techniques. were - -
. +devised:. But this very characteristic. makes it especially:: <
appea,hng in-therapeutic applications; since its-averagerange: -
< in tissue is & fraction of & micron; making possible the selec- -
., Alve irradiation of mdwldual cells:a,nd even .of - subcellula.lr. ;

s One. a,na.logous oom%ound tntmted thynndme, is- incor=:
i.-corporated into-the DNA [deoxyribonucleic acid;:the mate-- -
-, 1igl in:the nueleus of. every cell Wwhich:carries, the: hereditary..: -
1 genes)].of growing: cells, and in- cell.cultures.is ‘about 'a-thou-
- sand: tines. a8 ‘toxic::as: thie same-idose of tritium-in- water. .«
molecules beca.use of its specific localization. It is widely ~=i° "
+:.. employed-in growth research- today. but holds no-therapeutic *
-promise,;since it-is. llkemse moorporated mto growmg nucle1
.of wvital tissues.:.5%. i :
‘¢ Lacking & tumor—speclﬁc compoun b '.;11kely that pa,r-.
, ticular tumors. can be sttacked on-the "basis of special-meta~-
~bolie characteristics; just.as a hormal-cell: population can-be,-
-8 in-the case of iths thyroid's affinity:for iodiné. - . The: sore-:
what limited success of hormofie: therapy.-of . ¢ancér, and: a-
-+ .good -deal of recent. research as-well, indicates that, tumor
cells are not so fully independent of -the internal environ-:
nsmient: as ‘we used -to-believe and:that ‘variow tumors have
pecific; unsuspected metabolic features, i< vi1f i ;
: We . sta,nd .on-the: threshold of consldera.ble( developments~
—.#in-external radistion by muclear:devices. Ftis how possible:
L to produce beams .of :protons -and’ denterons. of ‘high ener,
‘which: are:-deposited::at: an. accurately -controllable - depth -
'.below the surface..: Particularly- intriguing ' possibilities 'are:
opened by neutron-capture:therapy; in:which:a relatively' ...
nontoxic Hux of - slow. neutrons from & reactor. act.w&tes cer-
tain elements such &8 boron and ursnium where they ‘
been deposlted yleldmg, in ‘the. ﬁrst instance, energetic’ alpha.;
Eartlcles and, in the second, actual fission fragments This
f’bnd of Iocahz.at:on ‘and dlrectlona.l ‘therapy is bemg &x~
oited in the ‘therapy of brain tumors, and the indications:
are that it will be apphcable in other cases as well. Mesn-
while, physmlsts aré going aher d to develop accelerators ap-
proacbmg cosmicray energies, Whmh accelerate largs atomic,
nueceli ‘and’ produce mesons and & multitude of substoriic
- bits which even in.the. termmology,of el '
are being called “strangs’ partlcles i o
. To leavé the’ realm of pure speculati may, at 1
recall that progress in cancer therapy by classical methods -
has been very real and steady simply through, the sccumula~
tion ‘of akill and’ experience and by the’ improvement of in-
struments. By’ this token, ‘with the’ passage of time and
wider tuse.of means such as'cobalt-60 teletherapy, small
accelerators, and isotopes, the cancer, salva,ge rate will rise
several fold in the coming generation.. There is the added
likelihood that with .combined" therapy (say, 1sotopes
hortmones; &ntlmetabohtes and radmtlon-protectwe agents)
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i We-may achxevc remarkcble success cvcn 1f therc 1s gl maglc
isotopic bullet. e
‘The ‘user of 1sotopes as - dmgnostlc tools ig-in: &' bnlha,nt;
infancy it is in thig field:that nuéledr science may have its
+broadest” impact > on'' medical: “practice.: M&ppmg of - the
e thyrmd and of: iodine-fixing ‘metastases is an: accomphshed:
et Certain® 1sotopes have: the special” feature-of :emitting
+two Tadiations at once, in exsctly opposite directions; with
a little electronic ClI'C-llltI‘y ‘designed to ‘record: these very i
.- 'precise”localization ‘in three ‘dimensions-is possible. - “Blood . .
flow,. eardiac:output;’ diffusion rates; a,nd' the hke are ac—i
curately migasured: by external countmg :
-+ The: fact:: that >we' .can label " almost any physmloglcal
compound with carbon-14 or: tritium enables us, potentially, .
“torstudy many:of the features of-intermediary metabolism at:
the ‘bedside; - Not: only’is: thig likely to’revolutionize the: -
diagnosis ‘and;‘therapy of “metabolic "disorders;-but-it -will': .-
= rmake it poss1ble to identify some of the individusals carrying.
“ Tecessive gendsfor serious heritable disorders, much:- as: we:: .
now look for Rh-factor incompatibility. Most of thisisnow: .
in the realm of research but toda.y 8. research becomes t.omor- '
“.frOW s practice. Wl AT AT
2 Ones hemtates to® ftry{'«-to dlscuss th E'-mdirect 1mpa,ct of
.‘basic: seientific-'advances,-even those pened:: up by isotopes’
dlons, for ‘the: very magnitude:of ‘the.. vista. -Suffice it:to:..
» repeat the-often<heard-analogy to:the:: ‘microscope tracer::’
. mdethods: visnalize-processes ‘that .can be:seén in>ho other: : :
~way. “"This’ applies especially: ‘to 'the synthetic: processes.
.+ Binee . synthescs and - turnover-rates haverbecome. directly:
- ‘measurgble in the: living: animal;: we .can- look forward in a- %
- few ysars to having & quite complete picture: of:the formation - :
. and destruction of important cell constituents and delineationi: :-
tof~their role in-disease, and,~in -addition; we have .a fair’
“'chance 'of-picking up i a,noma,ly in: tumor meta,bohsm hat
might e exploited:: silow
" Of very: great Jmportance 1s the stlmulus that has been
+ given to the study of genetics; the aging process, arid-carcino- -
~genesis' by concern with radiation and by the usefiilness of -~
radiation research in the study of these things: - They are.:
+ 'in-an exeiting state of flux-and prolifération ofideas; nuclear:
1 Beience'plays a large partin both discovery and. exploltatmn #
Does the future in nuclear medicine entail:an inordinate i
increase in; the cost.of medical care? One is haunted by the
possibility that the panacea mlght turn out'to be an enormous
nuclear machine of some sort.  For-many reasons this seems
most doubtful, although electronic’ equipment for radiation
‘work. will become at least as common. as electroca.rdxographlc
and BMR apparatus, and medical education will include
many new and interesting sub]ects 1o’ Feplace :some ‘‘drier”’
-ones. _ If isotopes should win out over hlghnenergy machm~
ery, there might even be an economic gain.®. . e

# Prues, Austin M., “Today's Research-—-Tomormw s Practl
zine, vol 1, No 1, sprmg 1{9}5 pp 35—36

* Gontcxt, 8 Universlty oI Ghlcago maga-
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Unlike most: other industries;-the. mamifacturers of . pharmaceutical
products are under the strict control of the Food and Drug Adrminis-
tration. which. must enforce.adequate standards of safety -before any
new:product is.introduced to ‘the public.’. There are.some who believe
that: these: powers should be :expanded:to: Anclude- an-evaluation .of the
efficacyof -a-drug.:; However,this involves: matiy valus judgments,
and it would :be- preferred to, have, this .determined.; oni ‘the: bdsis of
actual-clinical:evaluation ; by doctors as long: as: there is:no quest.lon
that the prodirct might cause harmful-effects. o

Furthermore, the Federal: Trade Commission: also- ha,s concurrent
jurisdiction with respect to- any :advertising. affecting.drug -products
offered directly to the public; i.e.;nonethical- drugs:: Many States
have established their own individual. methods of msunng {at ade~
quate medical:standards are maintained.. ot : s :

This subcommittee iis. casting’ a :serious: reﬂeetmn on the: mtegnty
of the Nation’s 200,000 doctors:whe:have.received. ispecial -training
and’ are licended: by ‘their :réspective ‘States. . By no stretch:of the
imagination are; they:quacks; nor .are they:: wﬂhng to-foist -drugs on
their-patierits which ‘they! do Lot beheve will effect T prompt eure for
their-ailments. ¥ 500 ; :

Unfortunately, .there ds-an: area: in.this: ﬁeldrwhere huma,n under-
standing still leaves a great deal to be desired; but.te inipugn the
-motives.of thosé-dedicated individuals-who have been Wﬂllng to under-
%o the;rigorous training.required to:practice.medicine end who,.in the

t--analysis; mhust prescrlbe all . drugs;. is a-great: dlssemce to the
American people.: . Suchattacks:aid-and:abet: thiose in Communist
countries who: seek:to- dispsrage :the-motives;-of. our free-enterprise
" economy-and attemipt:to attribute-évery form of skuldugigery to.those
whorare not -employed-by the state but; on the-contrary, must seek
their living: through: competitive. endeavors and from: the results of
theirwork ere requu‘ed to pay ta,xes m order to support government.al
activities:iiii:h non :

Although the eubcommlttee has been concerned w1th control of the
market: exertised by legitimate ‘manufacturers of ‘drugs, it completely
ignores the testimony of Mr. Floyd B. Odlum; chairman-of the:board
of the Arthritis -and Rheumatism Foundation. . He: appearéd before
the subcommittee :to:protest: against: the rhany:remedies -that: were
offered -to:‘thie- unsuspecting that.could: only end inv t.he1r ﬁnancxa.l
disaster -and. not:effect-a: cute. i

In::thissconnegtion:the followmg colquuy mvolvmg the cha.mna.n
?)/Idrl Theodore T4 Reck; ial )counsel for fthe mlnonty, &nd Mr.

. Syl
;:fpat.hy Wlth the" ‘position’ yOu are taking, and when' you mien-
“tion” mlsleadlng advertising for phony medlcmes I -'can’t
Imaging’ a,nythmg..a;' eet dea,l more despmable :
" "However, T y produc )

these hearings? .
< Mi..Oprun. Not:at. a]l

Mr. Peck. I certainly Wouldn’t think it Would be any of
the witnesses who are scheduled to appear before us.
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“Nr}OpLom. Noi these sire so“calléd propris
as’distinet from the 80~ -called ethical'madicinies.
,{nedlcmes t}:ia.t dﬁ nothha,ve to' pass’ through all‘of ‘these pl}'f-

I ‘_:_‘ea.rd expla,lned beforeﬁ

stand, oI
Mr. PECK Mlght some of these medicines be found in the
.old covered wagon of the patentitedicine peddler?
- .Mr. OpLum. Oh, yes; many . are worse. .1 have been the .
" regipient probably more than anybody in thé Uhited States
" of the drives for these thm s, becaiige once, I have arthritis’ =~
“and it was' pretty ‘well pub 1cmed that'T had becauge I was ™
the head of this foundation, and thereforé éverybody around” ~
the United States who either” through the ‘goodness  of 'his -
heart felt thathe had a cure for it-or swho wanted to-hookime
so'in some way 1 would be’sponsoring indirectly:a product:
that-they: wahted: tosell;-they would send thenr:to mé: or:
write t0 me;'and:I hawve ha,d everything in-the world: tha youe
can mentmn written:to:ne: about:or:sent to me:tousg:: :
~rI have used moneiof them. - The-last:thing T-had: sent 407
me' was & gallon of 'tequila ‘from: Memco -with'a dead rattle-’
snake-curled in it; and-if you took-a:wine:glass of: that! tbreer
times a-day. you were supposed:to get cured. of: &rthrltls
Mr. Prcx. And a few other things,
Senator KEFAUVER. You Woul be cured 1n tha
Would probably be dead, ¥
i Mr. Qoo Yes; one of: the tw e ; :
+ Senttor KEFAUVER. You sa1d ks gallon of tequlla ‘with 4 -
ra,ttlesnake inside of 67
- My, Obtum. : What they had e}\plamed was’ they d taker
t.he tequilarand ‘had dropped-a’live rattlesnake in it' and the"
rattlesnake had iri-his ‘death throés thrown: out this’ tequila.”
' Thenthey took' the:rattlesnake out iand: dried him:in the-
gun and-cured it:for 2: years and: then sold it for $50:a° ga.llon
“Senator Kerauver. 'What did you dowith that?
“Mr. Oprum::Lput itton-the table/in'my house!tolet: every-"
body seeit for about’a month; ag -to how foolish! people:can:-
get; and:then-I threw it:@way. " But'l:have had slfa. fa teas
and::I* have :had :mushrooms thinggiand copper “bands ‘and®
there is7a nman who'claims he’has ‘a: urdnivin mine and hé s
practically: reddy to' sue me: becauae I wo t.ell h1m t.hat. i
uranjum1s good: for:arthritis::- : :
-I+happen’ tohave sore uranium mines. 71"
good B2

Onithe basis of ‘testimony' from responsible individuals’ such as Mr
Odlum wnd-his associates in’the foundation;ancluding Dr, Russell L
Cecil, .of-New York; and;Dr. Ronald’ La.mont-Havers -also” of New:
York ibrwould seemmore -approprigte:for :this : subcoramittee: o7
eoncentrate its attention-on these: quack: cures: 1f 1t is rea,lly concerned‘“;_
with'reducing ithe cost: of:medical:care. -+ : £

Mr. Odlum, in his statement—which was> conﬁned only to: one:
illness, namely, arthnt.ls———mdlcated that patwnts who ‘were: seekmg‘

8 Administered Prlcas W hea:ings Befirs ‘the- Subcommlttea on ‘Antitrust and Monopoly p
14, pp. T977-T978. :
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a cure were spending.-on. fake nostrums. and. similar potions sold
through fake advertismg an-amount exceedmg a quarter billion.dollars
a year.®. "All:of the elaborate statistics.that have been arrayed in
order to’ dJsperege an industry.. that has, served .America - will: f&de
into complete 1nsrgmﬁeence ‘after exe.mmmg th1s testlmony ‘ .

After ca.reful a,nelys1s of the testlmony adduced at. the heermgs the
minority finds that the position in the majority’s ‘report that the
patent gystem las not operated eﬂ'eetwely in the phermeeeutmal
mdustry 8. erroneous end unfounded TR o .

Petents y.u-t,helr very .naturs restrlct compet.ltlon The‘5
existence of a patent system reflects an explicit or:at least.
implicit decision that the. gain- Tesulting therefrom-through:
the promotion of inventiveness-morethan‘outweighs theloss
resulting :from : thé ‘elimination -of: ‘competition. - For: the
periodcovered by the grantithe patent holder'is:a monopo-
list,y immunized from :the:hormal'forces-of competition. + He:
cany:if- he:so elects;  charge ‘whatever:price: he desires and
prevent others’from:selling his product or using hissprocess.#

It also. states thet

Todey in the drug 1ndustry—&s in .many other indus-.
tries—patents are a business ‘device. employed by large
corporations; to  stifle.-.competition:” The .inventor..in-the
large corporate laboratory is an employee of t.het .Corpora-
tion;: at the time of his, employment. he agrees in. writing. to
assign. all: of his: future inventions to -his employer ~Thus,
at:the. very outset, his-work-becomes:a pawn in the buelness.‘

- struggle; and the neture and’ quality: of his work—including
the . hnee of inquiry -he may: follow-—are: largely. dictated by
the expeeta,t.lon -of businessmen, untrained in- science, as’ to
what . a,rees pear: to hold the greetest promise of .commer-
cial.gain. - If he does fulfill the aspirations of his employer'
and hits: upon a highly; merketable product, known.in the
trade -as a.“hot!’ drug, it-is:the corporetlon ;and-its stock-
holders. who are the beneficiaries; his.feward may be com-
paratively negligible or nonexistent. ~Virtually, all .of:.the
products examined by the subcommittee:were those where
patent control lay in the hands:of drug menufe.cturmg com-
panies. Lo

:In other words, driigs are to be:segregated from. all other comm0d1-
tigs in:their treetment from the standpoint-of patent protection if the
majority’s:-views: prevail..-Béfore  wé accept:any .such: thesdis, it:is

‘imperative that we recognize the fact that-American medicine andite
pharmaceutical industry:are regarded throughout the world as.out-
standing and that the patent syster. hes:certamly pleyed 8 role in
meking this: ach1evement= poss1ble-f ;

M Toids, b 7975

rus and..M opoly, op. cit.,
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rAs Has been said so many tlmes, thig is anm area: that normally should
be ‘studied by some other ‘committee’ of the Senate, and:not by the
“Antitrust and:Monopoly Subcommittee. - Thers’ have been: legislative
proposals thatiwould virtusily limit the 11censmg of: pa,tents N many
cases or restrict thern to a- compsaratively few’ products Furthermore,
thére™ ha,ve’"' ' proposals ma,dc to requu’c compulsory
licensing. 700 0 = :

ANV attempt to treat the drug mdustry as one that must be hcenscd
bythe Federal Government is in complete contradiction to our: ‘basic
coricepts of free enterprise:” Prior to: enactmg any suchmeasures, it is
'necessa,ry that therebé-compelling reasons'why it is necessary to a,dopt
a sweeping measure which may set a precedent that could well apply to
other necessities’ of ‘life'that ‘the  average. individual requu'es for- ]:ns
We]l-bemg ds mtich as'he does ‘the pharmaceutica,l industry. -

Ahy attempt to apply a d1ﬂ’crcnt criteria to patents for drugs and
‘pharmaceutical ‘supplies would 'raise a serious constitutional .question
‘83 to whether class legislation was ‘béing sponsored, and it is doubtful
whether s/ procedure of ‘this‘type is warranted on. the basm of thc testl-
mony adduced during these hearings. -

+Amierics “his made! an gutstandin, contrlbutlon in every ﬁeld of
applied technology because of its unique patent system which stems
from the thinking of Thomas Jefferson. - However, there are those who
are more conicerned with atta.ckmg the. possﬁale rewards for a successful
breakthrough than'in promoting the advancement of: man’s knowledge
of his environment which results from stimulating incentives for new
inventions,

As an exa.mple of “this trend, ‘the subcomm1ttee has rétained the
services of Miss Jrene "Till, whio has devoted g lifetime to challenging
our patent system. " Accordmg to the chairman of the subcommittee:

Miss Irene Till. is one -of the le&dlng economlsts on the
‘subjectiof patents today. .. She was coauthor with Dr Walton
Hamllton of the TNEC, monograph £ Antitrust in Action.”

She: was ‘the “chief -economist for. Senator Bone 3. 'com-"
m1ttce, which conducted-an mvestlgatlon of pa,tents

There is’ ‘16" ihdication’ from these stateiments that’ MISS Tlll has
ever recogmzcd the “usefulriess of the' ‘Patent’ system in“furthering
America’s economic’ development or’ it superiority in'technical prog-
ress. “At'a time when we'sre in ‘mortal ¢onflict>with the Russians, it
becomes even more’ ‘important to harness’the ‘creative talents of our
people; and- it would'bé s smiall expense for us t6 pay if our technology
in every field was'stperior to that of ‘all‘poténtial: énemies. Appar-
ently, this is one of the concepts that has bee completely'overlooked
by the maj orlty s staff, including’ Miss Till

The majority’s report attempts'to’ segregate pharmaceutlcal prod-
ucts from ‘other “arficles’ and makes the suggéstion that 1o patent
should be issued on these items, as they are essential to the health
and well‘being of our people. Tt i i our viéw that it is vastly more
important’ to’ énable ‘them’ t0 secure new’ and advanced drugs than
to prevent ‘anyone from deriving & proﬁt thIOUgh makmg o contnbu—
tion to our dva.nccd technology :
H“!;‘%iﬁﬂmstar 1ces » heaﬂ.ngs beiore the Eubcommittee on Antitrust and Monopoly, op. cit,, pt.
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“THe- mejorlty S: report mentjors the fact: that in Ttaly no patents
-afe issued-on drug: produets. . However;-according to-theiriown. chart
centitled #Listihg .of Drugs to Plece of- Dlscovery,” there are no-major
drug: developments that are attributed to an Jtalian: pharmaceutical
scientist. - In fact, it is-generally: known-that many of the.drugs that
“BTe w1de1v used -in Ltaly ‘have -been.pirated. from- firms.which. had
undertaken the development of these products in other countries
where ‘patent: protection was enjoyed. - The: present Italian law is a
produet, of the Mussolini regime and is hardly .one for'us to emulate.

The majority’s. stafl. has provided the most: compe]lmg evidence as
to why our patent system. has. played an important role in. furthermg
:American technological progress in this field. A table. 1nc1uded in its
report, lists: & series ‘of drugs according to. plaee of dlseovery, a8 men-
tioned above. . -It inicludes those.developed in countries without prod-
et patents as well as those ‘developed. elsewhere..: Tt is gignificant
that-of-all thie.products listed, there are none.that were of sufficient
‘consequernce for-the. suboommlttee to consider that:were developed
inJtaly. This list covers a period from.1875up, to the present time.”

Dr. ‘Austin Smith, president of the Pharmaceutical Manufacturers
“Association;- in-his dI:soussmn of the broed problems of the drug-
deustr‘if stated- -that:. ,

*Barlierin’ my testlmony, T eeﬁed ettentlon to: the 1ntenS1ty- k
;of ‘eompetition i the-field: of rTesearch, and to:the ‘benefits:
‘gained’ by mhanlkind from’ chsoover}.es e,nd products thaft. heve' et
" gternimned fromthis ‘effort. : : : L

<o - nEhe role of .the patent system in providing mcentlves'
. for investment.of vast sums of money in- ‘endeavors which -~
" volve such gréat risks, is onig which should be recognized by
all who are concerned with the continiration of repld d1s-
coverv and the development of hew medicines: &
; The interest of ‘the ‘American people-ties in a.ssurmg thet
every feasible’ and: practloel means be’devoted: to. the: job
ol “findinig new answers to the mysteries of disease; to'win-
ning new ‘vi¢tories:in’ ‘the war against’sickness and death.
In’ this; time is: of .the: essence: . A new. drug -chscovered o
MOTFOW: i8-£00. 18 ave:a life 1ost toda; * R,
+The':patent. isystem, works,. to. provide 'ineentw for the .
‘many companies; owned by hundreds.of thousands. of Amem-:
cans who-have. 1nvested their savings in . .drug_concerns,. to, ...
risk the -enormous .sums reguired: in . the, gamble that, one_
research. project. .out..of thousands wdl: produce 8 result';'of
.- benefit- o, manking e
Obviously, the system Isno protectmn e.gamst he ins
ccredible risks of failure, against. the Jloss, of the millions of -
;d}(lalle,lf"s i;het. are- spent on the thousands of research pr03eets G
at:ial : .
But, it: does. insure tha,t eny rewa,rd for, reseereh for di
B velopment, for, oont.nbutlon 10, soclety wﬂl £0.to; those whoi._";
.= have-been; willing. to risk, their savings and-to devote their. ...
energies to this’ vital pursuit. .. e
_As you know, in the drug field these ps,tente ma.y cover
prodicts “or the processes for mantfacturing “them:" The':

# “Administered Prices—Drugs,” report of the S8ubeommities on Antityust and Moncepoly, oD, clt..,
draft, pp, TEI-24-30,
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«!otiginal ‘patent owner; of courss, frequently l1cense others
to -usei and: recewes Toyalty’ payments i i
“'This ‘assures;-éven ir-cases: whera' substantlal a,ddltlonal
nvegstments are: 1equ1red for -final-dévelopment; production, -
and :distribution;: *that s t.he drugs wﬂl be ma.de I‘&pldl ¢
ravailablesd #u% G0 5, :

It also enables in the case of cross—hcensmg, the promp
.+ production of new: drugsiin:cases where ;two or ‘more firms
Ty own. patents-which affect the production of a-singlé drug. -
-ii«The<pateént and-licensing: system>has another advantage
t eliminates a:situation in-whichise many: companiés would!
have: the rlght to. produce rardrugsthat -noisingle company:

i this brings:this:discussion to a:hlghly unporta,mtspomt \
.’ A néw: discovery.alone will not-cure a:single living person
of g singlé known: diseasel. ‘Even:the production in:quantity:
of eﬁ'ect.lve medicinals. will:not: affect: & cure-for. one :singl
v wperson. Nodrug.can: dccomplish anything until‘it-is. mad
availableto: the- patient, until-the :Nation’s- doctors : know -
.{7:'what it can:dorand-how: it fits into-the: medlcal plct.ure, and.:
~are assuredsit is available at the drugstore. -
% Thus, the ‘drug induitry’s job-is:ziot don Whe he dis
covery.is:made and when: the production machinery is;under
way: It :must devete equal zesl - and energy‘.to the ba.sk
dlstrmutdon a,nd educationi® - :

TActually “ta ifdentive whick v Datent p !
acknowledged. For. .example, . .in England independent . pharma-
ceutical product protecmon d in’ 1959,% It was endcted
in France in ‘1960, &nd it is’ utrently cuigsion in’ "Germany.
Although the: ma,jorlt s Teport attemptsto give the'impression that\.
a-'gredt nuinber’ of “other countries do not issiie patents on ditigs, &
review of the patent systems of 115 coufitries, ineldding th éUmted"
Sta,t' ‘shows that? 667 countries; o' 57 pereént ofthe tot
t drug’ patent protection, w J :
viously a number of ‘variations in patént laws' Whlch’.
léarly defined’ cateogry ~For exhimple; the Tormeér
i ch”as" India Where a’ modlﬁed‘

Irrespectlve of the ﬁ urés; it ; cogmze’that ‘thie’
industrialized nations of the world Wll]. play 4 leading: roledn this field
for many-years o comex: For: exatple, in" ‘Africa:there.are:now 27
member-nations-of the: United: Natmns, ‘but:itis doubtful Whether
many 1mp0rtant medical discoveries will emanate!from themy:i:i:

The:fact: remains:that; the most rapid scientific d1scover1es in the
field of medicine have takeén-place imithose: countries: where patent
protection: 1s/available: :Unless ‘we:até - ready toiabandon-a:system
which: extends far beyond the .drug: field; and includes: almost. -every

- AdmInistared Prices,”” hearlngs before the-Subeommiites on.Antitrust-and -Momopoly,
19, Bp. 10898-10609,
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aspect of out technology, it is a-waste of time to criticize the patent
system which has served us so well since the days.of Jefferson.
Readers of the majority’s weport: would be led:to-the belief that
they propose legislation to-eliminate our'patent structure.--Any-such
proposal is not a: proper one for this subcomrittee to ms,ke unider the
terms of Senate Resolutions No. 57 a.nd No 238 Whlch euthorlze
investigations of the antitrust laws.coes w1
It is requally inappropriate 4o- suggest the 1mpos1t1on of prlce con-
trols and the elimination of brand namés, since such topics under the
Senate-rules are properly-under:-the: ]urisdlct.lon of other committees.
There has been: a: general confusion on the subject of patents, which
pervades:the: magorlty s ‘report: on:process: patents: versus:product
patents:: The:majority’s report attempts-an oversitnplified .approach
to product patents versus process patents protection. of :inventions
relating ‘to : pharmaceuticals:®:: This- treatment :leaves-ithe average
reader awith an impression which:is fieither correct not valid.” There
is no easy.orsimplified ‘explanation .of this problem:.: Actually, \there
are three separate concepts: which' must be-considered: : i
First, there /is' independent drug: ‘product: protectron in-terms of
pa.tents which are obteinable in countries such;as Australia;’ Belgium
Great Britain (until 1919.and: again commeneing: January 147:1959),
France (since February4,:1959), Panams, .and the United: States.
Thesecond cconceptis “Derived Drug: Product Protection,”’ claim-
ing a-product by:process claims, for example; in'thé: N etherlands and
Germany:where the coverage: of: the “only-known’process, or:where
available broad process claims, or filing:.on'a series ‘of: processes,
results. in. protectlon. T,V1rtua,lly equlva,lent to., 1ndependenb= 'product

Zory:
derlved product protection. (e g., Argentme, snd Mexwo) :
.Contrary to the views expressed in the majority’s report Sw1tzer-
land .does grant and has granted pa,tents on. fermentatlon processes

for'the production: of: antlb;otgcs RIS .
tually, the mc]onty s stafl- shows its 1gno noe of teehnology by:
dlsm,lssmg rocess claims in this cavalier, fashion. . Many products. of
great, usefulness to mankind would only be avallable at. prohibitive
prices if s satisfactory process for their manufacture had not first been.
developed. ~Iri a large measure, the success of the American, chemical
and.. ph armaeeutlcal mdustrles lies in’ their ahility to. develop new.
PrOCesses 50 a8 to. make the products of 1 entors rea,dﬂy ava :
the public at prlces -which' they.¢an affo i )

“The majority’s report makes a disparaging reference to L lec‘ lar

modlﬁcat,lons of basic.drugs., . It states that;. -

“ At “the - time ‘of ‘the preSentation: o Jthe Pharmaceutacalr-
7 ~Manufacturers Association; the subcommittee staff prepared ~ -
o 'and placed in theirecord: a- llst of uflportant. drugs showmg: e
t]lell‘ ‘country of origip. %% *: o :

t n1Subsequently the Pharmaeeutlcal Menufacturers Assoma
tion ‘submitted  its: own'list: prepared: by -an industry:sub-
committee: - ‘The major:differenice-bétween the two: lists was:
the -fect: that: PM A included:a:large number of molecula,ri
B Administered Prices—Drigs, " report of the: Bubeomniittes o’ Antitrubt and- Monopoly,

draft. pp. II-1-2,
% Ibid., p. IIT-L.

’
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-modifications of the:basic drug; and many of these mod1ﬁca-
-tions wére: madei m U 3. corporate laboratories. # * * oy

In' thi§ connection; it is 1mportant to review the’ testnnony of a
dlstmgmshcd sc1entlst Dr. Philip 8, Hench, who played the leading
role in  the dcvclopmcnt of cortisone as & member of the staﬁ" of the
Mayo Chmc Dr. Hench testlﬁed s fo]lows

..... - Dr.. La,s&gna, spokc a,bout his opinion. that some of theso
dlﬁ'erenccs were minor,-and: that pharmaceutical manufac-
turers should not concern themse ves with what he- called
-minormodifications.. Agsin, sir;-T would.suggest: that is also
-8 post hoc :determination on his part, because the-mistake
-that. Dr.; Kendall made: between: compound -A- and.. com-
-pound’ E, the: difference: is very, very shght; .only one little
-difference in- cothpounds A:and; E, and. yetH: does all: sorts
of things and A does absolutely: nothlng

: So in talking about a minor medification. from the sta.nd-
pomt .of .chemistry, . there: is really: a.minor.modification that
-makes all the difference in the-world.. i- Yéucannot-rationalize
‘theseé modifications: - For: example, sir; in -due time - they
‘madé-a compound called hydrocort1sone, -and tha,t one: su‘nple
-ch&nge made all the difference in:the world.* .

Tha' malontys report makes 8 partm.l quott from '8 document
which ‘was written by Mr. Leonard J. Robbing; and which first
appeared in the’ Journal ‘of the Patent Office’ Soc1ety 1n an article
entitled ‘‘Pharmadeutical Patents in Foréign Courtries.”

The ma]orlty s’ rcport uotes Mr.- Robbms a8 statlng “that:

'.‘."

o ;protectlon for," chermcal products in
";gencml a8 well as,. pharmaceutical products.in particular,
.to process claimns, is essentially a-continental European con-
wcepticn;:and-is tled up-with social thmkmg in.the 19th cent-
ury: dumng the . industrial revolution. - It became a matter
‘of proctlcally umnagsailable dogma; $hat.if the public is to.re-
‘ceive: the -benefit :of. new chemical or. ph&rmac‘eutmal prod-
ucts &b o, reagonable price;and in.amounts.sufficient.to meet
‘the:demand, that:this could only be. accomphshcd by restrlct-
‘ing the mventor to his:process; so-that others will be enecour-
aged to invent new and improved. Processes. which will make
the product cheaper and-available in greater. quantltlcs L

Tri“6rder 't giva the’ full import -of the orlgma.l Thesning of Mr.
Robbing' statemens; additional excerpts’'are given below which are
in marked ‘contrast’ with’ ‘the solo ara,graph selected for mclusmn in
the ma]onty giréporty o f

vk K Probably theré was" a,lso the ‘fear- thit with sof-

‘ fma.ny closcly adjacent countnes product” ¢laimswould -
¢ ‘enable thé manufactiiter in’ one’ country 'to obtain effective

. control of the entire Europensi-market. : Switzerland wag' “
ik go fearful? of- forclgn domination, that it adopted ‘the exeess-
Cevively stnct reqmremcnt that one patcnt could only cover"-

Lo Ib[d . IT-22,
* 1024 dmninistered Prioes," hearlngs berore the' Subcommittee on Antitrust snﬁ Monopoly, op cit pt.

14, p. 8172,
) - Administered Prlccs—Drugs," report of the Subcommittee on’ Ant[trust and MOIJ.OPO!Ya i
dmtt, po. I11-2-3, .
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-the process-of: making. ohe specific chemical or:pharmadeuti-
cal product—which has ‘actually resultéd in the:proliferation
-, of Swiss patents and much benefit to Swiss, patent lawyers, -
~ However, Switzerland is an’, exceptlon -and other European .-
~  countries permit broad, procéss claims when ‘the product’is
‘new. These European 1deas .as. reg&rds"the desamblhty of |~
process limitation for pharmaceutlcal inveritions were transs "
‘planted many years ago to numerous other iregions and ' par-
;ticuiarly 67 -G i ' i and w*Fa.r:j Eas n

o EVIEW pomt of the 19th cent.ury Wa,sfdlfferent
‘a.nd ‘product=clainis . were ‘then permltted :However:the
~process limitation: wasntroduéed 1n1919; la,rgely ag'a, resilt
‘of numerous‘broad product. claims for: dyestuﬁs obtained by
{(German ‘inventors béfore the Firdt World: ' War and: the: fear
of domination of the British industry by German interests.
-Some of -the miajor’ British: colonies followed. st some did
‘not. 7 After 80 years; there has now beén another: about face.
:In:'the ‘mew 1949 British patent: act; independent rproduct
* “claims are again permitted, - This' dra,ma,mc change in British
practice hashads profound effect in uropean:patent circles,
and in many eguntries now only: perinitting ‘process-: claims=—
. ,even Switzerland—the desirability, of independent. product -
. claimg’in patents for new: pharmaceutical products is being = .
.. .most carefully cons1dered on: the ground that \in view of |
" present:conditions and .the. enormous expansion :of ‘the .
chemical . and pharm‘_‘ eutical dustries;. Tlimitation to--:;—.
process protectlon may bé outmoded and actually harmful.
The pumber of ‘new oompmmds ‘that ‘eanbe creited is so
-great, the spur ‘of compe’mmon 1§ so strong, and the cost of
‘résenrd Ia.rge “that' ‘no’ manufactiurer rests on~his osrs
‘after placing‘a’new. product:on’ the masket; ‘and will hirigelf
“continue t6 work on improved rifsthodsof productlo L From
“the viewpoint ‘6f the public interest and: the comimeérciil
“utilization ‘6t » new product;:all themovelty and: advantages
, ¥ e in*'the: product itself,: a §”immaterial
“whether product is producéd by an‘efitirely new reaction,
or '-'b'y-','a* riventional “reaction. * If:ithe: reaction process
“itself is new; this will i turn®premote research to utilize:it
in the! productmn ‘of other new sproducts /It “can “be vig-
- ‘orously:argued .that. in ;countries in: which. - patent,. .office v
. -practice holds t.hat utilization: of a. known, process: to.produce .
-a. new: product.is obyious, research. is actually, stifled.. . Tl
public benefits from the’ product; ‘and not from the. “Process.” o

Any careful review..of the comments made in, the majority’s report
as contrasted. with .the. text shown. a,bove‘ indicates that there 18 a
-completely different..concept..of p&tent P tecmon abroad
majority’s report attempts to.convey, :

Unfortunately, there are many. md1v1duals Who do not eahze that
it is; not, necessary. for . firm. to secure & patent... On.the ‘contrary,
they could operate & plant and produce a product under’ a- secret
_process indefinitely.. -A patent.grants e, limited- monopoly

~i¢# Robbins;: Leonard 7.; “Pharmaceutical Patents:in-Foreign-Countrles,” Journal of the Pate fﬁée
Soclel:y. April 1855, vol. kxxvn No. 4, Langner, Parry, Card & Langner, New York, pp. 276-277.
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years in ‘Fetirn fora- complete disclosure; by’ thefmvento
nishes the péneral public with ‘all of the détals :

that aftet t%e expiration”of the patent period anyoiie is’ free to-
ufecture the product.

- Arnerican techiiclogy lias benefited both fiom theincentive accorded
t.he individual ihventory through-his limited" monopoly for' a’¢om=
peratively few: years ‘and-from’ the mdespread dissemination” of ‘the'
information-contained ir' all patent. a.pphcatlon ; Actually, in many
of“the’ colintries where’ patent’ protection”similar’ to ur own is‘not
generally available, there'is a teridency for'far nidre seerecy in ‘terms

rodiction’ and’ ‘processes’ thanexists Here ‘in' the' United ‘States:

ur' ‘patént system has not only provided ‘a’strong incentive for
mventlon but 1t has played:a dommant. role in-makimg America the
most- pOWerful 1nclus‘c.rlaiv Dation:in-‘the ‘world: in the: short spsn-of
172 yesirs.: - If one réalizes that most petents have long since become
publi¢ property; thisis:a sniall price: to’ have pa'd‘ for our emme' 'ce
1 the field-of fechnology and science: .- " : :

‘There is still another wrea that has been: badly confused through-’
out these hearings. 'This involves: the licensing’of firms to'use proc~
esses and-manufacture products: prior to the: time that & patent:has
been issued.-:Anyone familiar withi the physical sciences knows that
it*is ‘quite norma,{ for ‘the same idea:to"be’ developed simultanéously
1n a number of different countries ‘without:any.  communication:
between . the! inventors responsible’ for these developments, It then
bécornes the responsibility of ‘the: U.S.: Patent: Office fo determme‘
who was the first inventor, in ‘order:to issue e patent: -~In many cases,
this involvesa long '?‘perlod oi searehmg a.nd perhaps costly and
lengthy litigation: ! & ’ =K

.In‘the caseor drugsit: Would be tregw ifa eful or hfesavmg product
were- withheld: from the:piblicpending these extended negotiations:
Accordingly, it has become the practice in many industries, and par-
ticularly:in-the-field: of ‘drugs; forsmanufacturers:to license: cach other
on-the:basis thiat when g patent-is finally issued, & royalty will be' paid
to:the: successful inventor: Under: this: procedure the public:has
immediate accessto:the benefits of most new- developments and they
heve extended our:life span‘and our general welfare.: S b

‘' An example of this problem:was illusirated’in testlmony before ﬁthe
subcommlttee which- is described:in ‘the majority’sireport reletring to
the 'pending: Federal Trade: Cominission: proceeding involving:anti-
biotics, in'the 'matteriof ‘American:Cyanamid Co.,etal,, FTC docket:
No. 7211 ¥  Sinée the majority hasseen fit to: deal with matters which:
are an open issuebefore the Federal: Trade Commission;:it:seems Gnly
fair-to state-the:contentions-of the respondents, which are contained in
briefs in the public files of thie Federal Trade: Comxmssmn as well as'the
claims of the!Commission counsel.” ‘The followmg 48 an: attempt to.do
thig brleﬂy in respect to the'matters referred toin the majority’s report.

- The majority’s-report.refersito “legal maneuvers’’of the'companies
mvolved with:the “twdfold objective’ of assuring:the:issuance of:a
tetra.cychne patent:and of securing-the patent for themselves:® It ig
the general position of‘each of the companies'-namely Pfizer,;American
Cysanamid 'and Bristol—that they independeritly had the: ob_]ectwe 'of
securing a tetracycline patent if it was patentable, Each of them inde-~

o “Administered Prlees—Drugs,” report of the Subeommiitee on Antltrust and Monopoly. op clt.

draft, p, III-81.
% ibid., p. ITI-70.
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pendently. could obtain a patent.for itself.if possible,,or, .otherwise,
obtain & license which would permit;it to: engage. oompetatwely in the;
prgductlon ‘and sale of tetreevclme This: is.a. normal busmess pro-
cedure .

.The majority/'s report refers:to the purchase by American Oyanemld
of the Heyden Chemical Co.’s antibiotics division for more than its
beok value, shortly after the Heyden Co.-had. flled an application for
a tetra,cychne patent.”. . THe implication which it attempts to convey
is.that this was dene. to remove.the Heyden, Co..as a potentisl .com-
petitor in tetracycline. -Until'such time as this case has heen concluded:
and the decision of the Commission has been reviewed. by the courts,
it is net appropriate for any Senate subcommmee to; ettempt te pa,ss
]udgment upon s guasi-judicial proceeding. .

-Dr.. Malcoltn, ‘president-of. the- Amenca,n Cya,namld Co, in; h1s_
testunony explemed that at the time of this. .agreement; his firm had
already embarked on.themarketing of tetracycline asits prmclpel anti-
biotic instead of Aureomvem He expreéssed. concern that:the Phizer:
Co. might be-found. in;the interference proceedings 0! have priority
of invention of tetracycline and thus be awarded a patent,: - If -this.
should oceur, it would: enable a- competitor: to:block . Dr.- Malcolm’s
company., - from, -selling ‘its:  principal: antibiotic: - Consequently, he.
agreed to settle the interference proceedings and to glve the Pﬁzer Co
a license:under its Aureomycin patent;:- i ;

-The net.result: of - the agreement;: Dr: Maloolm explamed was- to%
avert -a-blocking ‘situationfin - which the respective parties’ patents:
would have prevented:any. of:them.from producing and ‘marketing
tetracycline. .. The net -effect ‘of :this agreement was that they ‘were:
enabled to compete, and patients thus had several sources of an im-
portant-antibiotic. - Any. fair examination: of-the entire record shows
tha{; there was:no desu'e or: motwetmn to lumt t.he merket for tetra-
eye e ool

-Each- of the: ﬁrms referred to in the ma]onty s report has a respon--
sﬂoﬂlty to its stockholders to eéndeavor to:secure & patent whenever
possible:-on ‘any research: -development which it has. financed: and:
pursued to-a.suceessful conclusion. ' -Unless:this procedure is,followed,
1t would be possible. for- anserupulous individusals to:file-a patent on
a:product’ or-process which:they' did:not: develop ‘and -thus . make. it
impossibleé: for the firm which had the:ofiginal conception to produce:
and markeét its own invention:.: The’ relative merits ‘of- individual
processes Tequires a specialized: ehemmal and pha,rmaceutleal knowl-
edge normally unavaildble t6 the subcommittee’s staff..:-

iThe important.consideration for. thissubecomrnittee is that a.etwe
competmon) has ‘been maintained : in -the manufacture ‘and :sale:of
drugs. {:On.the:other;hand; if: the:majority’s staff believes: that-sub-
stentlal revidence has been! -addiced to-show: that: it is® Jacking; then
there:-are: other remedies to:cope: with: this:situation; such-as the
continuation’ ot the. Federal: Trade Cominission proeeedmgs and g
final determination: by .thé courts.::dn ‘faét,.at the -present: time
there are-cases pending, and until: they are comnlet.ely terminated
it:is-prejudicial: to'-both-the: government and the companies. for: this
subcommmt;ee to ettempt to pass ]udgment on the ments of the issues
in’ questlon ! : Gt < i

t,,",Ib.[d. g Dond T lyodl e onpdepee Joll midl R Fusier CTemnoy el
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The:majority’s: ‘Teport ; makes theiamazing statement that:

* % * Tf Datents. “Taict the Koy to the unlockmg of
new drug discoveries, why has it functioned eﬂectwely in
tlns‘count.ry only for the last 20 years? A

Apparently; the ma,]orlty s staff is. unaware of the f&ct that rior to
“World War I, the United States had ' no.chemical:industry..: ?n fact,
during the penod of meutrality before we éntered that conflict, Germ&n
submarines-loaded  with . dyestuffs: entered . .our : ports..and Weg. were
completely ‘dependent. upon: the German chemma mdustry Jnme-
diately following World War I, action was:taken to develop a chemical
industry.in the: United States a,nd our: pa.tent system ‘has pla,yed a
vital-role in this endeavor. =~ .

The “animosity toward the pa,tent system upon Whlch the -drug
industry has been built is clearly revealed in-Dr. Blair’s book, ‘‘Seeds
of Destruction,”. published in 1938. . The follomng sta,tements taken
directly frem his tent clea,rly indicate howlittle 1mportance he &ttached
to technologlcal progress. . He wrote: ...,

“’Perhaps-the most stnkm &mple of a 51tuat1 'nvolvmg
the development’ of monopolies dnd price fixing against which
the' FTC is: powerless is to'be found.in”otr patent’ ‘system.
There: monc)pohes not only for machines and methods, biit
also ngmes, are’in effect granted;: and ‘the- Commmsmn can
only it ‘back; look at & case;and retnetfully announde that
while it undoubtedly does’ involve definite prieg fixing and

a “tendency toward monopoly” in violation of ‘sections 2, 3,
7 and? 8+ of the Clayton Acs; nothm ‘can-be done: about it
because it'is & patent’ monopoly nd- patent monepolies
are for' almost "20 ‘years untiouggmble by the Federal dee
; X ,

Any person acqua.mted mth merely ‘the: most ba,sm- prin-
clples of technology’s development knows that inventions and
discoveries ‘do not occur overnight. - An:explosion’ does not
suddenly take:place 1n the inventor’s mind;: ‘causing him: to
lesp over chairs and tables slicuting, “I've. got. it,” thus her-
alding the seizure out of the blue: sky of some d1scovery never
thought of:before.:An invention“in the:-realm: of techniques
is almost always merel{ a new and ingenious-application:of

- ._some specific. principle long known to specw,hsts in.the field. -
.. Inventions are ysually, the result of decades if not centuriés
. of thought along s certain line:. This herlta e of mental ef-

-+, fort, rather than any definite individual, is the true creator . & -
. of inventions. Thus to rely upon some cloistered gctentist or

i 'backyard mechanic, to bring into being overnight a revolu- _
... tionary invention, based upon some never-before-dreamed-of
y prmclple is to 1ndu1ge in the fantastic dreaming of an Ahce' '
_ in her Wonderland. We are able to look at existing princi- -
- ples’ known to than and to reason that from these principles =~
1t is possible that new developments witbin a'certain field may. .
be expected to take place within the future. But wheh we

9 Tbid., p. I1I-3
¥ Blair, John M “Seeds of Destruction,” Coviel-Friede, New York, 1938, pp. 127-128,
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imagine that caplta,hsm will beisaved by something: ent.lrely"f
-new, We are merely lapsing into-wishful thinking.. . . .
.- A: glance .at some of the records within the’ Us. Patent
=0ﬂice verifies .this fact, showing" th&t 1nvent10ns which we
today consider extremely modern are really quite old, ha,vmg .
“behind them decadés of constant thought' and study '
,The handy little’gadget: Kiiowti a8 the zipper-goes ba,ck to:
‘Since that tme it hds only besn modified in exterior
ut it worked: almost as well when it was first’
does today.  That answer to s railroad advers:
- thestreamlined train; did notbirst ifito belng,
- ofull: growii; > from’ the: iirds’ 61 moderi aerodynamic! ehgi= o
. neers; & man by the name of S, R. “Calthrop ‘obtained a-™
='=_patent on“such’a train’in the Civil Wartyear of 1865. -We
~usually are apt to consider the submarine s product of the -
~20th century butit so happens that during’ the%evolutmnary L
“ War'a submaring, powersd by & powerfil spririg mechanism; "
not only was constructed .but-guceessfully went -under thg - -
surface. of, Boston- Bay, loosed. s .crude torpedorat a British
man~0f—wa1—mlssmg its, mark by only.a few. feefs-wand then
came. back |up -again. .. The Britisn Government in 1892
srantéd. a patent.for an airplane to, Sir Hiram Maxim ; avi-
ation experts say.that this plane, had:t been powered by a
gasoline motor instead of the heavy steam engine Maxim was
forced to:use, would have flown successfully; and .even.ss it
was; the-plane actua]lv did get.off. the ground. - Incandes-
cent lamps .possessing filaments .of bamboo were successfully
used . years before Edison ever perfected.our modern electric
light: ‘And.. speakmg of Lighting, the. present advertlslng
hullabaloo concerning the advantages. ofp indirect. lighting is
nothing new, as lamps built on that ‘principle were adver-..
tised and sold in 1912. ~Concerring air condltlomng——whlch o
by many:is.regarded as-the next savior. of capitalism-~it is
interesting to “hote that the Empress-Theater: of-St:: Louis
used in1913:a form:of air conditioning by having air pushed
with fans: through:: falling: water,  and:: wasiguecessful.in:so
* doing for temperature was:¢'58% within when it 'was 90° with-
out:” - Anair conditioner forhobe use known:as the QOzonea-
tor was: mdely advertised: du.rmg 1hls perlod ag-an- “Ozonea.—
' ull;yow through!!! o el

Wlthout attemptmg to Tefute’ these lud1 sta,tements 1t should
be noted that the entiré modern ‘drug industry is & product ol recent
research. ” If this had not been the case, there would have been no

justification for the extendéd bearings by this sitbéommiittee, «* Steroid
Lormones reatments for diabetics, tranquﬂlzers ‘a‘,‘rid the broad-
spectrum antlblotlcs are all Tecent developments
Furthermore, the cost of ﬁndmg these products’ and’ then developmg
suitable manufactu,rmd procésses as ‘well .as controls to ‘protect the
health of those who purchase them ha,s béen 8, staggermg expense to
“the comipanies mvolved .. .

lI'l:nid__ Dp..206-207.

tiser’s’ dream
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¢5::Dr; Philip-Berke,zvicé president of Formet Laboratories-of Roselle,
N prevmusly referred to, in his testlmony suggested that:, .-

It the holder of d patent. issuess’ 11eense oT cross hcense 1o’
' “another firm, and by his‘own volition gives up his’ monopoly'
on the product, then it should be compulsory for himte "
license: all: of.her companies -Wlshmg a-license rega,rdless of
sthie size ot:the:conipany. - : - 5,

= Tn:orderinot: to-Tétar uresearch and evelopment of ‘new
‘products; L. would also: suggest mandatory fsstance of licenses
in the case of compounds that are not to be marked. as
suchi>but are-to be used a8 1ntermed1ates for the productlon
:of o’sher compounds:?

Apparently, Dr. Berke attaches 11ttle lmportance to the fact that
-thosé firms-who ‘have: developed; these-patents have-expended-funds
which otherwise would have gone to their: stockholders as dividends.
<If*his proposals:were adopted; there would.be a serious dereliction of
‘duty on: the’part of those corporate ofﬁcers Who &greed to: gra,nt the
~11censes he-geeks. i v e i

. In effet; o process pa,tent s an asset of 8 ﬁrm Wh1eh has expended
its funds in order. t¢ further. their productive abilities. . Lt would-bes
travesty to license:thesé patents-automatically, without any. considera-
“tion of :the: commercial cons1derat10ns thh should govern any such
transacnon SR Pyl B R

* Frequent: references: heve been made. ‘50' ;
worth of companies éngaged:in-this field.: -In: a,lmost every ca.se, “the
‘moneys that were plowed back as retained earnings rather than paid
-out 1o stockholders-as:dividends. provided the:funds for the research
‘in- question, ‘and ‘'by every legal standard: the stockholders have. s
right to expect a return:on this investment in exactly the same manner
-as they 'would: if funds had been 1nvested 1n Ly pla,nt(or some ‘other
productwe facility. ~¢ o : : ot

-No one:can claim to foretell the future L,but it casts & shadow of
doubt ‘on the economic ability and.intelligence- of a staff: member—
‘namely, Dr. John M. Blair—who has so lgttle vision that ag:late as
-1938 he was unable to visualize the employnient opportinities and the
changes ‘in:our living: standards as the products. of-the; automobile,
radio; alr-cond1t10n1ng, alr tra.nsport and plastlc mdustrles were more
Wldely ideveloped.” :

v Itris-fortunate: that Amenea en]oys the services of a few dedm&ted
mdnnduals with scientific imagination . who- arg motivated . by an:in-
.centive system which has -made-this..country the-leader:of ‘the free
world. Any perusal of the annusal reports of many leading American
firrms will show that more:than 50 percerit-of. their total salés may be
-attributed to produets thatwére not known:even 1@ years agos "Dr.
‘Blair' was-obviously unfamiliar with-the literature underlying atomioc
‘ehergy and theentire-electronics-industry which have changed our
c(mcepts of defense, imployment, and general economic relations.:

+Anyone who- mdulges inthe broad :dogmatic charges -against;- the
Amerman enterprlse system that Dr.’ Blair has used.in his “Seeds. ot
Destruction d1squa11ﬁes h1mse1f from Obj ectrlvely evaluatmg the pro-

Y "Admmistered Prmea." hea.rmgs be
"14; pi 8068, RISt

81327 O - 62 -22
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.-Eress of an industry tha,t s 583 'ng 80 meny Ilvee and lmprovmg the
ealth of‘our eitizens. - 1sriis: e

At‘va.nous tunes centers hke Rome . Berlin,: Vlenna Edm-
burgh and London have claimed the distinction ‘of bemg the
'medlca,l capitalof the world: - Today, few question .that ‘the
‘center of medrcal learmng hae shlfted from Europe to the
lUmted States. +* ; z
“oTot msure our contmued preemmence we must- ceaselessly
strwe to increase our medlcel knowledge and to 1mprove its

. ‘disgemination,. *. * *3.

Cert&mly, ‘thepatent system has played an 1mportant role in brmg—
‘-mg this ‘vital change abdut:

Although themajority’s' report s prmcrpe,lly concerned w1th petent
iprotectlon against: ‘competitive firms; it is Well khown:that: the ‘most
potent source of innovation is a company’s own laboratory and re-
search facilities. .“More good:preducts have: been rendered obsolete
from internal competﬂ;mn than by any outside threat of a néw inno-
“vitionor development.”''On'the other hand, because other firms may
-cause the obsolescence of a product, it is necessary: for each com[ any
‘to strive for first position in its chosen field.

: Thiere has:been an-effort throughout'the majority’s report 0. 1mply
‘that rinterference proceedings' are ‘secret.and that- foreign. patent
licenses ‘are invalid and of dubious valte.: In'the interest of fairplay,
‘it should be added that the State ‘Department. was asked to urge'the
Ttalian ‘Government ‘to: foster a patent law in the: pharmaceutical
‘fisld comparable-at least: to:other European laws: . -Independently,
“the British Forsign Office and: the Swiss| German, and French: Gov-
ernments similarly urged the prmmple upon the Itehans - The basis
‘was ‘for the protection-of growing Italian research and - ‘to:.establish
Tair- t.reatment m commerce of e,ll 1nventors of ph&rmaceutlcai
'-processes /

The: factua,l mtua.tmn 18 that gl all countnes except Ita.ly, inven-
:thIlS are‘published in technical ]ournals soon after patent:applications
tare filed or.they are'published when patentsiare: granted.: - Itdlians, so
.disposed, are nof only free to use such inventions in° Ttaly without an
‘accounting to the foreign inventor; but there is also denied to‘such in~
-yentor-any forumiin Ttalydn Whlch to try an‘issue of infringement'and
‘settle the controversy at the sourt'e of manufa.cture as is- done - alI
-‘other atent countries. e

- Ifthe Ttalian could showrin hrs own COurts that e1ther h1s mventmn
~he,d priority-or his process was not infringing, -the issue would be se(-
“tled in his fevor Asitis, the-only recourse open to:a foreign patentée
“of any country‘is to'sué for mfrmgement in-every country to which the
Ttalian exports under local law.: This-js an unfair-and completely
—“‘unwa,rra,nted burden on American firms éngaging in:foreign commerce.
‘To sue is & lawful remedy for & legal wrong resulting in government by
Jaw—a policy of both the Kénnedy snd Eisenhower administrations.

. Interference proceedings are secret.for the same reason that a patent
apphcatmn is.  These are secret on_the theory that an inventor:may

¥ Uongressional Record, app,, Mar. 21, 1881, pp. A1931-A1932.
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either treat his:invention.as .a;trade secret or apply for a patent, .
thereby pablishing it... He should accordingly not be required_to, dis-
close publicly until- his. .patent, issues, .The confidential status also-
prevents .a competing. inyentor: from- taking ‘advartage of data, that.
would not otherwise be available to him. . The Board of Interference
Examiners may find that-a patent should.issue to neither. party. .. The
confidentiality of: the hearings.thus leaves to the parties approprmte'
aspects. of..trade secrets; . Sworn officers,. superv1sed by . the. Patent
Commissioner, ‘are - authonzed to. make - prescrlbed determm&t.lon&
under. zules::. - oo L

It is true that a,ll Fendmg patent apphc ions are secret and smce"l
an iinterference involves one or :more - applications, the- mterference
filo, which would disclose such applications, is not made. publc so-
long as ne patent has been issued.  However, after a, patent has been
issued, the: entire ‘application file is 6pen to ‘the piiblic, and the file of
eny interference in Whlch the a.pphcatlon has been mvolved is hkemse
publicly available. ;

The thajority’s report goes on t0° descnbe a.nd cr1t1clze e erate
settlements of interferences, under which the parties enter into an
agreemeni for their a.tt.orneys to" examine the evidence: respecting
priority and try t0 agree on Whmh party’is prior, after which the other
party or parties withdraw.*  The report concludes that this procedure
involves an * abdwa,tmn” by the Patent Office of ity sta,tutory fu.uctlon
which takes away safeguards from the public.® :

The alternative to such a settlement procedure; which the ma]orlty
concludes’ would be in the public interest, “would ‘of course be to re-
quire thet all ‘interferences be carried through to completion as
adversary proceedmgs, with the Patent Office ma.kmg the final deter-
mination and awarding a patent to one party.” This would mean,
of ‘course, -that the WiNning party would ireceive the 17-year grant: of
the’ rlght to ‘exclude‘all .others which & patent represents, free. of a,ny
ob at.lon to permlt anyone else to. practice the invention. ..." i i

" Thie ' majority’s report does not emphasize, and-in fact almost. oon-;
ceals;: the fact that the settlements: W]iuch it ctiticizes include: usually-
an’ a,greement 'on the ‘part-of the:party to’ whom a:patent 1s:issued to.
license the other:parties under such patent.. Thus the. result; of. such.
8-settlement,in contrast to:the result ‘of a contested interference, is.
to: insure ‘to~ the: public:the benefit-of competition :which might not-
otherwise occur, if the winning party in the contested interference.
chose ‘to retain bis lawful monopoly:and not tolicense-any competitors.

-‘Another benefit which the -public. may receive from. interference,
set.tlements is:that such settlements ‘eliminate delays-n the issuance
of patents; - ‘Contested interferencés. are-known: to be.unfortunately:
protracted. . The result is that the issuance; of a:patent-to the party’
ultimately- found:to'bé the: prior inventor:is held up; and the patent’s
disclosure. of :the invention to the public 1s: deferred -and the 17-year:
monopoly: perlod of ‘the:patent:in-effect extended.. A settlement, in.
contrast; results 1o a:quicker disclosure to the pubhc and an adva.nce-;
ment of the patent’s explra,tlon date a.fter Whlch anyone ma,y pra.ctlce,
the patented invention. . woo.. wiff ol e ed .

- The!evils: which the: majonty s report enwsage as resultmg fromE
mterference settlements:are not spelled:out: exphclﬁly but presuma.bly:

4+ “Administered Prices—-Drugs,” report of the Subcommittee on Antitrust’ and MODOPOIY. op. cit -

dratt, p. III-96.
+Inid., pp. I11-97-08.
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thi basic ewl_ is’ that the setthng partles ‘dire Tiot” requu‘ed to disclose™
the euderatl § ‘which Jed to-the decision “arrived at betwéen thém -
uld obtain a“patent.” Since’ Patent Officeiproces:
ontemplat at” it will - have’ been' ‘determined by -a -patent.
o1 the ’the“mventlon is patenta,ble before an- interference fis-
déclared, th only decision upon ‘which' the settling interfersnde parties
need o agree is which'of them the' evidence shows is the first inventor: "
“Furthei on'th f -patentablhty Hs well:asthat of priority; the
faces which’ ‘mightbe brought ‘oiit in'a, cohtested interfererice:are not -
permanently interred by settlement. In an mfrmgement. smt dlSCOV— :
ery"" cedures are available to elicit-such farts, o 2l sac i
“The mmiajority’s report ca.stlga:t.es’ ‘the T.8.» Pa,tent '.ﬁice m' the:
fol]omng sta,tement

.;.mine ‘who_shall be.awarded. a. paterit. %p
for a patent on the ground of novelty an
«..; alleged invention ; the, function .of the Patent, Oﬁice &

" cide whether, there is sufficient novelty an f ss in the
-1claims to warrant. the issuance of a.patent. S
_:&pphcatmns are. filed by different. partms a,ll la,ymgf s
-...claim to.the same. alle ed invention, determ.mamon must be'
.. made as to which is tg “true” .inventor.” In this ¢ase the ~ "
" Patent Office declares an ingerference’’. Wh.lch in edsence is -
.. .--an administrative hearing on the claims of. the various parties.
. However, unlike:the ordinary, hearm% of - trial examiner in "
2 an, admlmstra.twe agency such as the Federal Trade Commis- =" -
__:sion, the hearings of the patent exgininer, are enti
xcept, among the competmg inventors * HE

“Thes ‘majority’s :report ‘seriously: overlook the. fact that hcenseda
attorneys-or patent agents, subject to res ective discipline, detérmine:
priority on the same gvidence and under'the rules of the Patent Office:
to-theiend that a valid patent shall issue to the party entitled-to:it
thereunder insofar as priority 15 concerned. : Tt sérves much the same
compa,rabie function:as dosthe Federal: rules-inlitigation; with.many:
suits*justly settled :as'a’ result’ of discovery proceedings::~The jud e’
in’ many instances-has not. “a,bdlcat.ed”ﬁ_nor :does:he do so.when:he,
appointsia speclal master t.o de’cerlmne X i ,technlca,l fa,ctualr
situationsi 5 : g

rAfter a: pa,rt.y to W 1nterference concedes priority ;the senior; party
mivust- contmue o prosecute ‘his application: to:aifinal:decision by the
examiner. «'To' merit "apatent -he ‘must stilli demonstrate -that ' his:
invertion is new and useful over all-prior'art.. All that:the settlement.
has determined is that the:inventioniis.new overithe party which has
indépendently: claimed: the'same invention and hés conceded. - ‘Given
the'impetus of: intense ‘competition for & lawful-monopoly,-the pre=
sumption.ciin ‘properly be that theé conceding: a,ttorney has not yielded:
a “detérmination: of "priority -easily:.or zimproperly: If: the attorneys
cannot:agres:on a-determination: of the.facts;: the matter: is.ordinarily.
referred back to the Board of Interferences assilie final arbiter.: In
1mporta,nt ciises, royalty isusually payable by: the loser:- No- attorney
i going'toryield: prmrlty and: encumber hls chent w1th needle expense
without;gound basis. . i e b Seees e

¢ Ibid., p. [II-03.

ly secret .
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22 There-has:been:a- dlsp051t1on ‘on’the part .of-somse, to suggest that
.:-patent protection:in-the field. of drugs should-be-handled differently
‘than-in-ctlier areas. :This is largely based on.ithe theory that. drugs
are-an esential to our: well-being and hence should not be subject.to
‘any . special protection:: It is-diffieult. to. reconcile. this. theory. with
‘the advances we have: achleved in-American medicine .and-pharma-
~cology. ~There:are many things that have played an 1mp01tant part
in raising the:American: standard of lLiving above: that- enjoyed.else-
‘where, ‘and ‘in-each instance there: have ‘been-patents. offered. as an
‘incéntive’ to:.development. and- also -for: disclosure of ‘the inventor’s
"development ‘so: that in. uture ye&rs theése ﬁndmgs will be ava.ﬂable
to others, .=nroios | 2 . E
vii Asthas heen: repeatedly stated in these vlews, the A erman patent
'zsysﬁem only-grants-a monopoly.foria limited. mumber:of. years.at:the
price of ‘complete-disclosureito the pubhc - ;American -industry. oper-
ating with a minimum of secrecy and, w1th an open-door policy over
the long run offers the average:citizen & higher standard of living and
more rapid developmient of technology than ary' other system that
could be devised eithier through compulsory lmensmo o the abohtion
of pa.tents on drugs and pharmaceuti 1 roducts ‘ ,

After careful analysm of the testl.mony adduced at the hearmgs
the® mlnonty ‘finds that'the Position in’ the Mmajority’s: “report that
contributions by American mdustry t6 *Atnerican research are negh-
gible is erroneous and unfounded: - dr o

The ma.jorlty § TEpOTt states tha,b ~

- What is perhaps most dlst.urbmg &bout the ord of inven-
-,t.weness of the.U.S. drug. compsanies is the relative paucity of
significant drug discoveries sinee. around: the mxdﬁft.les
IV st of the centributions for Whlch the "American drug in-
- dusgry .is. most noted .took place in-the: Inte fortles gr_early
fiftiss, Among the hormones, newer corticosteroids have
of course made their g pearance but cortisone was discov-
~ered:in;1948 a,nd AOT -2.years’ fa,ter Whether ‘the Hewest
steroids represent real: nnprovements over the earlier steroids
is very much.in question. , Since. the discovery of - tetracy—
. cline,in 1955, mo impertant anf.lblotlc of American origin has
made its appearance; -the most. widely. tised ., of the more
_Trecent . antibiotics,. . feandomycm accounted in 1959. for
only 5.4 percent of the saleg to ‘the. Us. drug trade of all
_.gbroa,d spectrum -antibiotics “and’ only 0.4 percent. of ‘sales
to hospitals. The U.S. contribution among’ the ‘oral’ anti-
diabetic.drugs, phenformin (DBI), is:running s very. poor
third to tolbutamide (Orinase) and chlorpropa.mlde (Dia-
binsse). Among the tranquilizers, the U.S, ‘eontributions
since the introduction in 1955 of meprobamate have largely
consisted of. further. types .of  phenothiazine - derwatlmes,
~none, of which has achieved: widespread- usage.. . Of the 42
- genéral .drugs. shown *.% * as having :been’ dlscovered by
SULS, .drug comp&mes only 6 have ma.de their .appearance
sinice 1955.7 . : '

¥ Administered Prices—-Drugs,” report of the Subwo mithea on Antltmst and Mo poly, op, cit.,
draft, p. I1I-46.
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~"Thogé who' are: acquamted ‘with: the facts: of scientifie:research: are
well aware” of ‘the processes ~of sinvention -arnd development. -Our
_generation enjoys-the accumulated:knowledge of-all of!those who
"'-'E&VB ronig ‘béfore us: = This fdct enables 'a-modern research worker
erforme mitacles tha,t. would ‘otherwisé have been:impossible, but
"11; also’imposes a-fantastic responsibility upon: him if he.is to:be-ac-
‘quainted with the literature in’ his field ‘and: the .current: Work of hlS
. colleagues not: only ‘here in: the United States but:abroad: :
-+ It is'a disservice for any individual or organization-who is concerned
""Wlth our health problems' to* deprecate: the: efforts. that: have been
“made i in recent yedrs by privite firms which-have used. stockholders
_funds in advancing our knowledge of medxcal science. i
¢~ Dniring ‘the*¢ourse - of the hearmgs, ‘there was'a:significant: colloquy
""between Sendtor Dirksen and! Mz, Mike- Gorman; executive director
'of the “National Committee Agemst ‘Mentel ' Illness; as: follows: .-

. Mr. GORMAR. * * * “But if 'may say thls, gir—as &
dlsc1ple of Thomss’ Jeﬁerson if T may say this, sir; I think "
.. there is an element of pubhc interest here.. "The burden of
" what I have to say, and I think after 15 years of walking the
wards and living in thesé méntal hospitals I have a right to *
say it, the burden of what I haye to say, I don’t object to
their proﬁts I don’t rea,d thé Wa]l Street Journal It is
:i+ #-bore to me.. wemt
. -Senator DIRKSE Mr Gorman, that is 8 htt.le b ide .
-t.he point. -Now,let me. read your.statem t: th&t you made” ~
to the committee this mormng ‘
Mr. Gorman. All right. ... L
Senatnr DiRksEN. (reedmo-) “I a 'L)ea.r here today because"
"1 'can no longer remain’ silont “wi Tegard: ‘o tha arrogant
‘attitude of the pharm&ceutm&l _mdu ry towsrd the worki
“processes of thls %emocracy T : S

M1 RMAN. m' spades

" 'Senator DIRKSEN. So; now' I quote you Dr. Felix in’ the
ﬁeld of mental’ health ‘and‘you say He'is ‘g1 “authority. * |

' Mr. GorMaN, He is one of a number ‘of ‘atthorities.
“" ' Senafor. Dirksen. I quoted’ you "
?fyou Dr. Farber, and “all three of themi——— &+ =0 &
. Mr. GorMaN. You quoted. Dr Farber in the caneer a,rea
’ ‘You quoted Dr. Heller ‘in ‘the 'canéer ares.-
' Sena.tor DIR SEN And Dr. “Felix in’ th""menta.l health

L Mr. GORMAR; 0nly in Telation: to the_com' _erc]al pro-
fj_duetlon of drugs, and T would gay—— "
" "Benator DirksexN: No. , ;
. Mr. GorRMAN. Senator D1rkse PR IR T
“'Senator Dir EN.  There was no: qua.llﬁca,t1on—-—-' Shs
=" Mr. GorMAN. Senator  Dirkseén; -since’’ we bive~ gotten
,;down to this, let’s be frank about this. "T'kave felt thut the
‘National Institutes of Health have been derehct n’ the psy-
chmtrlc evaluetmn of drugs smce 1954

certemly_'
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Senator DirxsEn. Repeat that; please.
Mr. Gorman. They have been derelict in the evaluation
“of fdrugs smce 19545-‘- Now, T have seld thls ;1n _ofﬁcml test'--

Everyone has ar obhgetron to, make constructn'e @ t1clsms and to
suggest better practices, but'on the other hand, it is'a gross disservice
merely to criticize for the sake of dlsparagmg the work of thoee who
have dedicated ‘their lives' to improving the lot:'of ‘others:: :
-Although many witnesses from drug firms indicated that a fairly
modest’ amount-of funds’were' devoted: oxcluewely to:résearch; the
actual - dost “of  developing & new:’ product is-far- gredter as it must
include expenses for'quality control, engineering, process development,
and similar items that are not: norma]ly bulked into a research budget.
On the basis of the proﬁts that have been so'eloquently deseribed in
the majority’s report, the Federal:Governmeént has secured: & major
share "of *the frults of these development : through the corporate
incomg tax: -~ :
However; mrespectwe of these funds thers:is doi much to be done
sin this* broad field ‘that President Eissnhower récompiended ‘budget
expendittires:for the ‘Nationsl Institutes of Health for the fiscal year
1962 totaling miore than'$332 mz]llon #: “On the basis of a 52 percent
corporate income tax, it would requlre proﬁte from: the:drug industry
befors taxesin excess: lof $620 million; or at least40 percent of all'sales
Eydth'e thical ‘drug 1ndustry merely to 1 a,y"for thlS one 1tem 1n the
udget )
Ewgreryone- agrees‘that thls reeearch must-be underta,ken, -a.nd lnSOfﬂI'
as privaté organizations are ‘Hifiking a contribution inthis vital field,
65 ‘the rieed’ for public ‘funds, ‘and furthermore otiables
irmental’ orgamzatlons ‘to undertake projects: that’ otherwise
“delayed.” ‘Although* the: funds for the’ National Institutes
ealth hive: beeh itemized, there aré conntless other agericids in
the Federal Government—mcludlng the Department of Defense; the
Veterans' :Administration,. the. Food; and..Drug, Administration, ;as
well:as-the:National- Sclence Foundation and the N ational Academy:
of Seiences*—which: are undertaking important projects.in.this field. - .
Actually, it would appall the. American people:if they were aware of;
the:cost- of Government research ‘on. health problems, and they. would
welcome: -every effort:by private enterprise. to. reheve -_the taxpeyer ofg
gomp portion of this:staggering burden: . .7 - ok -
:No.treatment of .research .would -be. complet 3 mthout pa,yrn 8.
well—deserved tribute to:those private foundations such. as the Rocke-,
feller. Foundation; the Sloan- etterlngsInetltute for Cancer Researeh :
the Milbank Memorial Fund, and the important work which is. con-,
ducted by~ both prwately and pub]_roly supported educetronal in-
stitutions.: i in o Yo v s baeaig 2l b - y
+There: has been a vast a.mount of ooopera,tmn among members of:
the research staffs of the-commercial drug,industry and these nonprofit.
organizations as - wellas. the Federal Government., ;Any fair-minded.
individuel:who has read. all of the testimony and exh1b1ts presented: to
the subcommrttee on:the subject;of drugs: would.-be .forced to.. {form
an-opinion on-the work of this mdustry that would. be at eharp vari-,
ance-with: that contained in.the majority's report... nrn

b “Admi.niste;ed -Prices,!” ;hearings before; the-Subeommittee on_Antltrust.and Monopo._ - 0D,
‘ %’m Budget of the U,8. Government for the Fiscal Year Ending Jaone 30, 1862, p. 620.
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After careful analysm of the testlmony adduced’ a.twt £ hea,nngs, the
minority finds that the position in the majority’s report-that foreign
prlces of drugs are more advantageous to_consumers then those here
1n the United States 13 unfotnded ‘and’ err s,

A second ;stenda.rd : age st Whmh the reasona,bleness of .
7L ebhical-drag pricesin the major U.S. market; (e, sales to the:| .
i retail.drug trade) may be measured consists of prlces inother :..
markets—in:this case the relation between 1.8
pricés-of identical products in fereign mar’
Through the good offices of the State Depdrtment. I
committee’was: able: -to. sécure :from American. consulates
sabroad the pricés’ of & number: of Amportant drug products. -
“The:prices were obtained from a 1eadmg city of each country -
in identical dosage forms to those sold in the United State
“‘and were-as-of the spring of 1959,: . Where-the.most, popula
. foreign - hottle size (in-capsules per tle) differs from.that in
he-United States, the foreign price has been: dJrectly adjusted.
; o the .S, size. (e g.;if-the available foreign price:was ermg
.of. & number of-units half that of the U.S. size,. .the fore
s pnce “would -be multiplied by 2):.-
;' prices reported ‘were ,for drugs-. med .and., sold. by.. foreig)
manufacturers in their own countries.” For others the Price
::;represent; pricest.charged by :American manufacturers whi
conduct, partial or: .complete ma.nufactm‘mg opera.tlons in, th

countries: o Wlnch Prices:; o
g j uoted for drugs made by Ameri
Lean ﬁrms in the Umted Sta.te; and: exported elthezél in bulk {for

pnces and th

ugiifidustty has ma:de
11070 ds hereAdls

dind other ‘thérapeutie: egents ; w5y !
“'The majority’s 1eport”shows B wide dlsparlt | e’pnce charged=
for the same ‘drugin’ vafious’ countries’of the worldi= However; this:
can be largely explained by a number of simplésfactors which: 1t ‘hpss
convemently‘o arlookeéd/Ameong them areiexchage controls;:tariffs,
“Hdgies afid 'ther“eniployee benéfits, taxes \}va.rymg costs‘
‘and ¢ th' promoti "nal éxpenses" : :

L

reghla,tlons e £i8
It Has always been known very eeonomrst thet 1f‘e sal is'to be"e
made, it is necessary to meet the prevailing price of & similar: ‘product-
in‘the marketplaes: “This fact controls: the attions of:American: firms
abroad ‘as ‘much 4§ it dovs iin” their ssles here at:homer ““American:
drug producers, in order-toiassure thetnselves of:-wordwide recognition:
nd good- relations’ with 'the: madical proféssion’ in’other lands;sas well:
5 Securing i favorable patent position; have had no choice:but to’
explait:their Thventions and: discoveries ‘wherever possible: Further-'s
more, those who operaté’ ol major ‘pharmaceutical firms : h s

3 “Administ.ered Pr:lces—Dmga," ‘tépért of thi’ Shbtommiltted ‘on Antitrist and Monopcu ;

draft, p. I
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_strong -personal motivation’ toward: the improvement of- health stand-
ards wheraver possible, and in many ca3es there is & greater need. for
these drugs abroad than at home,

The majority’s Teport has attbmpted to' attrlbuta to Bmlste,r influ-
ences the fact that prices vary for the seme product in’ “differenit_coun-
tries gnd ’ha,t lmensmg agreements involving patents are not’ always
uniform. “ It is again easy to-criticize but far more difficult to develop
a foreign'; market and biuild a‘reputation smong the citizens of these
countries fa.vorable o Amencan products, thelr producers, a,nd our
Governmenit; ' . .

In order to’ attempt 16 diseredit the eﬂ’orts of A_merl "ﬁrms which
have engaged in foreign promotional work, there has been a conicerted
effort on’ the part of the subcommittee to use the ‘agencies ‘of the
executive branch of our Government, including the State Department,
to collect data that would present’ the efforts of ‘American firms over-
seas in an unfavorable light. This approach is detrimentalniot:only
to the drug industry but to.the prestige of the Nation as a whole.

There area number. of obvious errors in the majority’s report on
this sibject.  For example, a statement appears to the effect that the
State. Department gathered data on the prices. charged by a German
subsidiary . of -'an erican’ firm. . A table .entitled . “Coniparative
U.S. and Foreign Prices of Meprobamate, 1959” shows that in Germany
the American Cyanamid Co. charged a Pnce of 69 cents to druggists
and $1.35 to. consumers for 50 400-mil oram tablets.® ‘When Dr.
Malcolim, président of American. Cya,nam1d Co., sared before the
subcomm:ttee he was accompanied by Mr. Ernest’ GE Hesse, mana er
of their internationsl division. Mr Hesse. took exception to this
,data, and tha followmg statement from the hea,rmgs is pertment

Tam prepared to comment on that one. T thlnk thisis one‘ o
of the cases where apparently somethmg went wron with
the arithmetic. I have checked this one very carefully and
atsome’ expense  t0' My company: becaise I felt' that'the
State” Department must ‘kibow what" they ‘are- doing. " The
faits srethat we sell 25’s, Miltown 25% ovér ‘there to the
drugglst at ‘348 deutsche mark and. they are'sold to the con—
sumer at’5.55- deutsche mérk. “That, 'in' ‘dollars—thig s’
stable currehcyiand we don’t make the objection we inake i m
the’ Argent.me ‘and ‘Brazil;ithe coniversion we have no quarrel
with=4s 85 ‘cents for 3. 48 deutsche iark-and it‘is $1.83for
5.55 deutsche miark.: The- problem here igtthat they claim
they are 50’s; and roaking s’ conversion for ‘50’s ‘we find: by
doul:hng it t1mes 2 for simplification, which T believe you

people approve' g a method, ithe'corréct: figure” would"bé
$1.70 to’the ‘druggist ‘aiid $2: 66 to' the consuiner,. 4nd: not
69 cents of $1:33 as mdlcated by you in your Stat ‘]Deparf-
mens report. 1z

The entira reign prices as th' ic.prices
that were so. badl{r distorted throughout the course of these’ hearings
was d1scussed at ength by Mr. Henry H. Hoyt ‘president of Carter

d;;f“Admi%Merad Pdces——-Drugs,” report -of the Subaommittee o1 Antitrust and: Mﬂnopoly, ‘op. cit.,
ﬁéé%dmim«tared Prices,” hearings before the Subcommities oir’ Antltrust and Monopoly,
P et
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‘Products, Inc
‘gtated thats::

. % * * 1 do think, in trying i mp
o Us. prlces, you ha,ve to tike mto consideration all factors
' _,mvolved such as per caplta income, real wages, and so forth..

d'm'ing'*f]iis appe‘éran‘ce'-befom ‘the:

foreigh priceswith .~

"For ex&mple, the per capits income in the Umted ‘%ta,tes s
'13 times as much as in Argentine, 8 times as great as in Mex~

ico, 2} times more than in Germany. “As I said before, it is

unrealistic and misleading to try 0 make direct COMpArisons
-.on_a_conversion rate of exchange, because exchange is not .~

_ based on Tliving conditions. ITiis based on the flow of money
between the countries or it is ‘an artificial fixed rate, and
havebeen'in the export busmess, and you must get your prod-

‘uctd down to the’ scale of hvmg in the forelgn countnes L

He also said: ST
TOkCE ha.ve g ligtof the conversions here'on’a per capfna =

i ‘and T think that if you'take the Argentine price, ©
“you must inultiply by*13, the Australian price by 2, and'the

by 11, Switzerlind by 1% ‘United _Kingdom' by 2,and’T just
S thmk that anybodyiwho convertsTonfa rate’sf exchange basis
-+ isnotgetting the true picture, Justbecausethmgs’arecheaper

‘Brazﬂ price by 19, ‘Canads by 1%, France by 2%, Germa,ny'-' o
by 2 Traly by 5; Japan by 8, Mexico by 8%; the Philip pines ..

“ abroad, that is why we have protective tariffs in this country,

:'f’“because our’ American mdustry cannot compete W’ith the"_"
lower scale of hvmg abroad.™ . AR

Anot.her mtpess Mr _.Alvu:g: G‘r Brus] h_lcha.

nglana—m th first. place,
we: don’t: gell-in -dollars in England We-sell /in. pounds,‘
shillings; and pence. :: We don’t employ Americans.in Eng-
land. .. We employ. En lishmen. . These goods. are entirely
‘manufa.ctured iwithin theBritish economy, and the. cost. of
those. goods is, ma.tenally lower than. the costs.in. the. Umted
States. A busdriver.in Londoxn’ gets, £12 ‘8. week, which. is,
Tou hly, $34. * This same . man in the United- States on: t.he
Flf&l Avenue bus.gets.$110.a week... “Now that is an exagger-
ated part.of the economy, but. we can do business-in Britain
for about half of what we, can do business. for in the United
States and;ourigoods in Britain are made in Britain and -sold
in; Bntam and they » are ‘produced by British, employees; ‘and
the. Whole economy is in pounds; shillings, -and: pence,. a.nd
you can’t compare that kind of an economy. ;..

- ... We could ship the goods to the United States and let. some__,,;
* " “of our employees out, if thatis what would be preferred.” Buf, |
" ag’] understand; we Wa,nt to keep our people Workmg mn the
“United States and not have the goods pouring in from these
.+« foreign’ countries who-have & dlstmct advantage over maklng-" S
s goods-in-the United States. - , o e R TINE

n . N N
b %}g. pt. 16, p. D225,




ADMINISTERED - PRICES—DRUGS, 3390

-Youcan buy. transistors in:Japan for. one—qua,rt.er of ‘what;
you can buy.theé same thing in the. United. States. Youcan
can buy ghirts made.in: Japan. for practically a t]:urd of what,
you:can buy: the : same shirt for.in the;United: States. : You
can buy.-barbed wire in. Germany much. cheaper than you can
buy the same barbed wire.in the Umted States,. This 1sn’t
only true of the ‘drug industry. .. Thisis true of all; prices. ,

 The economies of these countries are much lower in pnces N

* “than Weare, and, if we continue to push our prices up; wewill * *
v ‘price durielves o ‘out of the world ‘markets ‘and 'weé will force“

" ourselves ‘to do’ busmess in those local countri

" loeal opera.tlons :

Every firm ‘which is conductmg an extenswe busmess a.broad is Well;
aware of the problems presented by tariffs,.quotas, repatriationof
foreign' currency into: dollars, exchange rates ‘and numberous factors
which do not prevail in the American, ma,rket .In terms of our. over-.
all: foreign relations,:it would be:a gross. disservice t0 . discourage the.
availability, of our resea.rch discoveries. to the medlca.l professmn in.
other lands. . 4 .

- Foreign firms. often ,enjoy tax a.dvanta.ges and 1n m&ny cou.ntrles
there is.a far more realistic approach to the basic problem .of. depre~i
cmtmg reai assets tha,n preva,lls hera in, the Umted Sta,tes .

After careful analysis 'of the’ testlmony adduced” at the hearlngs
the minority finds that: the position in-the majority’s report ! ‘that
there ' have beensubstantial ‘economiesfor the: Amerlc&n ta,xpayer
in purchaemg drugs abroad is‘erroneous and: unfounded 3

Themajority’s report plaees' emphagis:on testlmony by Adm
William: L. Knickerbocker, executive dlI'thOI' of the Mlhtary Medlcal

roAgency o It states that: =

MMSA is requu'ed to purcha,se d_rugs by generlc name ‘At
the lowest possﬁ)le price from what are teimed any “quali-
fied suppliers.”” To provide the best possible medical freat-
meént for patierfs, who may range from the newest Army
recruit to Members of Congress ‘and the President, MMSA
insists that siippliers meet exacting standards. Not only
must ‘the Guality of the particular product. being delivered
conform to, rigid” speelﬁcatmns but inspedtion is'made of the
supplier’s entn‘e operation including. ‘the “housekeeping”.
facilities of his’ plant, his production, and quality control
technigues and performanes, his records system, the technical
proficienicy of his staff; and the competency and: knowledge
of the management 1tself . In short, eyery. effort is made
to assure that any company, large or smaﬂ which sells drugs
to MMSA js capable of providing pharmeceutlcal products
of fully a.cceptable quality. = Given quality, MMSA
vors to fill its requirements’ at the' poss1ble'cos
MMSA has had little success in_securing price eonces-
sions m the patented broad spectrum antibiotics.- ‘A casein
point is Ch.loromycet ava,lla,ble only from Pa.rke Daws

unmi T L A
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Feohi May: 1954 10 February 1958, MNISA nego iuate’l 16 con-
tracts with the company; despite'a wide variation in quanti-
ties, the price waé rigid 4t $12:50 per bottle. - T April 1988,
MMSA’s “purchaseé officer persuaded Parke; Davis'to: fediice
this! ‘price to-$11:257 fromithat ‘date through June 1959° there
were 11 addlt'onal p ocur sments<—all ‘&t the samé’ pl"lce3
’t1t1es '

although" Wlde range in" qui

1 unplement th1s , .gram “MMSA’ has fri
chased drugs from foreign soureces,, 1nclud1ng Ttalians who enjoy no
patent. protection. . .On_ the’ surface if one_ is only concerned ,with
appropriations, this appears to be a procedure ‘which should save the
Government and the taxpayer a substantial sum of : money On the
other ‘hand; there are additional Tactors to be considered.’

s Fer! exa,mple; the employees i the Ttalian firms do’ not pay
incorile taxes; nor'do-they pay ‘our social’ Security ‘taxes.” The
no$ required to eet’ the stanidards imposed by olir labor laws and’
there’ are; 'of ‘course,” other-'pricé” differentials which-arise from the’
différances®in the two ‘cconomisd ‘over which neither the "Amérlcau'
nor foreign producer of drugs has any particular control. ;

“In order toplace this sittation in a responmble frame’of refer
Sénator Dirkser ‘endeivored to raide’a numher of questmns u
rogating Admifil ‘Knickerbocker  that hiave i bearing on the ‘overall
cogt of drugs to the American texpayer In this connection, the
following oolloquy is pertinent:~

wAdmiral: KNICKERBOCKER.:: Senator:-Dirksen,: here-again:;;
:I:think you: were out of the:room When I mentioned..this: -«
.. .gubject.. ;I have-been - in- these - varigus . Italian plants.... 1.
“find, generally. speaking, in our. Danish plant—ours,: I mean .
Ahe; piant. of our Danish contractor-~and the plant-of.eur
-+Italian contractors, that, usually they have-more. hindwor
and a little less automation than we do in our modern plants.: ..~
over here, sir. As a matter of fact, our coniractor in. Naples '
explamed ‘that he thought ‘his’ peekagmg and packing was
costing. him as much or more than it did his American com-
petitors ‘because he did have more hand labor. Nowin some,
instances; you will find people’ sticking libels.on bottles that
are done by machines over llu)ere find people domg it by hand,
It ish’t that the equipment is not available. ' Tt ‘may beif T
have the oppoitunity to visit the plant again’ ‘why T will
find out they do “have some machines mstelled “But ‘as
Commarder Weiss pointed out, the basic produet, we do not
think Talor enters into it. very. ‘much. “In fact, we 'do not
feel actua,lly th&t labor enters into’ the,cost in, these ltems to

e Admtnist.ered Prlcas-—Drugs," report of the Bubeommxttee ‘on Anutrust and Monopoly, t;
draft, pp. II~43-44, RN
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sknow: anythm -about;.the: child. labor laws. ‘1n»Italy, but do
they’ employ:children:in these plants?... =

. Admiral, Kxickmrsocxsr.. Not tormy. knowledge sir
Seriator-DIRESEN.- But-do-you not know? 1 .
Admiral: KNICKERBOCKER, -No;-sir; I do not knoy

Benator: DIRKEEN.  You. see; we- do have - very strmgent
chlld labor law relatmg to shipments .of goods mtersta.te
scoiimerce-in-this .countryi- G Do mdt
s ‘Commander: Wriss. But, I -think;. ;Senatorz Dirksen, Oolo-
nel MecMahan, whoiis, slttmg behind me, was in constant resi-
“dence at the Ib&ha.n plant whilethe tetracycline was. bemg
.made: : He: was:in-constant:residence .at:the ‘Danish: plant
Whlle the meprobamate was being made, thi

- Benator, DIRKSEN; Bless you;: maybe
us

1 Senator KEFA‘UV’ER Yes, Colonel McMahan,

Colonel McMagan. As:the. commander: has- Just; st&ted 1
- was‘in tonstant residence at.the plant.at. Farmachimica, dur-
Ang’ ‘the first contract of tetracycline and during the:first; por-
- tionof the contract for me robama,te % Denms;rk and there
Were;no .child-laborers at 4 sl Y e

.- Senator, DIrkSEN. Did you ﬁnd out. a.bout the Wage scales
over there, Colonel?

- Colonel McMaman. I didnot: v ;

Senator DirksEN. Do. you knowwha,t per entaga f the
cost of the product must.be charged to labor?. .7 .-

Colonel McManman I ould not- be able - to 111te}11gently
Janswersthat; siv., '

Seua,tor DIRKSEN "he _ - of :the “points- Lederle
made Anits-presentation; this:morning and ‘also yesterday,
because in this chart they show that labor has gone up.70. per-
cent since:1948.;1It would be fair fo assume that: that be-
3. LOINeB BV eTy - conSIdera,ble item.in the cost.of manufacture.

~Now there 1s one otheriten I want to.ask.about: ... We colleet
-no:taxes,:L take.if,-Admiral, on whatever. the profits are on
- what.is: ma,nufa,ctured' abroad and.bought- with;the .people’s
~money. out-of -the, Government . Treasury for Govern:ment

t-_account ‘or:do we?. . 1Y - croeits

- Admiral, KNICKERBOCKER Obwously 10

qulte understand your questlon

. Senator DirgsEw, You see, Ad:msr&l T-am-

and it comes about somewhat in-,this.fashion’ When, for
_.instance;: we -hought,: small : narrow-gage . locomotives for
~Indip- through the -International Cooperatlon account,, we
-‘botight them with money. that-we sponged out of the pockets
~-of the taxpayers.. -Some,of our contractors and manufactur-
--ers were-hot-on the'trail .of that.contract, but;as I recall, it
-went, to Belgium. . -So when: they.send you-a letter-and: sa.y,
= *#Look, I am ﬂlppmg my:-tax dough into: the 1U.S. ’I‘reasury
»‘and you guys in Washingtonare: taking it and spendmg it on
_contracts abroad that we could very.well fulfill and we could
* manufacture those locomotwes "1 the same thing was true in
installing some ovens in some steel mills1n Spam. i+ Thelatest
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‘one was buyg ‘some - diesel’ locomotwes ‘out in” Burme or
Vietnam. Those were-bought with the: taxpayers ‘money.
As strongly ag'1:defenidéd the President’s poaition-on:foreign
aid, that is 8 hard one to answer when sudgenly you'discover
you have'plants back home-where theylay off 50 ‘and then
~“théy lay ol 100 dnid then theyday off - 200 and 1t begms to
“male ther pretty unhapps |

. Now the point I make, deu‘a : thls For he Ia,st ﬁsca.l
year yowhad $61 million to: spend and out of that:$61:million,
“you ‘hdd-about $42 million' to'spend fo ""dr gs arid-bic 1oglcals ;
‘18 that ‘substantially correct? i 1 PR,
i Admiral ‘KyroxErsooker; Not: quite; Sena.tor Dlrksen
Senator DirkseN: - Youlcorreet me; ,
:* Admniral Kx1ckErBockER:” We'spen
Imlhon of Whlch
: D

g the doii'ar

n, ‘gir,’ end 52 per-
| ol thet o $33 7 Im]hon, Went for drugs and biologicals.
- Senator DIRKSEN.” Oh; T thought :you:gaid ‘heré: “In-the
ﬁscal year 1960 just completed ‘grand ‘totalfor purchases of
#$65. 4 million, and-of this total;"$33.7 Im]hon went for dmgs
and bmloglcals "
. And in 1959 it was $41.7 millien..
- Admiral KNICKERBOCKER yes; sir.
_ Senator Drexsun. Total purcheees
I Admiral Kinickarsocksr: Thitis correct,-s z
- Senator DirgsEN (continuing). Amounted: to> $68.2 mil-
“lion; drugs anid b1010gmals accounted for $41.7 millions” Now, |
; yOU dld getithis money; out of the u:s: 'l‘.reesury ‘' We a,ppro- i
prmted it; did wenot? -
*Adrmral KNICKERBO(}KER -You, :
“Senutor DirkseN. Yes; sit: And whenwe do, you-do the
rlght thing in! trymg to'rud ‘an efficiernt operation, ‘ButTam
‘not foig ting ‘that these people: iwhio' manufactured: competi-
“tive items Havd to throw 52 percent of their telke back’into
Ithe Federal Treasury’ ‘inder the corporate:tax statutes - - Now
_when you put it all together, how much’ did*this:saving
i gmount to, if yoiit chepit’ off ati6iie end and-it does not get
. back into the Treasury? I ‘
EEED - Ti Vi3 5 KNICKERBOCKER .-‘Senator D]rkse '
ed'to:make anysi h'eompansons :
Sénator’ DIRKSEN g d’mlrel T'kiiow you have not A '

' i (" 1g)i- In “that' respect.
ynt out ‘w877 'did "edrlier'in iy presenta.tlon
=that I cleared: our ‘actions’ with' the: bisiness ‘peopleof- the

INaVY mcludmg ‘the” Assistant -Seécretary-‘of ithe :Navy for
'-?rMa,terla,I who wag busmessme,n'ffa,nd the Under ‘Secretary

of the Navy, whois 6-busines i T'havehadthe backing
“of iy’ superiors’ right through ip -untili this time, and ‘the
i nl thing T g Arying to ‘do'i5°t0 spend: Ty money prudently
nd get the d at valug for dollar spent;'and T:do not:intend,
as farag I'eim ) o wi 'te the t&xpayers money 1f 1
“ean help it inany way.:* i . A

-ta. ly d1d 8ir.

I heve not
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Senator DirkseN. I know that is-right.-You:have told &+
candid story, but I do not want any misconceptions to.get
out to the. country, bécause when you try to put it on net
balence, and you put in all the factors, all the. components,
maybe it does not look quite as Tosy as you indicated, because
you said you bought. for $1,700,000 what would: have taken,”
if 'you bought it. here, "§1, 900 000 more. _In other Words,f
you got 3,600,000 do]_la.rs Worth of merchandise, 50 to speak,
really for’ $1, 700 000; is that another way to. equate it? All
right. . Did we actuaﬂy on net gain from the national stand-"
point, save $1 900,000 or did we not? You saved 113 on your‘
purchases. o

The. questlon is What; dld you do to he’ ts,x ledge - of this
country? ‘What have you dons to the income that may not.
po into the Treasury? ~What has happened to job displace-
ment, if anything, and all the other factors, because when’
you ta,lk about.net gain—now, that $1,900, 000 looks awfally
impressive'on paper, but that js only a sma.]i part, of the story.
If youcan gain that much—thisis my final questmn—then why
don’t you take the whole $61 millios, if you'can buy to sich
advantage, and just, throw the Whofe ‘business abroad,” and.
then comeé back and tell us, “Well, look, on this deal we‘(hc['=
not save $1,900,000, we saved $30 mﬂhon, » and then T want’
t0 hear the rear. that. g0oes up.§ and start for the t1mbe "7 -

Obviously, the Congress is mot: soIely concerned with: the cost of
Government procurement, but with its overall effects.’ * It;isimportant
that the American, taxpayer is charged the lowest price regardless ot
whether. 1t is &ccomphshed through reduced &D'DI'OI)I’l&thDS or hlgher
tax revenues collected from those in thls country Who LBre. habla for'
U.S. income taxes. e ‘
Every American is desirous of seeing that, Americh )
tioned overseas are supplled‘ Wlth the best drugs’ available at the
lowest “¢ost; ‘but it is ‘essential in’ 'doing 80 ‘that' we: ‘detérmine what
actuaﬂy origtitutes “the lowest cost: » This may not:be:'the lowest
‘appropriation 0the" Defern: Department -but, ‘onthe’ contrary, a
combination "o appropriations, ‘income “taxes: pald by individuals,
social securitylévies, a§ well a8 corpors.te incomé‘taxes: ~Only throu h
a sound ‘and:judicious.evaluation of this-combination is it possible for
any mformed -cltlzen b0, reach & sound ]udgement. on.: thls 71mporta,nt,
question. §; ‘
While- the m&]onty of the__(}gvernment’s purcha,ses ) :
were: confiried; to the armed . services; -other. agencies~ ding, the
Veterans’: Adm.lmstratlon—-*were alsti a,rge purchasers f. antlbmtlcs-;
and other ethical; drugs.: 0, ' .
Theé ma]ont{f report. dea.ls at. length w1th the Durchases of te_ :
cychne by the Military, Medical Supply Agency. : It quotes a portion,
of the teéstimony: by “Mr. Lyman Duncan, . -manager of ‘the: Lederle.
Laboratories-Division of :American: Cyanamid, in. which.he explamed;
that :nechad bid $11.-for the 100. 250-mﬂl:gram capsules under. . first:
MMSA procurement in 1956, because 'this: was:the:price at which.,
American Cyanamid had been selllng Aureomycm to the »ml_hta,ry

1 "Adminlst&red Prlcea," hearlngs be!ore t'.he Subcommitiee on A.ut[ttust and Monop
24, . 13807-}'38 SEL VRIFINALA v T T Y T Ry g e e T M peed ‘.
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thls strange price beha
"By Mr, . LiymanDurcan, mandger. of the
Lederlé Laboratories division of American Oyanam]d “Ag
cording to his testimony the first MMSA ‘tetracycline pro--
curement was announced at a timé whien ‘Mr, Dulican was
still learning the drug business (shortly ‘after his transfer to'
Lederle from Cyanamid’s Organie Chemicals division).”
a result, he madé & mistake and’ sunply bid for the" tetracy—'_
cline contract st the same $11 price at which Cysnamid had’
been supplying Aureomyein to MMBA for some “months:
“eag T recall the circumstances, Up' to'that time T think the
buymg had been ertirely. Aureomycm or ‘Terramyein’ with'
some Chloromyeetin, but the real cOmpetmg products there;-
were Aureomycm and Terramym S
ow what ha,ppened there,
o new n ej_busmes ;

as; T Waisfiot fu]ly awire of:
hat the v had never,

acyC)
ht ‘to my. a,ttentlon v-h BT
'Well 1 guess I did ‘Hot* glve it'a grest deal

X 6po1 is v d*poin %
out tha.t on hé, ext MMS order Lederle b1d $19 58 W]:ule Pﬁzeri

Mr.-Duncan’s uncerta,mty s to.-what Lederle should charge
for tetr&cychne is surprising in.view. of the fact that for a full
9 wears, prior.to the' MMSA. procurement-his. company had
beenselling the.same produet-to the Veterans’ Administr
tion at.a price,of- $19.58, less 2. percent for. prompt p&yment

P esumably theé mphc&tlon “that thers wwas some sort:of wnder:
standitig” regarding “these bids.”*Unless there>hasbeen substantml‘r
evidence to _support such charges, they are unw rant d -dniiany:
“by i Senate sibeommittee. i :
$TEPOrt’ entlrely ignores: ‘thie: test1mon by Mri Duncan’
o his-indepeiident ihotivations"in submitting’ ‘Liederlé’s svarious
bids with respect to the initial differences in the prices offered to the:
Veterans ‘Adrhinigtration’ ‘and ‘:the MMSA “Actually;the differ-
between' the hids were’ ‘easily explained in: view ‘of the fact:that-
ief VA piirchasés werd’ ’for relatively: small quantities: «Fur-:

the' VA’ 'agva{gi were not firrii contracts:but only “hunting’
* AT307 the VA

s1sted ‘on-the privilege of: returnmg mer-":

1 "Administered Prices-—Dmgé," reporfs of t'he Subcomm1ttee on Anhtmst and Monopoly,
draft 611_4%446 RS By bt £
. BoI1e

"'lé%éiminjst.ered Prices,’” hearings before the Subcnmmittee on Antitrust and Monopol
»
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Still'a further factor influencing the:prices charged by: Lederle to the
Veterans’ Administration was the fact that it was much:closer to: the
civilian market as there were some 200 scattered installations-in'which
many :doctors: having. private practices: wero: engaged.. .Mr.- Duncan
characterized :the intial MMSA : prlce a%.a “‘special bargain price.”’

Thestressilaid in-the : ‘majoritys-Teport on the fact,that drugs were
sold to Government agencies such as the. Military Medical Supply
Agency and the Veterans’ Administration -at: prices far lower thah
those generally available to wholesale druggists appears to indicate
to any disinterested observer Wlth a knowledge of fundamental eco-
nomics ‘as alack of competition.:; Onthe contrary; thisfact constitutes
an evidence ofs competition: sinee. a large firm engaged in: a.-contract
with a Government agency:is able to minimize its costs of distribution.
It doessnot-have to- a.gvertlse its product nor-send detail men hor-does
it have any contdet with wholesale or:retain channels of distribution.

It is:feasible:to: concludé: a’large sale by: a. single:contact; with a
responsﬂale ‘purchasing agent -acting-on behalf-of. the Federal Govern—
ment. - After:the-drug in:question has:been dehvered .the. responsi-
bility of.educating: those doctors who will use.it.is dlscha.rged by. the
Government; and nét: by the manufactuer...Obvicusly;.any ssles of
this nature have little similarity to the thousands of transactions
involving: individusal:doctors: and :pharmaeists which enables.them to
discharge their-responsibilities to-their patients-and customers: .

. An examination of thé' transcript reveals--the true facts.. The
following colloquy, involving Mr, Myron Pantzer, pre id '
Panray Corp ., Temoves t.he“ m1sundersta' dmg Wh1

‘Mr. PAN’I‘ZDR ko There are plaus: le d1ﬁ'erences trom
#Cibs.!” We are different ir:this respect: -« We-did not seek the
usiness on.the product as pricedi- dt-cameindirectly: :
ha business orlglnatmg on-an-institutional level.:
f-we'were to enter into a:pregram:of formal’; plzomom,
v gailirecoghition, eredence,sand aeceptability inprescripti
writing for our trademark Serpanray :0n-the  medical profe
siondevel. we.would-have to:charge a much higher prlce than /

single penny {0 advertlse this, drucr 1o thi :
Our entire business on reserpine toda.y hids reduced itself to
where -the business.almost totally comes from_competmi -
bidding. . We do'a, very.small busi Fen. .l this'l
with the retail or wholesale drug field b .
doing a, s1gn1ﬁca.nt individual promotion, or educatlonal lob.
or.a retailing. job..fo. the medical :profession:® N

“Mr. CruMegrzs. I think that you stated em‘her that you do;
almost ‘no . business .with the, dlugglst on,. this $2.65; you.
said very little,” And, therafore; if you do 11ttle,bus1ness;
with the druggist, the consumer would

Mr. Panrzs -=jThaJt Is;correct :

1 i, p. 13718

2 Thid., pt 18 p. 9368,
12 Ibid., p. 9367

81327 O -62 =23
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~ Mr: CEUMBRIS; Only through nst1t.ut10ns and: th:rough
he hospitals:i: = : {

Mr PANTLER; Tha : scorrect et :
Mr. CruMBRIs. “And: I think- you pomted out: tha.t When
" you-did advertise; and -when.you did. try ‘toiget accéptance
“from the - drugglsts and ‘the: docto’rs, you ch&rged $21 per
thousand is that correct? = . o s
Mr PANTZ.ER. That is correct sir#

Dk

We]l J.f we 'were 1o~ promote t}ns purely as’ ,specmlty, SRR
C W Would have :fo: use ‘thenormal : channels:of - promotion - -.-
'--:tha,t ‘are  used: by industry; 'we ‘woild have-to first: sell and. :1: =
- o fgmiliarize’ our trademark: ‘tothe medical: profession; we ..
“would have to-detail by personal contact’ the physmmns to
convinee them of our reputationand reliability of production: :
“This would“of necessity have led:us to fix & much higher -
elling” price to" the druggist: “And-even at that level ‘we
i did avery small: amountof it:":Qur price:was not too-much
lower than Ciba’ s ‘and the drugglst did not beat W pa,th to
0111' door, 1o P EEIEN
©'We were out': of ournball park and We were. not ca.pable
. of doing:the' tremendous® promotlona,l Jobfto the medieal:
professmn on & product such a8’ thls W

“that if 1 ref! ‘in this case Patriy,”
were to compete for ‘retail business with the large manufacturer,’
the difference in prlce Would not be a8 great as that. 1mphed in‘ther
majority’s repott: i e

ithi repard to Grovernment. bldS ?qhould be sald that it ist fortu-
nate that the' Government can obtain suppliesfrom the dryg manu-
facturers at such lowprices::: However; the statement by-the &hairman
does riot; ‘seeim nearly 9 starthn when testimony -of the witnésses is
exammed"' Mr Ty F Ia&wes %:Iames pres:dent : of Clba Pha.rma.-—

ot .talklng about. o'verhes.d 'I Am’ ta,llnng‘
he”dli'edt. labor &nd’ ma,terml tha.t went “into those:_

ST Tetrospect, 1t wai perhaps' ' we did ‘that!
I ‘only hops’ for the sake of my ‘stockholders that wé’ got"
some. benefit “out of it; that we got prestlge in having our’
material used by ‘the armed gervices, that ‘the doctors 'who
used it in the nuﬂtary hosplta.ls saw our name on'it, and when
they go.out and ' practice in’ civilian life will* remember it
o that we get, § ‘1nst1tut10nal advertising -out of it. " I

think in" retrospecb, perhaps it is 'a Toistake. It- ‘hasn’t come-

forcefully to my ‘attention’ until T prepa,red myself to come’

down here. I don’t think I would do it'any-more:®
# Ihid,, p. 9368,

3 Ibid.
# Toid., pp. 9430-H45L
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Again; Mr Myron Pentzer, presadent of -the’ Panray Corp:; said:

* % % Tf ‘we'weré to’ take any ‘of thoss individual ‘cozi-
petitive bids to the Military Medical Supply Agency or VA
< .- out:of: the total picture, we would:find t.llgat. if; this was the:
7 :only-type ‘of business :we -could do; we Would ‘have s very ..
tou h time to‘exist and grow. But- the' nature of the beast
is particular case is thefollowing:: #i: :

s We have a'plant, sir; that‘is capable of: turnln out tre
‘mendous guantities’ 6f finished - ta lets; and we-like 'to.see
‘our machines rolling dt all times; because we like'to:see people
gainfully: employed: - And’ the: only way'to do it is- to try.
to:get production on which wecan make s fairand reagonable
‘profit;-but we make their situstion:in  our-picture as part: of
:the whole, not single them out ‘as' an: individusl entity, and
this ‘has been an area, of: reward “for ‘us ‘in ‘many. instances.

Mr. Cauueris, ou had taken that one particular
product and a.ﬂocated all of the costs of doing business, you
would not have ma,de a profit, would you? o
M PANTZRR, AS R smgle ‘bid, no; but as o regular opers’
1 'on - multz-mass-produetlon Ievel yes, but-" a° sm
A proﬁt AT L i

The above statements would 1ndlca,te that on an isolat %| Secre bid
a eompﬁnv may entertain a loss or a small proﬁt ‘Obviously, & firm

that followed ‘such a practice’ consastently would" not bé"in' ‘business
very long. ‘In'our fiée efiterprise economy, profit is essential if busi-
nessi8'to conduct'réséarch, expand facilities, or'invest in new plants.
A review'of the transcript impreéssés the reader with the" tremendous
progress made by the drug industry in’ cofiquering disease. " The im-
portance of Tesearch has been ‘démonstrated miany times in tho ‘course
of these hearmgs As M Pa.ntzer pomted out in’ ‘his ‘testimony:

I“would Tike to say ‘on that. point that in. thls wonderful
_country that we live in, and with this wonderful medical pro-
.dession that we have,, there s no osmotic-process that I know
-by: which the hysmlan .can absorb, the tremendous. book :of
‘medical knowﬁadcre that is daily. appearing «in, the medical
‘journals, and; 1, t.hmk the pharmaceutical industry renders an
__1nst.ruct.1011al job.in keeping the physicians advised,.’ I believe
:that, the entire status of our pubhc health. would. be thrown
into jeopardy if we took:the incentive out of new drug devel-
opment; and if we took the incentive out of trying'to vie for
the profeSSmna.l medical market, »
LT thirik-this is‘a factor of reward that we a8 citizéns and as’

8 pait’of the industry have the privilege to séek; and T think - -/
t we are 8’ necessary part of the” whole health process""""
by he&rd thls mornmg todey, a httle comment by Dav‘

'them there.’”” - ' '
We in thJS cormtry don’t ha.ve to Worry ebout th
-7 ~canénter any hamlét in this eoiintry with's’ prescnptm

- ‘haveitfilled.  This is's:job that our field-is rendering: - This ' "

¥ Ihid., p 8365,
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18 fOb ‘that I'think'is.necessary.. .It may:not.be perfect,"
but think it has done a wonderful job in lifting the health
standa,rds of. th.ls country 1o the. h_lghest in the world.® .

There is.an. a,pphed inferencein the. ma]onty 8 report. tha.t the prices
that havebeen.quoted.to -Government agencies should prevailin every
distribution. channel.. .If such'a practice were followed, it -would be
impossible to 1promoi;e new drugs; and the.research. development. in
this. field -would :languish.: .Inasmuch as retail druggists price their
products. to their - customers based ‘on s markup ‘over :the: wholesale
price, it is doubtful if many-of them could mest their. bverhead and
remain in: business if they were forced:to operate in this manner.

Furthermore, eventiially the Government itself would: be confronted
with higher: bids on future orders.: - Hence, any: comparison-. ‘between
Government sales -and ithose: that: norma,lly resultin the.usual distri-
butmn cha,nnels is mlsleadmg and ‘CAD. Serve no: useful purpose..:._é

POINT 7

After eareful. analyms of the testlmony adduced at ishe heanngs the
minority. finds that the pesition in-the majority’ 5 report that; se]jmg,
promotional, and advertising expenses are excessive is erromeous and
unfounded , ) -
The ma]d‘ y,s report states tha

Expendltures for promotwn of ethlca.l drugs have reached
fcolossa,l proportions.. Recently Advertising Age estimated
Loy 80 etpendlture of $125 million in, 1959 for product advertising - .
in medical journals and direct majl alone;.and thisTepresents
.+.: . only a portion of total promotion’ expense incurred by drug. ...

~ manufactyrers. 'According to this same source, these adver- .
tising expenditures have been climbing steadily for the indus-+
Ary in recent years; it reports an mcrea,se between the years

1953 ‘and 1958 'of 219 ‘percent. -

~"'The Senate subcommittes secured 1nformat10n from the22
Elargest drug nignufacturers on their promotion expenses for
all types-of drugsfor the year 1958. In.addition to their
‘expenditires’ for ‘direct’ mail' and advertising in medical
‘journals;"thesé companiéd were asked to ‘supply datafor all
“other promotmn expenses including costs of detail “men,
‘samples, 'and “the like. ''The total reported by’ these’ 22
‘companies for’ all promotlon m 1958 amounted to some
“$580 ‘million.® - - -

The .majority’s. report. on; admlmstered prlces in'the a.utomoblle
- mdustry made & scathing attack on the advermsmg practlces of this
important sector of our ¢conomy. . For example, it stated thaton the
average, automobile. ma.nufacturers Spent appromma,tely $75 per car
at the manufacturing level for advertising expenditures.of all types
- including newspapers, magazines, radio, and television.*® : -

- Actually, swhile these figures may seem high, they are compara,tlvely
low as the entlre adult populs.tlon Is exposed to these advertxsement.s,

: tee on Autltrust and Mompoly, op, clt,,

t, D T : ;
. m;.?dnﬂmstered Pnces—Aummobﬂes,” report of - the Subcomrmttea on A.ntitrust and Monopoly,
i .op. D. 1
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and:at one'time ‘or another they ‘are ‘prospective biiyers:of & new: car;
Marketing experts would regard these- expendltures and the ‘broad:
coverage mvol) ed as reasonable. . ..

Those who are charged: with the. sale. and’ promotlon of druge are
confronted. with .an ent1rely different problem. - At the most, there
are only 200,000 physicians in the United States who. are tramed to
read znd uederste,nd the advertisements for ethical drugs. . Hence,-
not by choice but rather by necessity, all drug manufacturers heve
hiad to resort to- expensive and limited promotlonel coverage:” Tt is
impossible t6 ‘usé mass meédia, ‘and detail meh—tiany of Whom recelve’

‘saldries in excess of $7,000 per annum~are required to call 6n members

of the medical professmn and explain the new advances which their
companies’ have déveloped. “They are not only expected be'to knowl-
edgeabls-in the therapeutic qualties of those drugs which 'they are’
promoting, but they must also have a broad understanding’ of all of
their side effects, some of which may:befavorablé snd others adverse.
Furthermore; there :are: many- medical-practitioners:who-use- the
detail men' to repert back. to. their companies thé.effects they have
encountered in Ipresoml)mg these drugs, to_their patients., This pro-
vides exceedingly valuable réserdch mforme.tlon for their respective
companies. The cost of detail ‘men in terms of individual contacts
with doctors is necessarﬂy high because they must wait their turn’
while the doctor is concerned with treating %lls patients. Any pro-
motional activity of this type is‘one that is not undertaken except for
the fact that experience has proved that:it is. 2 yital- necessmy in
meetlng ‘ths needs of the. modern practitioner. . .
The mereha,ndlsmg of ‘drugs.is a hlghly complex busmess and most.
ethical drug producers would welcome an opportunity to use mass ad-,
vertising madia which were condemned so extensively in the majority’s
report on administered prices in automobiles. Tf suoh techniques
could betiged: eﬁ’ectlvely, the unit promotiondl c¢ost per pill ‘would be
reduced drastically: -Unfortunately, by the very nature of the'product
this is'impossible, and it becdmes netessary for this industry to'eémiploy
? h1§hly speemhz :and complex dlstrlbutlon system : the wholesale
eve :
Furthermore ag Is'well known to every me‘mber of this subcomm;t—
tee, retail drugglsts arg: cotpelléd to 'stock a vast invéntory of prod-
uets if- ‘they are to render adeqiiéte service to their customers. - A drug
prescribed today is required ‘at-once. ~A-patient will not réturnto a
druggistif he must-wait-until the product is seciired froin gome distant
point,” 85 in the meantime his health‘may Have’ taken a turn' ;for the
worse; 0T, in‘an‘extréme tase; he: might have’ died
The §uccess i failure of | ‘any ‘given firm- i 1nﬂuenced by the ‘mer-
chandising and’ ‘distribution of its products.*"Theé policies’ aﬁectmg
these-activities are rendered.more complex because of the rapid:inno-
va.tlon in this field of science. - : The me]orlty s Fepolt; sta.tes that—:

“The data’submitted: by the 22 largést- drug’ EginpaTies 1o
the suibcorimittee “show that approximately 24 percént of
‘every saleg a(ilollel' of these eompemee 1s expended for promo- Lo
T tiom* ¥

Actually, any fajr appraisal of the economws ‘of this business Would%
indicate that thisis a conservetlve sum in order to promote a myrmd

30 p il pisterad Prlces—Drugs 5 rep0rt of the Suchmmittee on Antitrust an («Monopoly. op mt »
draft, p V.G,
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of new.and complex products to:the. medroel professmn The ma]or-v
ity’s-repott also asserts that— z:i- . ‘ '

It is of interest to contrast this ﬁg of $750 mllhorl fo
S sdvertlsmg with the total budget for this country’s medical
“uigchoold! “In 1957 total funds availsble t6-all medical schoolg ™ =
‘it the United States for their educational programs were only' .
g’ httle nore th&n one-fourth of this figure=—$200° mﬁhon 52

Medlesl students of. neoe551ty, must be acqumnted with. the latest
advences in the art,.and, in 4 sense, a large, portlon of these so—ealled_

pro; iotional, expenses are ectuaﬂy med1e
adyertising. e
-Still a, furt,h sm of the promotlonal s.ctlwtles of thls 1ndustry.

is. found in. the ma]orlty 8 report and 1s indicated :in ,t e. followmg
ment; . o

¥ % (In .addltlon v1rtually ell WhO Vattempt to- market'
- some-trademarked speemltles engage’ inyjoutiial ‘advertising,;:
. direct mail, and the supplying of free sa,mplss 10 physrcmns B

Appa,rent,ly, the majority’s staff 18 unaware of the fact that many of :
these free samples Kave been used 0 provide drugs for those who can-
not eﬂ‘ord to purchase them n the regula,r ohennels of trade.

After ea.reful“ana,lysm of'- oy edduced ‘at the earingd,
the minority finds that the posmlon in the majority’s report that drug’
manufa.cturers do not opers,te ‘the norm 1 competitive economy is

’ _ , hamor of. admmlstered versus
market,-deternuned pr1ees -which has, been’ noted in.: :the sub-
.~ commiftee ,s_earher reports.. and hearmgs, is nowhere, .more. ...
i . dramatically illustrated ‘than in the drug: 1ndustry 5_.Where N
"the only sellers consist of one or a few of the major companies %
1, Drices, tend: to, be unchanged over-long.meriods of time, with .-
the. different companies selling at, identical .prices. Where . -
there is-an uncontrolled bulk, .supply-to, which. small manu- . ...
 facturers. serving. the trade can-gecure access, not.only does.. ...
the bulk price tend to be flexible, but the -drug in packaged . ..
¢ form will be offered.at widely: Varymg prices. . This is:true’.
of both of the markets. for drug; produots—~—sales to the regu- .. .-
L~olar trade (i.e., the Tetail, drugstore) and sales:to institutional
. buyers (e:g., governmental boﬁhes, hospitals, etc)), * *.¥3 .

Most idrugs are sold-under brand names: Howev‘er, every dootor‘
Who is - well acquainted with his: patlent,s hag'some knowledge of their
economic.cirqumstances, and. it is: a.fotally. unwarranted: criticism of

. the integrity.of those Who have submitted to the.arduous training for
the medical profession to suggest that-they. would knowingly prescribe
drugs Whlch their patients cannot purchase without: sermusly jeop-
ardizing thei ir other needs e

u%m T S R _ __

" “AdmlnlE;tered Prices—Drugs," report of the Subcommittee on Antitrust :md Monopoly op.

L el

dratt, p. TE-28,
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Although prednisone “ahd:prednisolone: are rnormslly: ‘sold ~under
trade names of individial producers, thereis testiniony included:in the
record which has been referred to.in the majority’s report.indicating
that these products have been made available in Wa,shmgton at g far
lower price by the Dart Distributing: Corp., a:fitm, w1th Jlimited, dis-
#ribution and-no national adyertising.® ' 11

At the time when the Congress. adopted the. Robmson-P tman. Aot
it was the basic thesis that all competitors in the s2Ime genera,l category
should bé’ eharged identical wholesale prices. Accordmgly, for manu-
faoturers to secure effective distribiition from thosé 'merchants who
were'in & position to do & superior promiotional job, it 'was necessary
to grant higher wholesale prices to many marginal firms than would
otherwisé have been justified. .~ The’ Robmson-Pa,tma.n Act; however
-speclﬁcal]y prowdes thatei— o

_ .romded Tha.t nothlng herm oonta.med.shall- revent
differentials which make only due allowance for, differences
in-the,cost of manufacture, sale, or delivery resulting from
the:- d:ﬂ‘ermg methods or. quantities in which such, commodl-
ties are to such purchasers, sold or, delivered: * *.

The Robinson-Patman: Act alse Speclﬁoaﬂy prowdes that. | BIY: COMN~
petitor fay meetah equally lowprice offered in good faithin the mar-
ketplade: ‘Under: ‘present; {aw it has-often béen: necessary:to'lower
prices’ loca,]ly or'in ‘s limited: marketing ares; in many: instanges in
order to retain the patronage:of a:customer, - Inithe:absence of fair
trade laws, it is" ‘mecessary ‘thit’ this practice be followed in-order to
promote competlblon Qur ideéal must be to:further the interest of
the ¢6nsu rather than t.o preserve the p051t10n of any mdr\ndual
comy et1tor

There hias. been s ma,rked confusxon among {',he Wltnesses Who ap-
pearéed ‘beforethis subcommittes concerning:the fact that! the prices
charged to independent druggists, hospitals; nonproﬁt. orgenizations,
and government agencies differed. ..In each ipstance, the firm in ques-
-tion: met: the price of a competitor.in good faith for a particular class
of ‘buyer, - In.no, instance, was:there any. violation of the Robinson-
Patman. Act whichstates that every. buyer in the same general tra,de
clagsification must, be treated equally.

- It must be obyious that it costs a good deal less to se]l 8 supply of

drugs’ to hospltal ‘governmental’ agéney, or g similar institutional
buyer than to an individual-pharmaéist, ~On’ the other’hand, in order
to protect “the’ market position of 'efich” comipeting ha,rmaclst it has
been necessary to' estagllsh price range’ t}l)mt will enéblé’ even the
marginal firm to’ compete eﬂeotwely ‘Therée has béen one éxcéeption
to this broad pr1nc1p1e of no price digerimination which provides that
it is lawful to mee the competltlon ffa.nother seller 1n good faith.
The act states’ thal

iE ok Promded however, Th 1 hmg herem contmned
‘shall prevent a seﬂer rebutting the prima facie case thus made
by showing that his Iower price.or the. furnlshmg of services
-or facilities to an y. puroha,ser or purchasers was made in zood
¥ “Admlnismre,d Prices, hearings béfore tha Subcommitteeon Antitrust and Monopoly, op nit pt I,

“ Rohinson Patman Prioa Discrim[natlon Aet. soc 2{3)
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- faith to.-meet:an-equally low;price: of a.competitor, or. the -
r8ervices o cilities furnishied: by.a; competltor oA ORI

“This | provision of the la,w has beeén tested in the' Supreme
"~three separate occasions in’ & case mvolvmg the Standard Ol C
‘Indisgha; The provision was affirined. ,

The followmg 00110 uy. betweer Mr."Jo
_*-_M" K R he“ch iirman Is:

. .actua.l prlces 10" d'fugglsts ﬂuctuated below ¢
size price, because of our quantity d
‘retaﬂers and tha‘n we have met and in

'a.lonOF 'a, Whole Iot better 1f W Wouid stay with': drUgglsts
That is what we are alliing wbotit: here!” Wes will:'getito
3 thes goviernments-and. 40 hospitals: and- to;.others. later -ons v
<+l wotldthink that- you would. be- discriminating: between
:druggists -gelling to some at $17.90,and making af lowér pri
to0:gome other druggist...If:you are domg 80, you have een
iolating: thé:Robinsen- Potman Act., v o vii
~i+Mri ConnNo®. -We . are- very ; carel s1r,
the Robinson-Patman law: and the qua,ntlty:rp Tel
tiwere available-to:-all dmgglsts We doi meet;, com, tion
on sales to hospﬂ;als and local govérnment institutionsimspe-
~cifierlocal situations-as «that: competltmn_,develops Hso that;
rthei steady:line :depicted on exhlnb_, i
;:t,he ‘market: conditions.? . .o

kéd- ‘eorifusion, o1 "thé parﬁ fithe malomty |

g its two, goalsinamely  lower: pricés ‘to" consuihers larid: hlgher
“prides o sellers”is ‘indicated in t]:1e3 ollowin ‘between Mr,
Dlxon counsel arid staff d1rector‘ ‘
Jof. Merck &Oo e

2

Omp"mes had hved up to.
-0, how cc)uld t.hose small;

&
“Syntex or not, so 1t is diffeult for me‘to’ reply “Fwill Be glad
“t0 Jook up’ those da nit I koW that/otr decision to sell
“in~bull was momvated, y-other considerations, because our

"ehemical ‘division, which does sipply” pharmaceutmal manu-
 facturers with bulk chemma.]s Was Very: des1rous of- havmg

37 IThid., see. 2(b). W
“ 8 “ A dminitered Prices,” hearings of the Subcommittea on Antltrust aﬂd Monopoly, op cl pt 14,
pD. 8073~8074
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this material.made available to then' customers in- bu].k end
that was our-consideration - - L B
Mz. Dixox.. I think:small oompames that 4re oW buymge

in bulk-would very much like:to know this.  :I would like to:
know if the happy day-ever arrives and the interference:is
.decided and you. are :the. winner, ‘do you.intend: to-license:
these small .companies so- that they can: engage 111 the T0ANnu~
fact.ure of prednisone?: -, < i g
“Mr. Connor: Qur- record ih st.er01d hormones 50 far‘ s
that we have.not denied: eny patent licenses: .\ Now this does:
not-mean that we, won't anthe future, because we make’
these decisions. on the-facts of specific: cases: A lot depenis:
upon: the interference situation; and until that is: determmed-
we just. don t:have any: general statement ® ‘ #

“For géveral years's méeasure; 97 11, §pe
and others, has been before the Congress “YWhile'it Would st111 permit
the. meeting. of competitive: prices in good sfaith; this defenss would

_ not: be allowed . if- guch-action: resulted in; Harm to: oompeti‘tlon itself:
During ;the 85th .Congress, Report.No.” 2010 was filed om:8i711; e
gimilar: pz-oposal Jt included: extensivé: m1nor1ty Views by Sen tors'
Dirksén, Butler, Hrusks, and Jenner. They said il

- This asserted -__dlstmotlon ;between «a-:price: \which “may
ssen.competition’’ and a price which may “injure, destroyy
or prevent competition’: is not only.fine:spun: and: techmcel
. _but.it seems to have: escaped,detectlon by the courts and the.
“ ‘Fedéral Trade Comission i .21 _years of enforcement of ...
+the I;lobmson—Patman Act.! Only one district court has ever .. -
- distinguished between these two typés of competitive effect ..
ind’ even then only in.a theoretieal fashion which did npot .
““explain the distinction in practwe Numerous Supre'
" Court decisions.and ‘dozens ‘of Federal Trade Cominissi :
- cases “have’ 1nvar1ab1y treated potential lessening of. and..,
= —%otentlal injury to compemmon as idential and synonymous.. .
ecently, the Federal Trade” Comirnisgion itself declared:
“The dlﬂ’erence between the two concepts, if there be one,
is slight since the Commission has interpreted ‘substantially’
o1 B8 Ir=0d1fy1ng both. phrases in this portion of the act!: (Purex :
:Corp., Ltd., 51 F.T.C. 100,;116 (1954)). - A Jegal: analysis:
. of the bill by the- Department of Justlce a.lso concluded that
“n6 real difference existed 2
I the general welter of court, declslons 1nterpreta.t10ns
and technical discussions of this whole. questlon of competi-
tion, it i necessary every so often to reexamine the problem
and-determine whether the ' Congress’ is movmg”"t cross-’
purposes through the enactment of conflicting $tatirtes from”
time to ‘time.” We speak 80 freely of ‘ourifree competmve
system. Tt has becomie, almbst axiomatic that competition
is" the ‘life of trade. - Thé Federdl statutes generally are.
dirested toward’ thé' preservatlon of competltlon o

2 Ihid., p. 3097,

40 "Strenghening the Robinson-Patman Aot and Amending the Antitrust Law Pl‘()hlbitl Pnce Dls-
; G}nfﬂlnm?tiosltal, rgport of the Comrmttee on the Judiclary, U. S Sena.to, Bath Cong 26. sess.; Rept 2010
i aly, P RSN RIEVER :
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. Yet, bere is-a- ‘messure’ which would: makesthe theéting of
competlt.lon in good faith only & qualified ‘defense: where a'
suppher seeksto‘hold on:to " customeriby mesting & com-
petitor’s.price in the case of food; ‘drug; ot cosmetic products,:
because theinstant bill would prevent such action from being’
an.absolute’ defense. if by lowering the:price it: might bé said’ -
substa.ntmlly to-lessen:competition ortend: tOWar ‘ménopoly:
in commerce in any section of the country. Now this very:
sun lé question arisés. - How does one ho dontoa custorner

y:lowering a' pnce Wlthout Jowering:it to other-customers’
and still-be-certain that the:Federal Trade Commission: will”
not:consider it as: a:substantial lessening:of: conipetition.’
Just:where isi theiline and: what :are ithe eriteris finally by
which such actiori will-be judged. It must, thersfors;. be’
very-obvious:that this state of a.ﬂ’mrs can. only add 1 D
and:, bewﬂderment i o

iAll-of: the. arguments Aghinss its - pa,ssa,ge are: eqnally vahd today.
Any attempt.to:apply this legislation:to a-narrow segrrient-of 1ndustry§
will certainly run afoul of the Constitution which. bars ¢ldss leglslatlon
The: Iélmonty sta.tement mcluded in Report No 2010 85th: Con

state sii ot

ST Tl 81 |} th1s ‘measure-were; ena.cted into law, ditis asfair
presumptmn that the: question of; constitiutionality would 6
quickly: raised : nor: would vthis ber surpnsmg 5

This subcomm'ttee is pnmarﬂy and B
ervation 'of our 9ystem ree enterpnse. ., B ,
that unless ‘each producer quotES o different price, t ;
is an’-evidence of ‘monopoly. . However, any sound and 'réalistic,
appraisal ‘of compétition clear ‘ ows ‘that there must’ be 8, price’
establi that 'equatés supply ‘and démand.’ Sucha price ¢an be!
i ‘iny, overt ‘act, wcluding collusio between the parties.
themselves.' As’lonif as '‘these practices are e‘tab ed, the prmclples‘
“antitrus s hahr ‘been ‘mai a.med‘

After careful a,nalysls of the testa ony’ adduce t the hearings,
minority finids'thit the position in ‘the majority’s report; t.haﬁ nelas-
ticity- ot 'démarid: for drigs under our Presentimarketis
is erroneous and unFoun ed :

: fespohsive to

g, d, for 1ts"p duc tgis inelastic,.i.6:,
changes} i ,

i erhand is inelastic mesns ‘that, one of the‘-é
; hmh might serve as a poss1ble ‘constraint. upon cor- .
ice’ DO]ICIBS is absént in sthical drugs "When de-:
mand s elistic, 68 may becomnie 0. h1gh as.£o result.in-& .
sienificant reduction in salds Volume * * * &

AuIbid, p. 480

u Ibid,, p: 63

@ 5 dministered Prl
d.raft, » ix.
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The majority’s repoi't places great-stress on the testimony of Mr.
Franeis G. Brown, pres1dent of Schermg Corp., who stated:

x Unhke consumer marketmg, Schermg canziot expa.nd o
‘ ;1ts ‘markeéts by lowering prices. "Cortisone proved  this. . .
After all, we cannot put twa bottles of Schering medicine in~
every medicine chest where only oneis. needed or two people

in every hospital bed when only ene is ‘sick.” Marketing:
medmme g e Tarery from marketmg‘soft. drmks or a.utomo— S

.

s’ test.xmony, 1n"'terms of the effect of

an jmmediate price reduction, there is a strong : ela.stlelty of demand
and of supply over an. extended period of time; To,be sure, it is
1mpossﬂ)le 10 DIece two Datlents in every hoamtel bed wheére only one
is sick or to.put two bottles of medicine in every medicine chest.where
only oné is needed. : However, if: the cost of lifesaving drugs id grad-
ually reduced by competition from new products, then the normal
forces. of. supply and demand ‘which gontrol all other, markéts become
effective. i . o : :
Under. such competmon doctor wﬂl eventue]ly "PI a drug
which they would not: othermse use because of their: knowledge of
the financial condition of their patients. ' Likewise, there is an
elasticaity; of;supply:in terms of the manufagturers, as they, too, are
well ayrare.of: g """

Withot:t ‘d1sputmg Mr. Brown

e, f,aet ‘that their volume can ultimatély be’ ‘nereased
if doctors have an incentive.to prescribe .a product because it will
place a lesser drain on, their patients’ budgets. . All of ‘these facts are
well known to members; of the industry and it is not necessa.ry for a
Senate subcommittee. to bring them fo their attention.. . ; .

There is every reason to expect that sales will contintie to increase
contrary to the- i 1mpressmns that have beéen. crea.t.ed t.hroughout the
mai;onty ‘8 rt}port i

art 19.of these hearmgs 1nc1udes a ta.ble ! wmg a 10-c0mps,ny
sample .of et.luea.l drug companies. . This table shows that the: sales
of the 10 companies have increased from $500,637,000 to $1,263,492,000
dunng the  period’ .:1947-58.% These ; fects prewde reputable
evidence that there is a marked elestlclty of demand for these new
products that have saved lives and have contributed.so much to the
welfare and hea,lth of-all. Americans. - Among ‘these new . products
are' the Salk vaccine, penicillin, the sulfa drugs, broad ‘spectrum
_'ant1b10t1es, a.nd many other produets that wete totaﬂy unkaown in
‘1947 :

"By’ and Ia,rge, the edlca.l professmn has hlghé]f‘"ethlc&l stenda.rds
and devotes a larger’ pertlon ‘of their time to’ work among the”poor
and indigent by servinig“in’ clinics' than any similar group ‘in’ 6ur
professional ‘society. -‘There ‘are serious reflections on the integrity
of an 1mportant- professmn which -are found throughout the ‘majority’s
report a;nd n 'a _spmt of falr pl" xcept.mn must be ta.ken to the'm
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POINT 10-

After careful analys1s of the t.estlmony adduced at the hearings, the
minority ‘finds' that the’ position in’ the majority’s réport that new
speciglized medical Dreparatlons are overrated s,nd do not meet the
needs, of the patlents is erroneous and unfounded

The ma]onty 8 report states that:

"'Until the. German, 'scovery of tolbuta,mld in the early
1950’s insulin was the only drug treatoient for the diabefic
| patient. In June 1957 the Upjohn Co., operating under an. .
“exclusive’ patent license ‘from Jobchst of Germany, intro-°"
“duced tolbutamide on’the Americani market unider the trade
" name of Orinase. - Extensive: clinical testing of the ‘product, -
. Both in- Europe and in the United States; occurred prior to
' clearance by the Food and Dig ‘Administration. The drug -
n'imme abe acceptonce W‘lth the medlcal profeeswn a,nd
es soared. - :
“On” August 22, 1958 Pﬁzer ﬁled Wit FDA & new’ drqu
. application for chloromparmde, 2 months later this drug wa:
,,;clea.red by ‘theregulatory’ agency;. and Diabinese, with miieh
©7 " gdvettising fanfare, made its’ appeerance on the Amencan E
e "market at the end of 1958:
P Again” the elément ‘of ‘potency’ was' mvolved -":?Wherea.s*'
Up]ohn’s Orinase'is sold as & 0.5 gram tablet (500'milligramsy, '’
.. the.more ‘potent Pfizer product or an equivilent dosage con= *
" “tains half the essential” ingredient (250-milligram ' tablet). -
“ Prices are roughly equivalent. *At the tithe of'the introdue-* -
.. tion of Orinase, the patient paid $0.14 per tablef; a price droo. " -
“*'which occurred shortly before thé subcomnuttee s hearings
- resulted'in a price’of about $0.13 pertiablet. “Diabinese has
...s0ld from the outset at $0.15 per tablet. The typical mains’ -
“tenance dosage for Orinase is two tablets daily. - In éontrast,
Pfizer has stressed n'its advertlsmg ‘campaign that’ Diabinese o
“. . constitutes an “economical once-a-day dosage.” - Along this
" line, Mr John E. McKeen, president of Pfizer, Drasented in- o
. his testlmony a’‘table showing that the Orinase patient spends;
_.on the avérage, $0.28 daily for medication; Wherea,s the Dm- T
*“bifiese: patient spends’ 80.15 for the, drug s’ ' e

Formerly, ‘when medicing was an art, rather than’ 8, sclence and most
ills were cured by such simple prescriptions as aspirin or other com-
monly known remedies, the physician, had little need to understand
the side effects, a,llergw conditions, and. similar: dlsturba.nces that
were charactenstlc of the. 1nd1v1dua1 physiology of his patients. - .

All. of this has changed with the development of the new and more
,complex drugs: which cure or. arrest diseases which. formerly were
often regarded as beyond :the scope of our knowledge of. sc1ent1ﬁc
med1c1ne Among these new’ developments., and one of the most im-

. portart, is the art of treating and arresting diabétes which orce exacted
a terrific toll on our population expressed in terms of mbrtality.data or
as a loss of productive effort.

During the latter part of April and early May the subcommittee
made an extensive review of the activities of those associated with the

42 dministered Prices—Drugs,” report of the Subcommittes on Antitrust and Monopoly, op. ct.,
draft, pp. IV-115-1186,
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devélopment: ‘of “oralt antidisbetic drugs. It 18 human ‘nature that
any oral treatment, regardleéss: of the .disease; has many’ advantages
over an. injection by 2 hypodermic syringe. Previously, an;insulin
injection was the only known method of, cont.rolhng this disease.

One of the firms which played an important role in this new develop-
ment of an oral pre aration was the Charles Pfizer Co. of Brooklyn,
N.Y.  Mr. John E. McKeen, its presadent ‘was introduced to the
subcommittes by the dlstmgurshed junior Senator from New' York,
the Honorable Kenneth B. Keating. "This company -employs. ‘over

18,000 people and has moré than 60,000 sh&reholders loeated t rough-
out the United States.® ... : :

Senator Keating, in mtroducmg NIr McKeen S&ld

Mr: :McKeen has been -associated. with - the eompeny
throughout his professiondl career. ~He is-ong-of -the dis=
tinguished citizens of the State of New York; and:as the sub-

. committee may already have learned, he has a reputation

.- for being very.thorough, and 1 am sure that you:will get a. .
full ‘and . completé response. from him" as. t0 any. questlons '
‘..]thh the subcommitice may wish to.ask. Uy

It is a great pleasure to me to present lnm and I know that. =~

. he will receive every courtesy from you, Mr. Chairrean, and

.. from your colleagues on the subeomm1ttee end the members

. "of your able staff.* '

Dr Henry Dolger of Mount Smm Hospltal in! NeW Yerk also,
a,ppeered as & witness to refute the efforts of the:medical profession.and
the pharmaceutical industry to arrest & disease that-had baffled-his
colleagues. - He was particularly eriticalof these oral drugs for diabetic
patients. His general discussion of a complex medical problem before
8 lay-audience received Wlde +press ‘coverage-and created many prob-
lems for the!subcommittee. ' I spite: of his iéxperience; he, too; was
foreed” to- admit that “the: drug - mdustry Tiad-performed a va.luable
servme 0" the medical profession.:: In fact, he said that: - - :

" "The j harmaceutlcel mdustry eannot be 1ndleted n'a
' fbla.nket fashlon I'woulld like to point out again the: sperior’
caution and intensive investigation ‘effort’ given ‘to the devel- ~
opment and promotion of tolbutamide. “This: réprefents a
" fine example of what the 1ndustry can do for the ultimate

benefit of the public * * * %

=A flow of telegrams ‘and letters were: directed-to the subcommittee
followmg ‘Dr. Dolger’s - testimony bécause - of : the -widespread press
coverage ‘it .received.»Mr. Peter Ohumbrls, minority counsel; on:
behall of Senator Dirksen ralsed 8 basic: questlon as 1o t.he procedures
that were. being followed... y i

Mr... Chumbris’ poeltmn was, supported i a letter from | Sena.t.er
Dirksen to thée chairman of the subcommittee, and relevant portions
are included herein, as they clearly indicate the difficulties that the
Senate will encounter if it, continues Wlth the types of proeedures that
Wd Prloes,” hearings befre. the' Subgoramittes o Antltmst and. Moopoiy; op. e, pt.

“7bid., p.1i128;
@ Ipid,, p. 11149,
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were used:-ever:since the drug. heermgs began. in- December of --1959';-. :
Sena.tor Dirksen:in hls letter»‘t.o Senator Kefauver, sald s o

What T refer £0 is th

16 14116 of' confhetmg néiical te rmonyf-‘-". '
.in-open session as to’ “the ‘eff acy of & ‘particular drug Frei -
v gard it as 8 highly delicate issue, first, because it is -dotibttul ~
" whether the Judieary Comm1ttee has’ Ju.rlsdrctlon over mat- |
ters of thiskind ; second’, because of the poséible impact on the -«
faith’ of ‘the ct 'I’mng public in- g’ particular drug; third,
. “becausé of the possible: 1mpa.ct on’ falth in physrclenq Who may e
-w+pregeribe such s ‘drug.’ o
Members of the committee certainly caniiot estestn the o
selves as experts in the fieldof evaluating the efficacy of any "
Eartlcula,r drug notwithstanding the testimony which might
e presented, .and IL'am genuinely.fearful that if the:sub=
corglmjéttee proceeds in this dlrectlon mcalcule.ble herm mlght.'
result; o i Lo & ; i

For a perlod' of’ many yedrs, numero <N embers of the Congress
have been concerned with' investigations and haveé sought 'to insure
that they would fulfill & necéssary funiction of providing ‘our clected
representatives with'specialized information to enable them to legislate
in terms of promoting the géneral wélfare.  If nothing ‘else has been
learned from thése proceedirgs, at least there has beén a reaffirmation
of the very principles enunciated by Senator ' Kefauver during the

 83d: Congress inl his code:of ‘proper procedires for any congressional

probe...:Ini view. of the fact that the presént. majority leader of the
Senate ‘was .a cosponsor of Senator Kefauver’s: resolution;:there is
is soIde hope: tha.tuour procedures W111 be 1mproved-1n the 87th-
Congress , o

‘Asitime goéss on, it is to be hoped thﬁ.tr sciénce W111 ﬁud new cures for
cancer, diabetes; and other: diseases thiat have sapped:the ability:of
manlkind. - In: the. years ahead it-is axiomatic  that the: frée world-will
have less manpower-than our opponents, and!any-advances in our:
scientific laboratories, that, enhance our ability to outproduce and out-
fight our enernies is a potent. tool i in. the hands ‘of those who are dedi-
cated.,to 'the preservatmn of our form of free soclety with’ freedom of

"‘fom 11

- After. careful: dnalysis! of: the testimony eddueed ati-the heermgs
the ‘minority finds that'the position:in the ma.]orrty’e report that: the
use of trade names in lieu-of generic namés is erroneous and unfounded

:+ The majority’s report states that: iww=iuy o

. The multiplicity of names for products in’ the dru dusbry
U virtually exceeds the bounds of human imagihation: = First, .
' there is the chemical name which dttempts to spell out the ©
o ,structural make-up of the drug, and here a variety of forms- o
of ‘expression is* possible. ' Néxt comes the generic name’ -
- which may or maymot-represent an abbreviation of- the mor
complex chemical name; this is the name commonly used to ..™
identify the drug in the trade. Ordinarily & drug his'ene -
generic name, but it is not uneommon for two or three to be

5 Thid., p. 11442,
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%, employed. . Anidfinallya drug ususllyhas. a hostofindividudl
trade names used by the various companies erigaged inithe :1;

i ~promotion:of:the product: ~In consequence;-ia single:drug:
47 _product.is;feprésented -in: the mirlket by ‘such -a .complex-
"+ = body of: nomenclature as:torintirhidate:even:the.initiates in’
he field:~And if one can: visualize this situationfor-a single

drug. multlphed by the:thousands: of ‘drugs: currently: mar
keted;: he can get’some! unpressmn of the chaos e:ns

the ares:of: «drug nomenclature. i L

:nLhe; situation: with réspect to- the New: so-cﬂ.lled synthetl
penicillin illustrates the problemin one of-its simipler forms
The: chemcai ‘Tame: for ‘bhisi product is:: alpha }ihenoxyethyl
i i also usedrags

2O \
‘much tune on the subject of brand names as'opposed to’ gener"
inasmuch as there are no laws or rules in most States tha,
illmlt ‘the- use of generlc ames if doctor i
' i it: them Fo

uire the exclusn'e use of nonproprl v I
e_hosp1ta1 because in ‘their’ considered o :
‘thid is ‘inseparable from the _meanmgful use of drﬁg hence
leads to higher standards of medic; 1 practice.

which do "not,, use’ nonpropme’bar
“atcépted “at-our pharinacy.®

In view of the fact that it is possible for a majo
been in operation. for. 8 long -period of ;years 4o use: generm names it
does not seém necessary to engage the- Congress of . the United Sta.tes
in & dispute.over the value of these various.types of preseriptions.

It:.should. again be: emphasized . that. this subcommittee has no
jurisdiction to review the trademark laws of the United States-or to
determine whether generic names.should be used in lieu of; “brand names
in prescrlpt.lons or other..medications Aprescnbed‘ by - the. medical
fraternity. - If any legislation :in.this field is. enacted,-it isione that
deserves the most careful scrutiny of the.entire; Congress ‘and its
1rlnphca,t.10ns are effective far beyond the ﬁeld of. 'antltrust and'monop-
oly. e ; Geed

A portlon of >the hearmgs Was devoted t the. questlon 8Ing
generic terms in lieu of bmnd designations, - The. attack -on- brand
names is not a new.one, ; It was; proposed Wlth muchiviger during
World: War.I1 as a devme o facilitate price controls, and those who
have been. opposed to-our free ‘private enterprise ecoLiomy. ha,ve long
med Prices-wDrugs," report ot

dmﬂ.’ V-1—V-2..
néioé Adpiinistered P!'Eces," hearings ofthe Su

e-"Subuommittee én’ Ant.itmst and Monépoly, op. eit.
.,_.pt 21, p

ttee on Antitrust and'



360 “ADMINISTERED PRICES—-DRUGS

soughtto: dlsparge the: entu:e concept of 1dent1fy1ng & product of a
particular manufacturers: : =

Any: :attempt -to-apply: th1s concept i pra.ctwal ‘manner, of
necessity; goes far beyond the question’of:using brand: names. It
involves advertising, trademarks, patents, and: copyrights; “Near the
closeiof ‘thesehearings;- a:smalligroup "of: doctors appesred; ‘who are
hardly representative; of the entire medical profession, They proposed
that:all brand names in the' drug field-be: ehmm&ted ‘and;-instead,
doctors be required to write their prescriptions in generic’ terms.

Our:American; economy had been:developed-onthe:thesis that a job
well- done: has-its proper reward: If products are:purchased under a
generi¢:name, all drug.standards. will immediately drop-to:the lowest
tolerancenin: the! Uniited :States: Pharmacopelaw zAny: attémpt to ex-
ceed:-these: stanidards: will be:fruitless;as fhere will-be no reward for
those who mike an. extra effort to do $ov . Furthermore; if-doctors do
not use brand names in prescribing ethical drugs and undesirakile side
_effects develop, they will have no knowledge as to whose product their
' pa,tlents boucrht wh to pla.'ce the ‘blame, __What correctwe steps to

S During the roga jon
‘Sehool. of Pha; tacy, at Oregon Sta,te ‘College: ab. .Corvaihs Oreg., by
‘Senator Hruska, the following colloquy ‘involving Dr Wﬂson”Mr
Dlxon)a,nd,S_“ 1810 - Hr uslka, took ce - ,

]udgment the results he
, a-certain: regult and -he
1't know. if he takes ong of
en. names which appear on page 12 what the. drugg1st
e up with, what the pharmacist mlght come. up
th, Tight he not, out of consideration for his patient’s well-
ng; sw'%r “I want that brand name. I know what it Wﬂl do™?
Dr. WiLson. . Very natura]ly, yes, g§iT,
"Mt. DrxoN. “Dactor, if the Senator Wlll excuse‘me,,for
_ interrupting—— _ X o
‘Senator Hrusgs.t Surely. 7 = HE
My Dixon. Gomg back to' that ex&mple Whlch you d]S- B
sussed, on‘pags 12, oy spetific quéstionis: Would the'person "
ith the: ‘prescription written in‘any one of those
“get the samig product or the same’ chemlcal -

‘substa.nce‘? ; T
Dx“r.'i-WILSOﬁ. I—I‘eiého‘uld,‘ sinde-gll thesc names are for tha,t
substance’ They ré not for anything” else, @
“Mi: Dixon: - Sohe Would get: the same substance?
< Dr: Wirson.  Yes)sir. + it . RN
g sSenator HRUSKA, Wcll now'.’Doctor let 5 explore that a:-*-'
little bit. If it was a prescnptmn for a given quantity of in- =
sulin; and: that were takeri to ph&rmamst Would he get ther-"i
‘saiiie product 1 every 1nsta,nce‘? T
Dty Winson. ' Yes, sir. AU—40 is AU—40 e =
- Senkitor Hruska. Tsn’t’it frue that thére is some ihsulin’* *
7+0i made ‘with'a beef base and sorde. insulin made from’a pork -
.. base,and that some patients areallergic-to- ;pork-base insulin
. .and some are not?,  And he would not get.the samé product ..
'if the prescription su:nply said insulin? S
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g Dre - WingoN: - Welly:
ha,rma,ceutmal theré. i1 Se
Senator Ilruska. It is a generm na,me by now 1sn’t 't.. b
-<Dr.;Wrgon: Yes; it is official:
Sengtor HEUsKa. 1t is.a gereric: na,me, and it 1t wasiso
smany units of insulin;:he:would: not: get: the ‘same’ product;
-whereas'if he said: Lilly; hét would . get s msulm Wlth 2 beef ritie
age; dan’t-that true? v 5 L
v D WILSON:: Yoes; 8wl
Senator:-HrUskA: Well DOW theuzthatrwould 1nd1(‘ate tha,t*
t isnotralways true.: Tha,t by using a generie:name; you get:
he same: product, -and: same= medicine in the: bottle that
carried away by the éustomer in.a drugstore:: :
o Mre-Daxon. JBocetdr; it occursto-me. that the dmg that: <
engtor. Hruska-has- snentioned.js. product thatis not syn--
hetically: made: . Insuliny: I~believe s':ma,de from the pan v
-creas: of animals prnbe g ;
«Pr-Wasson:He s usmg 8] extremely poor exa,mple for
his. particular situstion. . ol
:SenatorHruska: In. other words :-,]ust-to pursue thlS for: :
minute, most of these drugs I believe are synthetic, they are .
:rsynﬂ1e51zed from chemical compounds andL would assume-
that: they should-be the; sa.me thmg:.e s
nlr WinsoN: Yes, “fi ST g

Senstor. HruskaisT . p -wanted to rinke

-»:They should be; but are:they?. If-a. simple: layman Jike:my
self can piek: outrwmaybe it is ttue, th&t 1nsu11n is:différent.. i :
1 wouldn’t want to say that the same isn’t true of some of
these other things. YL.don!t know: enough about it.

And goodness knows the fellow who carries that prescrip-
“tion"to the'drug counter, hedoesn’tknow whether it isa'syn- -
‘thietic compound-or? smythmg else. - All he'knows is' that the
‘doetor told:hjm to take this'medicine; and hé goesin and agks
for insulinj and it may make him: a: very, sickiman ms’sead of B
“better man; 1f the do%or 80° prescmbed - s

:wyou are" ta,lkmg about 5" ﬁmshed

" thm. Ht g0 beca.use Lﬂly does have a,s T understand it L 11
 does have a beef<base:insulin!: e B
Now, whether they make 1t a.ll or not ] don’t know i
was led’ to: believe from my mi'ormant th it they d* sl will s
Asta,nd corrections on it S EEANCE AN RS
S Tram not. an exnert here

‘and ro:notlona,l #ctivities or maintain thelr quahty standards if
'they are denied the advantages of bulldmg_thelr reputation behind
a brand name, In this country every, ind dual has been taught
from earliest childhood that his most precious agset i3 a'good ‘hame
‘and” the respect of his fellow citizens. It seeins completely out of
charaeter: for ‘any- Senate subcomm1ttee to attempt to destroy this

.. -Ibids; p]: ]]511-11512 .

81327 O -62 -24
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conéept:iinasmuch-as all of  our:-<copyright: laws -have''been.  enacted
to foster a desire on the part of individuals-to: éxeel in their chosen
lines of :activities, OO S T S F IR P ST I

There is & further objection to:this proposal which may have very
far reaching:effects: in.-termsi-of :broad :public ‘policy.:»"Most of our
news meédias including: our: free press;radio, and télevision are largely
supported through:-advertising!by: firmg ‘which; wish!ito-promote a
brand name. If the concepts recommendéd:in:the majority’s report
were t0 be enacted into law, it is doubtful -whether ‘nfany of these
mediaswvould:icontinue: to: éxist: as independent organizations.” Under
such :conditions; it would sprobably’ be iproposed :by:theisponsors of
this-legislation-that ia Federal subsidy:-offone kind-or: another. should
be enacted in order:to!maintain: them:::»Should this:ever:occur even
though: our: Constitution :gudrantees freedom:6f the press-'and the
free. expressionof ‘ideas; there:are-grounds:for-grave' doubtsvas to
whether editors:or owners of - broadeasting stations who: hust:already
depend on the Federal Comrmunications Commission: for their licenses

would: long: maintain theirpolitical;-independence:” ‘An
consideration of the serious consequences:ithat:
proposals: are ‘terrifying ‘to those: who: wi
way:of lifel: ke v avaiad sl sunrs
Although ~ostensiblyrthis dnquiry: issbeing: ¢ ed
implications are widespread and will:affect ourllong=standing:tradition -
and our purchasing habits in every field .of ‘activity.?’ Those who
haveradwvocatéd:‘these iproposals are basically: imbued awith ‘& _desire
to changeiall: conguber ibuying paiterny, rand any: plan o tefiporize
with! their: philosophies je dpargi'zesi all:that we hold de L

rugs, its

It would ' be-a. diffieult task to:find:iany: industry:-that .presents so
many: complex:techrical problems-andi requires ;more- of a scientific
background if ‘ancintelligent.-appraisal: of its. activities is: to: be made.
Yet,; there are few:of the majority’s: staff .possessing: thig.necessa
training, but this fact did hot deter:it from pursuing procedures. Wwhic
often-bore:more: resemblance: to; an:inguisition than.to anobjective
investigation to secure information :for: legiglative. purposes; .. These

facts sre.most nnfortunaté as they cast o shadow.of déubt in the minds
" of those'whotareill and are dependent upon theinfegrity-of their local
-gnliggllists and the firms who supplyithem inséeking to regain. their
ealth, ~oopnl o5 ral Tl oo de 31 ol vl ETERC I
The-résolutions which: establistied this subcommiittee: were:adopted
by the Congress in order to insure the maintenance:of a-competitive
free enterptise economy, within:the United-States:: Furthermore, it
thas been the sense.of the Congress as expressed in numerous bills
“authorizing “the continuation gr he mutual Security program ‘that
proper “action be’ exerted to promote. the advantages of our
nomy in offier natiéns of the world; * i .
" “However, the official publication of a series of hearings and réports
“which attack respected firms and citizens will do liftle to enhance our

Teputation abroad, and it will not accomplish any useful purpose in

“terms of providing new legislative guides for the Congress, ... ..
Although these points have been made before, it is-well“onee-again

to reiterate the fact that this subcommittee has a limited jurisdiction
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which dozs not dea.l with:trademarks, patents; costs, proﬁts or the use
of .genefic names: I ts standing:in- the: Senate: 8,8 ‘& leglsla,t.lve ‘body:
would be enhanced if it confined-its activities to those entrustéed to-it
in-the .resolutions: that; estabh hed;~-1t a.nd authonzed the appropna,-
mons for'its 1nvestlgat10ns '
< Actially; it-is mostinteresting; tha,t an mvestlgat]on oi the Amerlca.n-.
rug industry would have béen undertaken at aitime when the:86th
Congress adopted a resolution .which was enacted;into: Public. Law
86-610, 8. J: Res. 41, by President Eisenhower on July:12,:1960. . This:
resolutlon was: !a,ccepted by ithe-Senate; without: any opposmon Lt
established »:National Lustitute. for Internstional Health and’ Medical
Research to. prowde for initernational cooperation in-health-research;
research .training,. and research pla ning, and . for. other purposes.
Among the’ 1mportant provisions ‘wag section’ 4b (3) authorrzmg the
Secretary of Health, Educa.f;mn and Welfare to:

make grants: or loans;:of equlpment medlcal blologrcal-
physical: substances or other-mafterials,; for use by public
msthutm‘ns .Or " dgencies, :or nonproﬁt- prlvate 1nst1tut10ns:
OT;.:8geNcles, . O - b‘-- 11nd1 ; ; '

Unless ‘the"Amétican pharmaceutlca,l an ed1cal pi of 8-
held in' high' ésteéin in other parts'ofthe Wworld, it is extremely doubt-
ful that- other natiors would ‘seek our’ help ai ass1stance in- this
importantinew field ‘of science i : h

Furt.hermore, durmg ‘thie years sitice ’t.he end of World War 1L our
country nas made important contribiitions 6 ‘the United ‘Nations
through “zhe ‘World' Heslth “Organization, the Pan Atnerican Health
Orgamzaumn d"the United Nations’Children’s Tund.

It ig-also o1 mgmﬁcance that'some-of the 1ndustry=w1tnesses nbimely

John' Connor, ‘president’ of Merek™ & Co “and” Dr- wW. G.
Malcolm presnient ‘of Americdn Cyananid "C o CRpPes
before’ this snbeormmittes  wérs: strong supporters this resolutlon

It is‘imperative’that*all“elécted officials: maintain® the dignity of
our Governmetit -andsinsure’its- ‘respect by citizen ‘régardless
of his-station’ in*life: The- minority membeérs of ‘this'subcommittee
sincerely Tigpe that all future’i inquiries have 4 clearly defined’ leglsla-
tive purposs. “Any" departure Arom gich % practice will *have  far-
reaching-efféets that can -ultimately ‘destroy "the opportunity ‘ofi our
congressiongl commities’ to perform i “uséful 'serviée on’ beh' "6f the
Americar:"people.’ :

As “those: wh

ATy task--as Members of t.he Congres

legislativa résponsibilities. Understandably, thete hias been s 'tend-
ency because of the manyduties’imposed ‘on’eévery" ‘Member 6f the
Senaté tc place the major biirden’of planning hsarings and developmg
appropriate procedures’ for” their: conduct’ upon their staffs. *No' sub-
commiittee of the Sénate has been

en ‘grafited a8 lafge - appropriation
nor employs as many mdlﬂdu&ls as thé Antitrastand: Monopoly Sub-
committee of th ‘ ommlttee on the J “'dlclary Se"at' 'Res~

# Public Law 86—610
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olution 57, which suthorizes iits activities direets ‘an’ inquiry toward:
the- preservatton of a:private-enterprise: economy: .and not its’ destruc-
tion: ".However,: unfortunately, “large’: portion ‘of the planning’ {for
the: subcommittee’s investigation - of the’ Emg industry -wasdelegated
to its chief economist, Dr. John M. Blair. *Obviously, under such
conditions, ob]ectlwty as'well ‘as & scrupulous concern-for developing
the-truth,: whether it coin¢ides with one’s preconceived ideas or not,
was: epperently not" s prime requisite. - Unfortunately, unlike: some.
other ecohiomists:who had extrems: antibusiness views in their egrlier
years, many of the theories propounded by ‘Dr. Blsir in his book,

“Sedds of Destruction,” in 1938 apparently still influence his approechj
t,o the businéss commumty v« Fop- exa,mple, Dr.‘Blair wrote: - o

I—Iowr ‘much’ of this advertlsmg ig: “reputa,ble” a.nd ‘how
o much is downright fraudulent, it 18 1mpos31ble 1o sa,y ‘Bev=
eral attempts %eve been made to estimate rou thé -
amount: of fraudulent. advertising which annually: s-the
land:" ; Onie 'of the ‘most conservative of these: estlma.tes wWas!
made by Chairman Humphries of the Federal Trade Comiis-<
sion; “who, while' admitting that no mechanism of absolute:
measurement existed, stated in 1928 that the amount-taken -
- anpually by fraudulent advertising. was ;more than:$500 -
- maillions. . Unless legislation is enacted to- ‘diminish ma.tenall .
. the amount of fraudulent advertising, it. will, like all ot.her Lo
forms of commercial consumer st1mulat10n, ‘continue .to . -
;- TOW 1D response to our, prmclple of the mewteble and. eon-
_tinual increase in advertising.. .. -
. Perha,ps another - way of v1ewmg the size. of modern adver- _
tlSlnE is through noting the actual ‘amounts which certain . -
- . small sample.groups.of advertisers have expended on it, In i
1934, 367 a.dvertlsers, for example, spent $223,216; 520 on
:newspaper magazine, and radio, adyertising, Of th1s sum, . o
it is interesting to note newspapers received 61.8 percent,.. ..
“magazines 25 percent, and the chain broadcasts 13.2 percent,.
. During the .same jyear 211 national magazine advertisers . .
. whose appropriations for. this medium alone.. exceeded,
~..$100,000 each, expended a total of §85,422,499. Thisis in-. .
.. -deed Tather a large amount to.be s ent by such 8 small
. group of advertisers on & medium which normalty ) receives .
_ less than one-quarter of all advertising appropriations. - e
‘These groups of advertisers were taken as an ﬂlustra.tlon_;- .n
...not only of how much can be spent by arelatively small num- . .

_. berof producersion advertising, but also of another trend.in.. .., :
....:the field of advertising, the trend of concentration. . In 1921 ;. ..
advertisers who annually spent between $10,000 a,nd $100,000 .

+-..contributed 43.8 percent. of :the. total: volume edvertlsersgg:_;
,:ﬂ:,spendmg between: $100,000 and $1: million expended B3 .
... percent.of . the total and a.dvertlsers spending over $1 million ., ...
_...&.year made. .appropriations amounting to only.4.9 percent .. .-
_ of the total.” By 1930 the expenditures: of the first group, ...
.the ‘smaller advertisers, had fallen to.:21.1..percent of e,
~. total, the expendltures of ‘the second group -or m1ddle—s;zed R
;advertlsers remained. :almost - unchanged, . .Tising. to -55.9. ..
" percent of the total volume, but. the %m‘d _group,. the- few ks
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largs advertisers, expended:so much in 1930 that theu' appro-
‘priations constituted 23 percent.of the:totali; '
Anothérexample of this-concentration is disclosed in studles
made by the Harvard School of Business Administration;.
which, in investigating the accounts of 564 department stores, '
found that the average ‘percentage of net siles expended on
‘advertisinig “varied: from* 2 4-percent for ‘small: stores to 3:9
-percernt: for large stores: " The concliision reached was that
‘there existed d peneral marked tendency for the larger stores
to spend 4 greater: proportmn of f;herr net seles o ac Vertlsm :
than the smaller stores.
»¢'Thie: important fact" to’ be amed from thls is that since
"the larger units tendto speng a‘greater-percentage of their
turnover on advertising than the smaller units, any “trend
.+ ‘toward concentration of industry which may be ta,kmg place
" in.the United States today will undoubtedly be accompanied- . -
by progressively .greater.. expenditures’ on. advertising, -If ...
.. our economy becomes almost completely dominated by large : .
. .-units—and those large units; as. wé have.seen, tend to spend ;
.., INOra: en’ advertlsmg—bemg more sensitive: 'to. -our. “law’’,
. then the total advertxsmg bill may well become immense, 55.-

Oertamly these views support. ‘his attack on ‘brand- names and h1s
%proposals for'the use of generic. terms = He was also vehement that all
prices should be lowered regardless’ of‘the ¢onsequerces to producers
or to the Federal Government, which today is a senior pa,rtner in- every
‘major enterprise. “ In:1938 Dr; Blair wrote: "~ -0 - :

~Tais process of events.as outlined above is no mere creation
of theimagination. It is whathas happened whenever public’” .
. bodies Have tried to set the pnce at o figure beneficial to the
" consumier but so low in the eyés'of the producer that he would -
“rather produce nothing than try to sell at such a figure, . The -
entire cycle of producers limiting ‘their. output. in order to
force the established price up, their.success in accomplishing.
. that end the sttbsequent rush to sell as much as possible at
‘high prices, and the resultant oversupply and fall of prices, is
in short the usual history of price-control in those few items
such ss‘milk; where public-bodies have endeavored to keep
prices low' mthout recourse to produdtion- control; <
~AH thissmeans that one cannot control prices unless one
‘controls-the supply. ~ This'is"a fact known to all ‘economists
and to- most ‘busifiessmen, especially to the successful ones; it
is gradually being: learned by politicians through experlence
i Ir ‘other words, if'it is desired to Keép prices down, onemust
keep tha'supply up " Production must be stlmuleted it must
beksptiat high levels. “But production tortrol: 1tse1f YPESEIT
some’ ‘problems rather difficult of selution. : ' =
‘Thiére has been s great deal of 'discussion of th1s matter
Promjnent people and various “1mpart1a1 institutions,”
lamenting’ ‘the “fact that purehasing’ power g not “what it
‘otght to be’* urge'that produetuo he ificreased; that:pro-
ducers céase their policies of limiting production; thatth y a,ll_

4 Blair, Yokn M., “Seeds of Destruction,” op. cli., pp. 225-228,
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produce b Or.Nedi capa.c:ty Ad airesult, it-is mmntamed
prices will fall, purchasingpower will be greatly mcreased and
the Wea,knesses within the system:will be overcome:

..., From the standpoint of what is.ethically: ‘_fmght”_there 1is
anquestionably. nothing. but. truth. in. arguments. of . this
nature.. As such, they ican be extremely potent pohtlcal in-
;struments 3 A“The rich-receive 80 much;-the poor:receive so
little,” it is. urged, “let us take, these vast sums-received by
the wealthy and divide them among. the. working people.”’
Many a politician hasridden:to power onithe. strength.of this
=argument and - uudoubtedly many o ill; 10 the

- futuretT.,

Duting t.he 23 yesird the o'elapsed P
work, thefe has been nopublic repudiation’ of‘any-of these views. On
the contrary, ‘they have been reaffiriied’in’ 6ther ‘docuiients, most of
which'were publistied ‘at, the: éxpense of the Amefican ta.x‘Dayer “There
1d“gerious “task’ before ‘this subcommittes, but it
; if its program- i ated by’ biases and
unsupported: charges againgt the bisinsess’ commumty Trurthérmore,
whenever: hearings-such. as. those -involving major industries-such as
drugsiare: conducte,d it.isessential ;that a representativé sample: of
witnesses who-are. fully quahﬁed be-dsked to: testify: 4
t-would. be.difficulf to: charagterize the.-doctors who appeared-as &
Tepresentative cross-section. of the: tnembers; of: th1s important: pro-
fession, . . e

EVery ‘member | ubcomns "8, TeEPons "_-)_r_"q_t only
to h1s conshtuents “but to’ the country as a whole to ins 9t i

ourse of action that will' enhance its” reput' jofi a8 a fair-

minded’ ]udlowl body that ig seekmg to preserve an economy that will
provide_the sinews of strength for the defetise of the free WOI‘ld and
also sustain a Tise in. the'standard of living 6f our people. ~

These views were exnressed by Senator’ Ehuska in & mogt convincing
manner during the course of these hearings. They are of sufficient
1mp0rta,nce tobe 1nc_luded‘ at thls pomt; Sénator I{ruska, smd

In othe _hearmgs have fo]lowed W1th111 h n_a.te Judi-
cmry Committee; the.usual and approved format has.been to
invite and hear. the heads of the Federal agencies, hawng Juris-
diction. over the matters involved ; then, the-heads.or; official
representatives.of the. mdustnes or companies. 1nv01ved and
the: labor leaders whose unions are interested. parties; then
National, . State, or- reglona.l trade: associations, gata,ll and
wholesale groups, or, professwna,l -assoclations, whether they
be medical, legal, engineering, or other. . And then such other
i'Wl1;113:,1-33.-=s Who desire.to. be. heard. 1nd1v1dually and. who, are
within reason and ba.lance a8 to. numb a,nd ag to nonrepetl—

8 Thid., p. 360,
# [bid., p. 400.
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cohsidersd :focus. ‘and: perspective: . Differing: notions ~and:
opinions ‘of representative groups- and ‘offitials should be

thered so that s balance can:be achieved:without harniful

ias and premature judging. - 1618 alogical, proven method

of inquiry.

- Sticha pattern, however;'h asibeen: .th'o”ro‘ﬁéh‘lyg_. dlsregarded _
and avoided here.  ‘No Federal: agency officials-have been’

called ‘sofar: = With the exception:of Dr: Austin’ Smith:of

the ‘Pharmaceutical Manufacturers Association, no “profess

gional or trade groups have been allewed:to appear:: No

broad and cdmpétcntéba..sisv}';ias been:laid for:those hearings

and for:this inquiry.-: - R s I R A ATt T T
“Tngtead, we havehad a series of doctors who ‘are-individual
membarsiof ‘a:profession numbering 1in 2éxeess of 1200,000;
These witnedses Have ‘not: been: repregentative, either:officix
ally or in fact, of their profession:: In the:inain:they have
présented:cnonconforming; ai:itagoniéti_cz«:.viem;'f::clear{y.é‘z’ﬁot

held by the great preponderance ofirtheir wprofessional:

ATy e

+ o

eLOTeN, . v s b Lo oyl
If the drug industry is guilty of any illegal o

of their testimony, and their obvious bias are indeed a. poor
- unsatisfactory. way:in which:to make acceptable proof. * ™
In fact, Mr. CYh irman, an observer of these hearings

. _has suggested

367

... 8cts, the: witnesses ca led so far, the nature and character .-

LSS

at, those in charge of conducting these hear-.... .

“*inps, being unablé’to’ ﬁﬁai';éi‘.ﬁjf‘élippdrt"'fdl_‘ preconcetved yiews
and beliefs from any official, representative, or truly author-

itative sources, are forced to resort to the use of witnesses,
who, in the main, have a personal “ax to grind,” who are
nonconformists, who are not representative, often lacking
ual‘fied vantage point or competence m the field in which
they undertake to testify, and whe do not hesitate to reck-
“lessly attack constructive efforts of persons with responsibil-
ity. It was sugfested further that perhaps the lack of such
support might also account for the resort to sensationalism,
headline seeking, misrepresentation and distortion reflected
in much of the testimony and many of the exhibita.

For myself, I shall not judge the situation suggested by
this observer until the evidence is in, But, frankly, I find
myself wondering why it is that the voices of thousands upon
thousands of doctors who rightly credit the drug industry
with many solid and remarkable achievements have not
already been called in timely fashion. 1 find it difficult to
understand why Government agencies concerned in this field
and well versed in it, have not been called to give us the over-
all picture so that we can fit into their proper places the
testimony and stories of individual witnesses. I find myself
wondering at the unseemliness’of unobjectivity and un-
fairness displayed so obviously and constantly in the hearings
I have attended. .

But while I have a desire to be fair with any industry we
investigate, I have an even greater and more compelling
concern, And that is for the public which has a highly vital
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stake in. the. continued: creatmn roduction,-and’ avaﬂabﬂltry
of lifesaving: and pain-relieving: dIr)'ugs and . medicines. - Lo

' Our;citizenry is entitled to:a:true, balanced; and comple .
plcture submitted .in .. timely, - underst.a,ndable Way 50
far, this has been denied them,

*Tn fact; up till: now’ there has ‘been-a deliberate attempt :
in my 1udgement to infliet devasting and irreparable damage.
upon an: 1ndlspensable business by trying: Eard 1o .shatter.
public confidence in it. upon the basm of a: blased dlstorted
and incomplete record.: . i -

-~ If-is one thingito make 8 constructwe effort to 1mprovei
an industry or its operation. But to lead the. public-erron-.
eously ito.condenin a:necessary industty without-any hope of
gaining: a; workable . or :acceptable replacement for: it; is..a
eastastrophe which :should- not: be Vls1ted upon- t.he men,
Women=sand children of Americai o - e

Thls-subcomnuttee is: rapldly reachmg :tihe pomt of no
return-in: th.ls reghrdi® o i G :

Al fair-minded citizens who ha,ve had an o portumty
the vo]umlnous tecord which has ‘béen i accumulated over
almost, 3° yea,rs
Hruska’s: VlBW '

5 éxdmine
period of
H'undoubtedly Wholeheartedly' endorse ‘Senator

E_EVERETT chKINLEY Dm SEN.

" ‘1‘ O%dmigﬁ%ered Prloes," hearmgs before the Subcommitt.ee on Antltrust and. Monopoly, op. -pt.i3,
PP, it ) .




- iZAfter more; than:2:years of investigations and-hearings,
-Antifrust: and: MonopolysSubcomndittee has’iproduced:its.report:oh
_théidrug: industty. i Thisis: part of -the series:ofisubcormmitee:reports
‘dealing with ~administered.:prides:’ t.18 noteworthy:‘that while!-the
-report ‘anlayzés ‘mostcarefully:the-various: aspeéts -and: practices: .of
pharmsceutical research, production; promotion; and salest—ithowliere
concludes that these practices are. 1..0f either
the letter or_the spirit of our antiti [
all of part T of ‘thi freportr—as clear .y"mdm ted by itg title—deals
with” “The Reasonableniess of Price.”” Upon reading of the report
it becomes evident that the subcommittee’s criticisms of ‘the* drug
industry ‘are laveled: hot: at clearlydefined légal® violationg” butd at
g-more flexible cencept Jreasonablenessfii‘- hich is subject to d1ﬂe1--
-gnte 1nterpreta“t1 / orimg: [ L
of view.r & : .
35 Oir iFedeml antltrust»- saws! e’ fiot" renerally concerned: with the
question of price reasonableness. 'The belief is inherent in-gur free
“enterprise’ phﬂosophy thit prices are best adjusted ‘and determmed
“by* the- free opera.tm fiethe forcesvof ‘supplysand demand dn-the
marketplace: Tt is Only vhen‘these forces are atireasonabl; restrloted
“by tonopolistic practices that the:Governmént must<gtep 1€
‘queéntly;the real question before thissubeommittes at all:times thust
‘be the'factusl detarmination as! t0= the ex1stence of ﬂlecra,l estrainitsof
“trade~-not the? ispec‘ulatao ) 07
;unreasonable. It s obvidus th : \
.Government .udgment of what g+ reasona,ble T unreasonable for the
“free play ‘of prices'in the marketplace—the ﬁna : fot ¥ Id be a
-general Government price-fixing program. 2
+i1<Thig is not to:say that the situgtion: i ‘thie dr
-ho:“publi¢ior: governmental séruting.: rgned ‘that the
-drug industry: derived:a h1gher ritel off return on': 1t.sflnvestment than
other American industries. "It has-been: argued that the pharmaceuti-
“cal ‘dompanieshave at times exaggera,ted ‘in their claimsfor:the
‘therapenticivalue of certaintdrugs: 1t has been argtied: tha,trthe( ‘drug
‘companies have spent dn unreasonable portion ‘of thel
order to indoctrinate doctors so that they would prescribe hlgh-pmced
trademarked products. It has been argued that the patent provisions
and the licensing agreements among~drug’ mafiifacturers™proddced
concentration of producticnand power in’ ‘the hands of a few large
ma.nufa.,turers ,
7 “T'shall éndéavor, later to" respond in part 107 thedé B,rguments ‘not
. _in-order'to protect the drug industty but in an effortito set the record
“straight. But be this'as it may, let me emphasme it again. that it is
‘part of & 'free. enterpiise system: to permit différences in incomé ‘and
"'proﬁt to aﬂow free usé of advertlsmg s,nd prombtl n and to, lea,ve

"""" 360 -

dustry: requlres




370 ADMINISTERED PRICES—DRUGS

‘business management to those responsible for it——~as long as the public
welfare is not directly and immediately threatened. Indeed, it is part
of our democratic system that individuals and companies be permitted
to try, to experiment and even to make mistakes. It is our belief that
it is this opportunity to experiment that is the core of democracy and
the true reason for.its success.. , Otherwise, we.are destined, to follow
the example of ‘the totalitarian’governments which préseribe to every-
body what to do, what to worship, what to produce, and at what
prices to sell. ‘ o
s;2Yet economic freedom -isnot: pilicense to act contrary. to.-the public
rinterest-ortosbe: free from public:scrutiny. -Governmental-scrutiny
:and;reevaluation:of: theractivities  of all: segrents .of ithépopulation
ineluding sbusiness;is+an’ important: Yool to: preserve :‘the national
‘interests::: Bven-the: >m}gsb:: prominent exponent’of “free:'enterprise,

‘1 do not. shigrs.thig.extreme suspicion’of -business which has been. evi-
denged in many of the documents.of  this subcommittes.:. Still; there
Ads. often. & tendency,;on, the part. of both.individuals and. of business,
to become preoccupied with their own point of view and their‘own
narrow.-outlook-in a‘manner :which is.contrary to the:best public
Aberesh. . coiaginl o bl D ecfieeie e S pnii
T believe that it is the.function.of the Government,on behalf of:th
-general- public, to:act:.as;a" constant .overseer-inaking certain; that
“special Anterests .do-mot t1;-11'')redom;'ma,tna; andithat the general welfare-is
protected:: . Consequently; . I believe that -the-recent. investigation
.of the.drugiindustry,.despite.some serious. faults;, has: performed: an
important:-public function-in.making the. industry. reevaluate .its
responsibility to.the public; in/making.the public.aware of both the
.accomplishments and-the shortecomings of this industry,-and. in. giving
‘Congress ‘an..opportunity. to..examinethe “need.for new:legislation.
Indeed, -any -unbiased. observer. will: concede: that. the investigation
of the drug industry has resulted not merely-in criticisms but has also
"provided.-the industry with an opportunity to conv_e¥ ito. the. public
- -a'picture of its.impertant contribution to American health and welfare.
3 ;;ERea,ding the:¢onclusions contained in this report on the: drug:indus-
.try; I.am tiot-certain that they contain an unbissed evaluation of. the
.economie-facts of the pharmaceutical industry and I feel it.incumbent
-upon.thyself to.comment: on.several-issues:which 1 helieve have been
:elther completély overlooked or else-have been improperly emphasized

- {in-the majority views.!

oo

sl gt Fen B r Looomdes s
THE ROLB:OF: PROFITS . IN:THE - GROWTH : OF . THE - AMERICAN PHARMA~
el et g s wladd o CROTICAL; INDUSTRY i T o e

...The. growth of the. American pharmaceutical .industry in.recent
-years has been phenomenal and required tremendous capital outlays.
It is: easy, in our search for lower. prices, to accuse the drug industry
:of unconscionable, %roﬁt__s, and. to demand Government controls. - But
At must be. rememb

st be ren ered that the Soviet Union, in: which the profit
motive does not exist and in which the drug industry is completely
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regulated, produced:no’ smgle new drug since the-Communist revolus
tion: It:must bé remembered also that.the drug industry is:a-fairky:
young: industry-ini- this-country; and that it-has taken la,rge fortunes
to:build it to-the point of its;present prominence;, " - = n

-~ From:1939:t0-1958 the’American- pharmaceuncal 1ndustry Y produc—
tion; grew--eightfold. In 1939 the-total.: value: of »pharmaceutical:
preparations: produced in: this country was' $386:million. In 1958 it
amounted to $2,951 million. In order to keep up with: the:incredsing:
medical needs- of the. country; to develop better products and to:make
moré drugs availableto. an increasing opulatlon—the drugiindustry-
needed :new ;plarits, new::research-facilities, :and new-capital. : It-is-
the drug mdustry s Auccess’ story that. prowded the necessa,ry caplt.al
for the mdustgy 8 growth. :: e i

. Before: the Second. World War we exported only $10 mﬂhon W rth
of drugs- & year;.and we imported:over $20 million- -worth. .' We now'
export; more: than -$28¢, million: worth. of drug: products-a-year.:Be-:
tween:1939.and 1958 there has.been a tremendous increase of 2,300
percent in-drug exports:: - At the same time-the.exports of manufac-
tured; goods: generally only -doubled. - - Thus, while’ competition from:
otheér countries has curtailed the expansmn of our exports, ‘our;drug.
exports have been: constantly increasing, . Why is:thisso? - ‘Primarily
because:our drig mdustry isi &dvanced a,nd progress—mlnded and can:
compete in any market.: 3o oy e : e

“The drug: industry story -i%-8 suCeess story But‘_,—success cannot.
be: accomp. ished : through ‘miracles: . Unless the drug-industry-was:
given -an opportunity- to réap: ‘the' harvests of its: successes and to:
mnvest:large portions of-it ini the' development-of its facilities” and lts
research, ‘i phenomenal success:would: not; have been: possible.

In a perlod of mere:years :wé:became: the’ leading pha.rmaceutlcal
menufacturers of the world. It was the profit motive which. stirred
the pharmaceittical mdustry into, further research and growth. It
was the profit made by this mdustry' and which was plo Wed back
into it that jgrowded ‘the capital for mprovement and growth: = With-
out the profit motive and without the profits being/reinvested in-the’
industry-—the state of the. Amenc,
would not.bhe what, it is.-

True, some may feel tha,t medlc resea.rch a,nd medlcal expansion
should be subsidized by the Govemment—but that. Would alpo spell
out the end of oul’ economic. liberty, - -

In ’a.ssessmg Whether the prices of ‘the pharmaceutlcal mdustfy
have been excesslve, one “must” e mber ‘that this' is a_high rigk’
_had to test some 14 000 sub-

.pha.rmaceutlcal mdustry oda.y

is' a high” obsole ence: mdustry, where one ‘product can have almost:
99 percent’ of the arket ‘1 year and be rediiced to & mere 3 percent
2-years | later. ' Tt miust also be rememberéd tHat while wages increased
70 percent between 1948 ‘and 1948, and:construction cost Teased’
64:'percent tha mcrease 111 the Wholesa.le drug pmce was' 3 percenb only

'MONOPOLIS'I‘IC TENDENCIES IN THE DRhG INDUSTRY

In a.na,lyzm “the compemtlve sxtuatlon in’ the drug manufacturmg
field; it must ‘be pointed out from the outsét that more.than 1,300
companies ‘i engaged in'the manufacturing of’ prescnptlon drugs——
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with-no ‘one:company accounting for: as' much:as 10::percent of’ the'
total ‘sales.” This is-a field' where néw drugs:may, in’ & -matter of &’
few :ysars; completely replade: drugs: which were widely used previ~"
ously. This is & field'where:different drugs. can be: prescribed to'take
care of ‘a-particular' medical ‘need=—and- tﬁe “final choice’is left: to ithe
treetlng ‘physician, as‘to whether-he prescribes one: particular drug
over another, :ox! Whether he chooses the drug of one compa.ny over
the drugof another. = :
» It is-trie. that: tew: drugs are controlled by the compa,mes respon-
s1b1e for their:invention; development, and: ‘production. = Yet, this:is
part-of the Ameriean - phllosophy Whlch recognizes ‘that ithe mventori
is-entitled:to-thefruits of his invention; . Thisisithe phﬂoso hy mcor-
pora,ted in our patent and trademark system : :
Tihas'beén argued before the subcomniittee that the: he,rma.ceutlcal
mdustry has “overstressed "trademarks and: has fo]lomn restrlctwe:
licensing: practices—thus; in fact, monopclizing“the market. It has:
been proposed.-further, that preecrlpmons by generic name, rather. than
by trademarked names, would provide the patient:an oppertumt}r ‘tov
buy cheaper product’ ra,ther then"be hnnted to the tradema,rked pre-
scrlptmn issued:to him, i v siad ‘
. Itis:appropriate;; therefore that-we' remember that by undertalnng
to-do away with - tra,demarks and s patents—-we. would: be -interfering:
with the very foundations of our economic systeri.-Trademarks are,-
indeed; majortoolsin the promotion of:quality,: and of. compet.ltwe
ecomomic.enterprise. - It is nioteworthy that:while:the subcommittee:
has under: conmdemtmn the: possibility:of: either-eliminating -or cur=:
tailing the use of trademarks:in' the drig 1ndustry——~the Communists;
on the other-hand, are beginning:to-appreciate the merits of'the: tre,de-
mark ~A:recent drspa,t.ch from RedChina tells: tha.t— ' :

** Brand ‘names wi Pe1p1ng beckmo-——la,bels meny
hsh a.ld bid to’improve products )

The:: story reporbed by .Reuters -from ‘e1p1ng (New Yor .Tlmes:”-'
4..1961) states, that— -

1 Conithiinist - Chin become bra,nd-na,me consciou
with newspapers supporting the brend in an’ eﬁ'ort 0 nnprove
: 'he quehty of ‘eqriSumer- produ =

"'On the topm of trade na.mes T should hke,also to call attention t.o
- recent British attitudes and. thmkmg The Brmsh Hinchliffe Commn-
mittee on the Cost of. Prescrlbmg, has, concerned itgelf with problems
similar to those before this committee.. One of the proposals before
that committee was that standard drugs Tather than. trademarked
rroducts; should be prescribed, as a means of reducing prices. It is
mterest.mg that the two pharmaclst members of the British comrnittee
then proceeded to point out that if the practice was spread to do away
with prescriptions by brands, and cheaper unbranded generic products
were to be gerierally used——the British drug industry would be unable.
torecoup its expénditure on research, and Britain will become depend-

. ent on foreign countries for new. advances An’ treatment,.. The same
argument would hold true in this country. There will be no motiva-
tion. for the .drug companies-to: expend large amournts.of money. on
research_and. development unless the industry:is. _guaranteed patentr
and: tradema,rk Pprotection in order. to.recoup: its - mvestnlents :
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gretis s CONCLUSIONY:,

...1 have been. in the past, and I.still remain critical of.the manner
in.which some ‘of .the drug hearings,-on which this report is.based,
-were conducted. Likewise, I should like to stress that.some, of .the
“cures that have been suggested for dealing:with the drug evils—real
or illusory—are sufficiently drastic to ,kiﬁ'ﬁot' only this particular
patiernt-but the whole concept of free”énterprise; ' -7

;. Yet, at-the same time; the response of the press and the public.to
this .investigation indicates-that there is some. concern and: dissatis-
faction with the past practices of the drug industry. We shall be
erring seriously if we ignore this: .

The essence of the main complaint against the drug industry was
the fact of the industry’s success. But we must now ask ourselves: Is
it a crime to be successful in an economy that believes in free enter-
prise? After all, one of the major aims of our economy is to encourage
suceess, to promise success to those who enrich society by new dis-
coveries, by improved methods of production and by the use of their
genius. et us not be in too mucg of a hurry to sacrifice this time-
tested économic philosophy. Quite often, in our hurry to correct
immediate and present ills we are too ready to sacrifice some of our
basic philosophies. Many of the previous congressional investiga-
tions have illustrated this danger. Much too often both the public
and its representatives unwittingly undertake to accomplish a desired
immediate result through the sacrifice of some longstanding principles
of government and economics-—such principles as government of
law and the belief in economic freedom. Yet, we must remember
that it was not through price controls and planned economy that this
country achieved an economy of plenty and a position of world
leadership.

This report is critical of the patent policies applicable to new drugs.
It is eritical, furthermore, of the industry’s use of trade names.

Patents have long been utilized in order to encourage the American
creative genius. If we eliminate the incentives under the present
patent provisions—would we be doing away with our present motiva-
tion for search, exploration and discovery?

‘In the matter of trademarked drugs, let us likewise be cautious
before we substitute Government controls for the professional judg-

' ment of trained physicians. To decide by Government fiat that drugs
must be prescribed by generic name and thus deny the ghysician the
right to prescribe a brand-named product manufactured by a pharma-
ceutical house known and trusted by him—may well be destructive
to the traditional doctor-patient relationship.

Bearing in mind the dangers of undue interference with our eco-
nomic system, I do not mean to relieve the drug industry of its re-
sponsibilities in this area, As long as thousands of people in this
country—old, indigent, and sick—remain unable to pay the high
price of drugs, it is the drug industry’s moral responsibility-—and
indeed, the moral responsibility of all others connected with the health
and welfare of the Nation—to continue in their efforts to make medical
care and attention available to all those that desire them—regardless
of wealth and position. We all believe in free enterprise, but free
enterprise does not mean selflessness. To me it means public coopera-
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tion, mdespread moral responmblhty, and constant striving for private
and pubhc improvements. .

- "us' remember; in’’ conclusxbn,' tha_,t ol phllosophy and system
of scoriomic freedom are not designed to protect the rights of the'few,
“buit-to foster the irterests of the'msany,” The most lea,dmg proponent
‘of ecouomw freédon, Adam’ Smlth stated:

Consumptlon 1s th ole end and purbose of :a]l productlon

‘Let: usiremember that: economic freedomsis ]ustlﬁed only as'a t001 for
oy ng the mterest.s of thaipubhc a.t large












