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REPORTS
TO THE READER

Ethical and Legal Implications of 
Drug Substitution.—S id n e y  H .  IV il lig ,  
speaking as a pharm acist and a  member 
of the New York Bar, asks, in his article 
beginning on page 284, if “generic 
equivalent” drugs are actually equiva’ent 
to brand nam e drugs. H e feels that 
both drug  m anufactu rers and the pub
lic should be aw are of the danger of 
substitu tion  and support an ti-substitu 
tion activities. Professor W illig, Director 
of the D rug  L aw  U n it of the In stitu te  
for Law and Health Sciences at Temple 
U niversity  Law  School, P harm acy  and 
D ental Schools, addressed the 64th 
A nnual Conference of the N ational 
A ssociation of B oards of P harm acy, 
in M ay, 1968, in M iam i Beach, Fla.

Legal Control of Narcotics.—This is 
the subject of an article by R o b e r t  
K in g s le y  which begins on page 306. 
T he au thor, w ho is A ssociate Justice, 
California C ourt of Appeal, discusses 
three devices used to contro l both ad 
dictive and non-addictive drugs: con
tro l of origin, contro l of possession 
and sale, and restriction of market. The 
article was prepared for delivery on 
April 18, 1968, as the Charles Wesley 
D unn M em orial L ectu re at T he Law  
Center, U n iversity  of Sou thern  Cali
fornia, under the auspices of the Food 
and D rug  Law  Institu te.

The Federal Trade Commission and 
The Fair Packaging and Labeling Act.
— In the article w hich begins on page 
312, F r e d e r ic k  A .  C a ss id y ,  who is with 
the Division of Special P ro jec ts  of the 
Federal T rade  Com m ission, discusses 
Sections 4 and S of the F air P ackag
ing and L abeling  Act. Mr. C assidy’s

com m ents, originally  delivered as a  
speech before the F P L A  Seminar at the 
Department of Commerce Auditorium, 
W ash ington , D. C., on M ay 28, 1968, 
reflect the views of th a t part of the 
F T C  staff charged w ith the duties of 
im plem enting the law and of in te r
p re ting  the regulations.

W here Is Industry’s Voice in Food  
Regulation?—T he article by B e r n a r d  
L .  O se r , Ph.D ., w hich begins on page 
317 examines the increasingly stringent 
regula tory  m easures taken by the Food 
and D rug  A dm inistration . A lthough 
he notes tha t contro ls are often neces
sary in a free society because of “the 
ignorance, carelessness or the misfeasance 
of a few." Dr. O ser stro ng ly  supports 
the F D A ’s efforts tow ard vo lun tary  
com pliance and self-certification. T he 
article was originally presented  as a 
speech before the Food Technology Con
ference held at the U niversity  of M is
souri, M arch 8, 1968. Dr. O ser is this 
m agazine’s Scientific E dito r, President 
of the Food and D rug Research Labora
tories, Inc., M aspeth, New Y ork and 
has recently  taken office as P residen t 
of the In s titu te  of Food Technologists.

International Drug Pharmacopeia.—
T he article which begins on page 322 
reflects the aim s of the In terna tional 
D rug  Sym posium  on Pharm acopeias 
and In terna tional C ooperation on D rug  
S tandardization  held in W ash ington ,
D. C. during the 81st annual m eeting 
of the A ssociation of Official Analytical 
Chemists. T he article is reprin ted  from  
the F D A - P a p e r s  (A pril 1968, p. 11). 
Dr. Banes joined F D A  in 1939 as a 
chemist and was recently appointed A ct
ing Associate Commissioner for Science.
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Food Drug'Cosmetic law
Ethical and Legal Implications 

of Drug Substitution

The Following Article W as Presented at the 64th Annual Confer
ence of the National Association of Boards of Pharmacy on May 
6, 1968 at Miami Beach, Florida. Professor Willig, a Member of 
the New York Bar, Is the Director of the Drug Law Unit at the 
Institute for Law and the Health Sciences of Temple Law School, 
Pharmacy and Dental Schools in Philadelphia, Pennsylvania.

H E  P H A R M A C IS T ’S P O S IT IO N  in society and in his dealings
w ith  patien ts requires th a t he adopt a fiduciary position in their 

behalf. H e is the know ing one, they  the unknow ing insofar as in
gred ien ts and products are concerned. T hey  look to him to insulate 
them  against subpotency or deterio ra tion  and it is his in teg rity  th a t 
guides the d ispensing act. T his is an obligation in the eth ical as well 
as the  legal sense.

Substitution is a complete departure from the principle of secundem  
artem and is by definitions in s ta te  enactm ents, illicit and unauthorized . 
I t  represen ts the replacem ent of the w ritten  or orally  specified needs 
of a patien t w ith any o ther com m odity and w ith ou t notice, au tho rity  
or consent.

In  exam ining the eth ical considerations, it w ould be pointless 
to  cite the language of every pharm aceutical group in th is regard , bu t 
the  versions are m uch the sam e in tone and s p i r i t :

“The pharmacist must not substitute one article for another without the 
consent of the physician who wrote the prescription. No change shall be made 
in a physician’s prescription except such as is warranted by correct pharma
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ceutical procedure provided it will not interfere with the obvious intent of the 
prescriber as regards therapeutic action."1

T here  is no valid argum en t to  excuse substitu tion  in its oldest 
sense. T h a t is w here products or ingred ien ts of particu lar chem ical 
or biological id en tity  are replaced in the  d ispensing act by products 
or ingredients cf different chem ical or biological s truc tu re . I t  is clear 
th a t only the  prescrib ing  physician can au thorize  such a sw itch.

H ow ever, w ith  m odern technologic advances, the g rea te r reliance 
on new er and m ore po ten t m edicam ents and the g row th  of pharm a
ceutical consum ption, it soon appeared th a t the trad itional significance 
of sub stitu tion  had now to encom pass g rea te r scientific m anufac tu ring  
sophistication . Since a  m anufactu rer takes responsib ility  for his p rod 
uct, he often stands as its innovator, its w arran to r, its salesm an. I ts  
unique qualities, for b e tte r  or w orse, reflect his skills and abilities, his 
investm ent in raw  m aterials, personnel and equipm ent, his conscience 
and business a ttitu d es , and  every th ing  else th a t can give an inan i
m ate th in g  a charac ter th a t is identifiable. T he public recognizes th is 
in autom obiles, household appliances, cigars and beverages. I t  is no t 
unusual th a t they  should recognize it w ith  products designed to  m ain
tain  th e ir health  or benefit them  in illness.

As a resu lt, m ost enlightened ju risd ic tions added to  the old defini
tion of substitu tion  the  trad itional yet m odern concept th a t w here a 
d rug  is identified by the prescriber. according to  a particu lar trade 
nam e, then th a t exactly  is the  d rug  he and his pa tien t are p lacing 
confidence in, and to dispense ano th er d rug  or ingred ien t in its place 
w ith ou t au th o rity  is substitu tion .

T he P harm acy  A ct of the C om m onw ealth of P ennsy lvan ia  like 
m ost o thers, s ta te s2 th a t the  B oard shall have the pow er to  revoke or 
suspend the license of any pharm acist upon proof th a t “he had com 
pounded, dispensed, sold or caused the  com pounding, dispensing, sale 
of any d r u g . . . nf a b rand  or trade  nam e o ther than  th a t specified by 
the  person prescrib ing  such brand or trade nam e product or w hich 
contains an ingred ien t or ingred ien ts of a brand  or trade nam e o ther 
th an  th a t specified by the  person prescrib ing  such drug  or device, 
unless the consent of the prescriber is first obtained to  each such 
specific p rescrip tion

T he New M exico D rug  and Cosm etic A ct, Section 3 ( i) lists as a 
proh ib ited  A c t : . d ispensing or causing  to  be dispensed a different
d rug  or b rand  of d ru g  in place of the d rug  or brand  of d rug  ordered or

'C od e of Ethics, Me., Pharmacy 2 § 5 (8 ).
Association.
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prescribed w ith ou t the express perm ission in each case of the  person 
ordering  or prescrib ing .” F o r th is the  s ta te  can take m easures to 
enjoin  a n d /o r  p rosecu te as a m isdem eanor.3

W e should exam ine the federal and local law  for any reference 
they  m ake to  the  p a tte rn  of action term ed “su b stitu tio n .”

W hile Section 502 of the  F ederal Food, D ru g  and Cosm etic A ct 
has long been utilized as a p rotection  for the  public, regu la tions issued 
under 502(f)(1 ) have been especially im p ortan t in p reven ting  d is tri
bu tion  of d rugs inadequately  labeled for safe hum an use.

I t  was by regulation  under th is subsection  for instance th a t a 
d istinction  w as sou gh t to  be m ade and enforced as to  w h at drugs the  
pharm acist could sell over-the-counter and those w hich could be sold 
only via prescription . Indeed, prio r to  passage of the D urham  H u m 
phrey Amendment, the courts upheld criminal prosecution of pharm a
cists and o thers for selling po ten t drugs w ith ou t a prescription .

P roblem s in un iform ity  of labeling betw een m anufactu rers of 
the  sam e drug , and the desire for clear s ta tu to ry  determ ination  finally 
laid the  g round  for enactm ent of Section 503(b) of the A ct, the  D u r
ham  H um phrey  A m endm ent.

In  th is sam e period of legislative and adm in istra tive  activ ity  an 
im p ortan t Suprem e C ourt decision also dealt w ith the issues. T h a t 
w as U. S. v. Sullivan4 w hich em phasized the crim inal na tu re  of an 
act w hich violated the  safety objectives of Section 502(f) of the  A ct 
and “the doing of any other act w ith respect to  a food, drug, device or 
cosm etic, if such act is done w hile such article is held for sale after 
sh ipm ent in in te rs ta te  com m erce and resu lts  in such article  being 
m isbranded.”5

“ Drug Substitution” in the Federal Act
T here  was not, nor is there  now, a definition of “su b stitu tio n ” in 

the F ederal Act. If you follow the line of reasoning th ro ug h  the 
legislative, adm in istra tive  and judicial in te rp re ta tion  and in ten t ex
pressed in the foregoing, then you m ust conclude th a t the ph arm ac ist’s 
inven tory  of drugs th a t are only suitable for use pu rsu an t to  a phy
sician’s direction, is to be inflexibly defined in the interest of the public.

F u rth e r, regard less of lack of crim inal in ten t or accident or neg 
ligence, he is to  be held to  s tric t accountab ility  for th a t inven tory  of 
prescrip tion  drug  products. H is responsib ility  being, to  dispense or * *

3 §26. 5 21 U SC A  3316k).
* 332 U. S. 689 (1948).
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d istribu te  such drugs only w hen, how and as specified on a leg itim ate 
prescription .

T herefore, if a pharm acist dispenses a legend d rug  th a t is not 
ordered by a physician, it m akes no difference th a t he uses a pre
scrip tion  label and follows the form at in Section 5 0 3 (b )(1 )(c ). T he 
substituted drag is the seizable m atter, of an act of d ispensing a d rug  
con trary  to  its provisions, and is therefore deem ed to resu lt in a m is
branding. Since it does not qualify  for the  503(b) exem ption as to 
the labeling requirem ents of 502(f), it is also m isbranded as dispensed 
for violation of th a t section. Also, hav ing  tum bled from  grace in 
C hapter F ive of the  F ederal A ct, the  procedure becom es a Sullivan 
sty le violation in term s of 301 (k) of the  Act.

In  short, since a sub stitu ted  d rug  is itself im m ediately m isbranded 
on dispensing, according to  the F ederal A ct, the  la tte r  leaves the 
sem antics of sub stitu tion  to s ta te  leg isla tures and pharm acy boards.

As the Suprem e C ourt pointed ou t in U. S. v. Sullivan ,6 the gov
ernm enta l agency “ is given no pow er to  exem pt on the ground th a t 
com pliance is im practicab le.” I t  “cannot w eigh business convenience 
against p rotection  of the public hea lth .”

In  th is  case the  Suprem e C ourt resisted  the argum en t th a t en
forcem ent had rested  upon an overly technical and literal use of the 
language in the A ct and concluded :

“ Given the m eaning th a t we have found the literal language of Section 301 
(k) to have, it is tho rough ly  consisten t w ith  the general aim s and purposes of 
the Act. F o r the act as a  whole was designed prim arily  to pro tec t consum ers 
from  dangerous products . . .  I ts  purpose was to safeguard the consum er by 
applying the A ct to  articles from  the m om ent of their delivery to the ultim ate 
consum er.”

Counterfeits and Imitations
“S u b s titu te s” m ay be “ im ita tions” or “cou n te rfe its” b u t th is  is 

not necessarily  so. A counterfeit is alw ays in tended :o r substitu tion . 
An imitation simulates the original article without attempting to dupli
cate its appearance as does the counterfeit. H ow ever, the  act of 
sub stitu tion  m ay use a non-im itative, non-duplicative and recog- 
nizedly non-equivalent p roduct to  p resen t in place of the article 
requested.

W here  the  su b s titu te r  is using  counterfeits or im itations for his 
substitu tion , he m ust recognize th a t m orally , as well as legally, he is 
possibly ab e ttin g  a crim inal act or a fraud.

6 332 U. S. 689 (1948).
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T here are those w ho feel th a t the language of Section 301 (i) (3) 
of the F ederal A c t7 is capable of judicial in terp re ta tion , if we divorce 
it from  the  prelim inary  legislative discussions th a t preceded its enac t
m ent, to  include the act of sub stitu tion  under proper fact pa tte rn s.

“T he doing of any act w hich causes a d rug  to be a counterfeit 
drug, or the  sale or dispensing, or the  ho ld ing for sale or dispensing, 
of a counterfe it d rug .”

C onsider it in the ligh t of th is crim inal law  defin ition :8 “T o  copy 
or im itate  w ithou t au th o rity  or rig h t and w ith  a view  to deceive or 
defraud by passing the  th in g  forged for th a t w hich is the  orig inal 
or genuine.”

M any drugs used by su b stitu te rs , w here the physician 's order for 
a specific brand  of d ru g  product is dishonored, physically  resem ble 
in color, size or shape the original designated article. It is the dispensing 
act which qualifies them  as a successful counterfeit since at th a t point 
they  are passed for the orig inal, and only a consum er w ith  the 
expertise and tra in in g  of a pharm acist or physician m ight b e tray  
im prudence in its acceptance.

For th is reason som e d rug  m anufacturers, physicians and p h ar
m acists have recom m ended th a t s ta te  pharm acy acts or board  regu la
tions extend the prescrip tion  label’s requirem ents to  include along 
w ith  the date, sequential num ber, p a tien t’s nam e, directions, docto r’s 
nam e, etc., the nam e of the d rug  specified on the  docto r’s prescrip tive 
order. A su b s titu te r  then w ould leave little  doub t of vu lnerab ility  to 
civil and crim inal charges on various counts, from  patien t, from  gov
ernm ental agencies, and from  th e  nam ed d ru g ’s m anufacturer. P u t
tin g  solely the  estab lished nam e thereon, w ould serve only to  m ilitate 
against sub stitu tion  of pa ten tly  chem ical non-equivalents.0

O bviously, to  m any w ho have practiced pharm acy for years, th is 
m ight have an undesirab le effect on the in terre la tionsh ip  betw een 
pharm acist and pa tien t and physician since it m ay act to  disclose 
w hen disclosure is unw anted , m ay encourage au to therapy  by patien ts 
along w ith  transfers  of m edication betw een lay persons.

As a m a tte r  of law  and practice how ever, any  physician who 
w ishes the nam e of the d rug  included on the prescrip tion  label need 
m erely indicate such w ish on the w ritten  or oral prescription .

F undam ental to  the form  of our governm ent is federal suprem acy 
in accordance w ith  constitu tional param eters, w hich binds all lesser

7 Federal Food, Drug and Cosmetic 8 Senate Bill No. 3290, Senator Nel-
Act. son, Spring, 1968.

8 Black’s Law Dictionary, 4th Ed.
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governm ental un its to  observe th a t federal law s and trea ties  are the  
suprem e law  of the  land. H ow ever, w here the  locality  responds to  the 
need for public p ro tection  by add ing m ore s tr in g en t regula tions to 
those  generally  set by the  federal governm ent, th e  licentiate  and his 
agen ts or em ployees m ust adhere to  the  s tric te r rules.

Licensure of Pharmacists
W hile  the national governm ent has undertaken  m any activities 

th a t are essen tia lly  local in effect th ro ug h  its constitu tional con tro l of 
in te rs ta te  com m erce, its tax in g  pow ers, etc., the  licensure of profes
sional p rac titioners has rem ained a s ta te  function , and the  ab ility  to 
g ra n t it, suspend it or revoke it is an im p ortan t enforcem ent weapon 
in professional discipline.

In  pharm acy we have m andato ry  licensure. In  general, a license 
is a legal docum ent th a t perm its a person to  offer to  the  public his 
skills and know ledge in a particu la r ju risd ic tion  w here such practice 
w ould o therw ise be unlaw ful w ith ou t a license.

A license to a pharm acist is g ran ted  by the  app ropria te  au th o rity  
to applicants w ho have fulfilled certa in  estab lished requirem ents of 
education  and experience a long w ith  m eeting  the  requirem ents for 
ch arac te r consonant w ith  practice of a profession. T herefore, the  li
censed pharm acist recognizes th a t his license depends on eth ical as 
well as legal considerations.

T he licensure operation  is based on delegation of au th o rity  by 
the  s ta te  via its “police pow ers.”10

Police pow ers are inheren t sovereign ty  w hich the s ta te  govern
m ent exercises w henever regula tions are dem anded by public policy 
for the  benefit of the  society at large in order to  gu ard  its safety, 
m orals, health , order and the  like w ith in  the  needs of its social, 
econom ic and political s tru c tu re , its m ores and trad itions.

P harm acy  boards and p ractitioners are concerned w ith  the  ethical 
im plications of substitu tion . T he courts are m ore concerned w ith  the 
legal consequences th a t flow therefrom , so th a t if harm  befalls the 
patient and the substitution is its proximate cause, that is their interest.

John  J. G albally, a decade ago in a com prehensive analysis of 
su b stitu tio n ,11 saw  it as a g row ing  problem , eth ical and economic, and 
felt it w as equatab le w ith  the  charge of “gross im m orality” which 
could susta in  the b o a rd ’s p rerogative  in revok ing or suspend ing  licen
sure in the  absence of specific an ti-substitu tio n  laws. Now, some

10 Fuhs v. Barber, 36 Pac. 2nd 962 11 12 F ood D rug a n d  Cosm etic L aw
(1934). J ournal  758 (December, 1957).
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pharm acists are ask ing  w hether pharm acists who sub stitu te  are qual
ified no t only eth ically  to  satisfy  s ta te  licensure, b u t academ ically so 
th a t they  can afford justification  for substitu tion  on a scientific basis. 
A re they  confusing license w ith privilege?

M uch has been said of the  risk  of sub stitu tion  to  th e  patien t 
under trea tm en t or on m aintenance therapy.

The Danger of Substitution to the Physician
T h a t th ere  are risks for the prescriber in substitu tion  are well 

know n also. M edicine is not an exact science and the physician is 
no t a g u a ran to r of resu lts. H e is deem ed neg ligen t w here he does 
no t act w ith  the ord inary  prudence of his peers or w ith  the  average 
foresigh t and care of lay  persons. H e becom es a m alp ractitioner only 
when, w ith in  his professional sphere of activ ity , he fails to  m ain tain  
the  standards of care, or to  exhibit the quantum  of skill and know l
edge, th a t the  public has a righ t to  expect from  a p rac titio ner in th a t 
locality, again  as com pared to  o ther p ractitioners of like tra in in g  and 
activ ities in the  sam e general area. N on-success or accident is, in 
short, no t necessarily  equatab le w ith  neg ligence or m alpractice, and 
the  burden  of proof which a plain tiff m ust m ake and support w ith 
expert testim ony  is considerable.

So a physician for exam ple, w hose pa tien t becom es p regnan t 
a fte r he has prescribed b irth  contro l pills, does no t stand  liable for 
the failure of th e  pills or the  accident of conception .12

T his does not, how ever, m ean th a t patien ts w ho have adverse 
reactions or unsuccessful resu lts  are not inclined to  litigate. T he fact 
is th a t th ey  do, and although  the  likelihood of success is no t great, 
su its  are expensive in term s of actual costs of litigation , tim e, rep u ta 
tion  and p a tien t relations.

F o r th a t reason, physicians eye askance any procedure th a t by 
civil or crim inal infraction, or th ro ug h  color of m isconceived au th o r
ity, m ay m ilita te  against the desired and antic ipated  resu lts  of p re
scription.

In  the  usual pa tien t physician relationsh ip , there  is so m uch of 
the sub jective in com parison to  the objective, th a t organized m edicine 
has constan tly  s triven  to  ensure the objective s tru c tu re  of diagnosis 
and th erap y  by b e tte r  equipm ent, reliable and standardized reagents, 
and drugs w hose chem ical, pharm acological and o ther charac teristics 
are know n and standard ized  in th e ir  experience. If th ey  are defrauded

12 M aley v. Arm strong, Sup. Ct., Iow a
(1967).
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in any of these areas th ro ug h  sub terfuge or th ro ug h  ignorance, then  
an ou tside force is decreasing certa in ties for them , and is increasing 
the likelihood of a p a tien t’s therapeu tic  failure and subsequent legal 
harassm ent.

T he courts have recognized th a t the doctor is the  p a tien t’s agent 
for g e ttin g  and ev a lua ting  prescrip tion  advice and  individual product 
characteristics.

Judge S teuer in Marcus v. Specific Pharmaceuticals, Inc .13 said of 
of a d rug  supplier in estab lish in g  the doctor as agen t recip ient of 
medical in form ation for the  patien t, “ to  physicians it did m ake 
represen ta tions, and should any of these be false, it m ight be claim ed 
w ith  p rop rie ty  th a t they  w ere m ade for the benefit of the u ltim ate 
consum ers.”

P hysicians how ever, are no t expected to  delegate aw ay to  o thers 
parts of th e ir  responsib ility  and prerogatives as to  m edical practice, 
prescrib ing drugs being so included. T hey  have resisted as m ight be 
expected. “T he physician is one whose relations to  life and health  
are of the m ost in tim ate  character. I t  is fitting  no t m erely th a t he 
should possess a know ledge of diseases and their rem edies bu t also 
th a t he should be one w ho m ay safely be tru s ted  to  apply these 
rem edies. C haracter is as im p ortan t a qualification as know ledge.”14

Authority to Substitute
T here  are th ree  instances w here substitu tion  m ay occur w ith  color 

of au th o rity  a lthough  it does no t becom e know ledge before the fact to 
the prescriber.

T here  is the circum stance w here the s ta te  seeks to au thorize  the 
d ispensing pharm acist to  su b stitu te  a less costly  equivalent d rug  
a fte r adv ising the pa tien t and ga in ing  the la t te r ’s perm ission. I know  
of no m ethod m ore p a ten tly  divisive of the cooperation and un der
s tan d in g  betw een pharm acy and m edicine, than  such an ill-advised 
determ ination . T he skilled practitioner, the e th ical practitioner, the 
physician w ho recognizes the in ten t and the language of the m edical 
practice act, ne ither delegates to  his patien t, a pharm acist, or any 
o ther, his responsib ility  to  prescribe in accordance w ith  his know ledge, 
responsib ility  and reckoning.

As to  the p a tien t’s ab ility  to  consent to  substitu tion , or as a 
m em ber of the e lec to ra te  discard an ti-substitu tio n  restric tions, we

13 M arkovich v. M cKesson & Robbins. 14 H awker v. N ew  York, 170 U. S. 194
Inc. 149 N E  2nd 181 (1958). (1897).
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should consider Dr. Jam es L. G oddard 's s ta tem en t to the subcom 
m ittee on C onsum er In terests .

“T he sam e m ay be said about our supply of medicine. In  the last 20 years 
the science of therapeutics has changed radically. In  turn, the science of m edi
cine itself has changed. I t  is far more difficult to be an intelligent patient today than 
it was a generation ago. Yet, M r. Chairm an, w ith the g rea t advances in m edical 
care recently  enacted by the Congress, it is clear th a t our elderly citizens are 
tak ing  increased advantage of the “new m edicine.” And, while we may all take 
comfort in the fact that our parents do have better care, we may be somewhat discom
forted to learn that they arc generally unaware of the significance of the care they 
receive, of the drugs prescribed for them, of the devices th a t are used for their 
health—and of the many medical frauds and cheats that are directed at their ignorance 
of this “new medicine."1*

T here  is a second circum stance w here the  s ta te  is perhaps even 
bolder and less wise, in determ in ing  th a t e ither a central pharm acist 
in au tho rity , or individual d ispensing pharm acists, should have the  
r ig h t to  su b stitu te  less costly  equivalents, w here the s ta te  is pay ing 
the bill. W hat the state loses sight of here is that the public is paying 
the  bill. F u rth e r  th a t they are pay ing  the bill because they  are well 
m eaning and well in ten tioned and are of th e  opinion th a t econom ic 
sta tion  should no t m ilita te  against the r ig h t of the ill or infirm  to  get 
m edical and dental and pharm aceutic  assistance ju s t as those m ore 
fo rtunate , w ho can pay th e ir  ow n way.

B u t w hen C ongress realizes the cost and begins fran tically  to 
look for econom ies, w ho will be asked to  subsidize all of th is  care? 
T he drug  industry , the  hospitals, and the m edical profession, of 
course. Fee schedules will be established, generic prescrib ing  will be 
m andated, and profit s ta tem en ts  will be scanned w ith a jaundiced 
eye. A lready, legislation has been proposed in New Y ork requiring  
th a t only generically  prescribed drugs be au thorized  for the s ta te ’s 
M edicaid P rogram .

I note incidentally  th a t I have surveyed the  feelings of a num ber 
of doctors on th is point. A lthough  the th in k in g  is not unanim ous it 
is to  th is effect: “ M ost of us prefer to  prescribe by brand  nam e, 
especially w here we feel th a t quality  control is im portan t. A t any 
ra te , we all w an t the freedom  to choose e ither generic or brand  nam e 
drugs depending on the  circum stances th a t prevail a t the tim e we 
w rite  the p rescrip tion .” T his was the  point of view expressed by a 
p rom inent m edical spokesm an a year ago. I am  sure he would agree 
to  add pharm acists to  the vo lunteers enlisted  in subsid ization .15 16

15 U. S. Senate, Jan uary  18, 1967. 10 Schlossm an, R alph, E., M. D., Sec-
(Ita lics  supplied.) retary . Q ueens County M edical Society

A nnual P harm acy  C ongress, St. Jo h n ’s 
U niversity , N ew  Y ork, M arch 17, 1967.
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T here  is a th ird  circum stance w here under color of au th o rity  in 
som e sta tes, and th ro ug h  fru s tra tio n  or indifference in o thers, physi
cians p ractic ing  in in stitu tion al env ironm ents, agree com pletely in 
advance to  accept for th e ir  patien ts any d rug  stocked by the  in s titu 
tion  as an equ ivalen t to  any d ru g  th ey  m ay specify.

Such a stock of drugs is ordered, m ain tained and au thorized  
th ro ug h  the  m edium  of a form ulary  com m ittee or o ther such nam ed 
group th a t so rts  ou t from  am ong various brands w h at rep resen ts 
to  them  the best buy for the  m oney. O bservations of such activities 
lead m any to  the conclusion th a t the  possibilities are w herever feasible 
d ictated  by pricing in form ation m ade available to  and by  the pharm a
cist a n d /o r  the pu rchasing  agent. Also, the  crite ria  for scientific 
evaluation  are in m any cases e ither sadly m inim ized or no t com pletely 
understood by those th a t m ake the  in frequent judgm ents.

In  a series of articles dealing w ith  the “ B attle  of D ru g  C osts”, 
Dr. J. H . Cooper reported  opinions expressed by a group  whose 
m em bership has done m uch to  educate them selves to th e  scientific 
and legal realities of p lain tiff’s claim s and  expressed in te rest in “sub
s titu tio n ” under form ulary  system s.

“L aw yers partic ipating  in a convention of the A m erican T ria l L aw yers A s
sociation in Septem ber, 1966, seem ed generally  to  agree th a t th roug h  legal dis
covery procedures it would be possible to ascerta in  specific responsibility  either 
for the au thorization  of substitu tion  or the assum ption of such responsibility, and 
th a t a finding of substitu tion  could lead to  a  law suit.’’17 18

I w ould sav as to  th is th ird  form  of substitu tion , as well as of 
the second form  as it affects the  physician, he should be well advised 
to  take m easures to  p ro tect him self from  the effects of decisions 
w hich he has cloaked w ith  app aren t delegation and au tho rity . D oc
to rs, therefore, w ho partic ipate  in s ta te  program s w hich perm it sub
stitu tio n  w ith ou t th e ir  p rio r know ledge or consu ltation , and  doctors 
w ho w aive norm al prescrip tive and selective prerogatives in in s titu 
tional con trac ts or o ther understandings, should seek th ro ug h  th e ir  
societies or m edical boards to  have a “ save harm less” agreem ent 
signed by the  system ’s sponsors th a t will insure the docto r’s econom ic 
pro tection  from  any and all su its  w here he m ay be nam ed as defen
dan t or co-defendant, such su its  being predicated  upon p a tie n t’s 
claim s arising  from  such program s of d ispensing drugs.

In  the  m ain, su b stitu tio n  arises in four classes of circum stance :
1. T h ro u g h  ignorance or accident of the d ispenser of the

drugs ;1S
17 Medical Nezvs, June 5, 1967. Vulcssa v. Mayfield, 1966 Tenn. CA,
18 N am es tha t look o r sound alike. Flavil dispensed in place of Enovid.
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2. T h rou gh  the  in ten tional act of the  dispenser of the  drug  
based on consideration for his a d v a n ta g e ;

3. T h rou gh  the au th o rity  of the pa tien t;
4. T h ro u g h  the au th o rity  or persuasion of persons o ther than  

the prescriber or the patien t.
S ub stitu tion  au thorized  by the prescriber is no t su b stitu tio n  in 

th is sense. I t  is an am ended prescrip tion  or a novation.

Breach of Warranty
T he first type of action I have indicated, generally  sound in 

to rt, as negligence or m alpractice, b u t in to d ay ’s p roduct liability  
atm osphere  they  w ould be breach of w arran ty  actions as well. D if
fering  s tren g th s  betw een syrups, tinc tu res, elixirs of the sam e active 
ingredient, used to  account for m any of these. T here is a p len titude  
of cases of th is  type.

In  the  Gault case,19 at the hospital the saline solution p repared  
for the p a tien t’s use du ring  a gastric  cyto logy te s t w as N a O H , 
ra th e r than  N a Cl, and re su ltan t burns created  a painful, long  term  
in ju ry , and a ju ry  verd ic t of $162,500. T his w as neg ligent and un in 
ten tional substitu tion  w hich creates its own im petus for discovery. 
T hese  are essentially  com pounding and dispensing errors. F o r exam 
ple, the  physician prescribes a rh in itis  capsule w ith  .4 m g of a trop ine 
sulfate per capsule, and the  pharm acist erroneously m akes each up 
to  contain 40 m g of a trop ine sulfate.20 *

T he  prescrip tion  is the  basis of a sale. T he d rug g ist w arran ts  
the good quality  of the drug  sold, th a t the article  is of the kind he 
con tracted  to  sell, th a t he used due and proper care and skill. 21 22

A ny descrip tion of the  goods which is m ade part of the  basis of 
th e  sale creates an express w arran ty  th a t the goods shall conform  
to  the descrip tion, and the docto r’s specification on the prescrip tion  
provides such a descrip tion exactly. In  a Georgia case, a pharm acist 
gave, in place of the  prescrip tion  drug, w h at he declared to  be an 
equivalent d ru g  to  a patien t, and the patien t was burned. Even 
thou gh  he had inform ed the patien t, the  court found him liable in 
to rt as neg ligent, and liable for breach of w arran ty .23

19 Gault v. Poor Sisters of S t. Francis 
375 F. 2nd 539 (1967).

20 M cKcithan v. DcLuca, Sup Ct, Fair-
field County.

21 D ocket No. 122716, Conn., M ay 24, 
1967, 28CJS, D ruggists, 6C.

22 Kruger v. Knutson, 261 M inn. 144 
(1961).

23 Gipson v. Jacobs Pharmacy, Ga. CA- 
43, 154, N ovem ber 16, 1967.
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In  a som ew hat sim ilar case in M assachusetts, Andreopalla v. 
Gaeta,2i the  pharm acist recom m ended a packaged d rug  in place of 
filling the p a tien t’s prescrip tion . T he su b stitu te  d rug  caused in jury. 
T he cou rt easily found a basis for breach of w arran ty .24 25 * In  such an 
action a defense of con tribu to ry  neg ligence is inapplicable.

T he pharm acist w ho dispenses w illfully, w ithou t color of au th o r
ity  from  the pa tien t or the s ta te , and w ith ou t the actual au th o rity  
of the  prescriber, is a m isdem eanant a t th a t point, technically  and 
practically , in federal and sta te  law. H e has com m itted  the m is
dem eanor of rm sbranding on the one hand and the m isdem eanor of 
substitu tion  on the  other. T hese carry  penalties of fine, im prisonm ent 
or both.

If he is prosecu ted  crim inally  therefore or has been the sub ject of 
p relim inary  d isciplinary hearings a t w hich his gu ilt has been estab 
lished, he has laid the basis for revocation or suspension of licensure 
as well.

In  addition , he is open to  civil su it by the m anufactu rer of the 
prescribed d rug  w hose product w as the  sub ject of the  substitu tion .

H e is open to  civil su it by the pa tien t w ho was defrauded in th a t 
the ordered prescription was dishonored by substitution. Some of these 
circumstances do smack of fraud which is a false statement or misstate
m ent of m aterial facts, by one w ho know s them  to be false, to  an 
innocent party , w ho relies on it and is dam aged. I t can also arise 
ou t of ignorance w ith  a pretense of know ledge.

N egligent use of language can create liability— especially w here 
there  is a du ty  of care to  the o ther party .

If the pa tien t claim s in ju ry , pain, suffering  or loss of earn ing  
pow er from failure to  achieve therapeu tic  resu lts  con tem plated  by 
the  physician, then the ph arm ac ist’s in fraction of the regu la tion  m ay 
serve to  m ake out a prima facie case on the  grounds of negligence, 
since an enacted or p rom ulgated  m eans of public p rotection  w as 
violated. T h is helps get the case before a ju ry  which will hear and 
decide the  facts.28

W here  a p a tien t’s consent to sub stitu tion  has been ob tained, it 
should be an inform ed consent.27 T herefo re, the pharm acist m ust 
be w illing to  undertake sufficient exp lanato ry  responsibility , p refer
ably w ritten  or w itnessed, to  sustain  him against a p a tien t’s la te r

24 Andreopalla v. Gacta 260 Mass. 10 5 20 Donaldson v. A  cr P, 186 Ga. 870,
(1927). S ta tu to ry  negligence.

25 See also P. D. for exposition of 21 Saiga v. Stanford  154 Cal. App. 2nd
w arran ty  principles, 257 F. Supp 991. 560, (1957).
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charge th a t the  consent w as induced by fraud  or lack of inform ation. 
A defense of co n trib u to ry  negligence, for e ither a pharm acist or a 
physician, based on the p a tien t’s role in selection of the  d rug  of 
trea tm en t, w ould have to  w ith stan d  close scru tiny  in a  courtroom .

W here  the  pharm acist has undertaken  to  m ake th is unau thorized  
su b stitu tio n  on his own, he has chosen as his co-defendant,28 if 
any ,29 in th is  su it, the m anufacturer of the d rug  he sub stitu ted . T here  
are m any reasons w hy th is m ay be unsatisfacto ry . A  m ajo r reason 
is th a t if he is insured for p roduct liability , his carrier m ay no t be 
w illing  to assum e obligations for defense and reim bursem ent w here 
an illegal ac t has been the  acorn from  w hich th is  trouble  has g row n.30

T he pharm acist who, unauthorized  a t th e  tim e of su b stitu tio n  by 
the  prescriber, su b stitu tes  nonetheless w ith  color of au th o rity  in 
term s of s ta te  reim bursem ent system s, form ularial agreem ents or a 
p a tie n t’s consent as previously described— has to  foresee certa in  o ther 
legal possibilities. H e m ust satisfy  him self th a t he has no t broken 
the  law. or regu la tions w hich have the  force of law, federal or 
state . T hese have pre-em ptive rig h t over his business agreem ents. 
W ith in  each sta te  the  opinion of pharm acy  board counsel, pharm acy  
association counsel, the s ta te  a tto rney  gen era l’s office and if necessary  
private  counsel should be secured and be the bases for action.

M ethods em ployed in any trade, business or profession, how ever 
long continued, cannot avail to  estab lish as safe in law  th a t w hich 
is dangerous in fact.81

T he pharm acist m ust in addition , evaluate his position as the 
selector, and possibly w arran to r, of d rugs w hich he will dispense as 
equivalents, and be prepared to  ju stify  his choice on the basis of an 
average m an’s prudence, and the special pharm acy know ledge, care 
and ju dg m en t th a t is com m on to  the  usual pharm aceutical p rac titioner 
in his locale of practice. H ere a review of his insurance coverage and 
a candid discussion with his broker or carrier would be of importance. 
T he sam e w ould be true for in stitu tion al practice, to determ ine the 
type of coverage the hospital has in the event the employee is named 
co-defendant in the  types of su its th a t could arise from th is action.

The Uniform Commercial Code82 has had a widening influence on 
product liability , so th a t service plus sale com binations of action  are

"s Farley v. S. P. C., 271 Mass. 230 'm Gray v. Zurich Insurance Company 
(1930). 54 Cal. R ptr. 104 (1966).

2U Willson v. Faxon, Williams and F ax- 31 A ult v. Hall, 119 O hio St 423 
on, 208 N. Y. 108 (1913). (1928).

:‘3 § 2— 106, 2— 105.
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now  covered and suscep tib le to  breach of w arran ty . T he prescrip tion  
b lank is the con trac t and the  d ispensing act is its execution. Even 
the en trenched doctrine of Perlm utter v. Beth David,33 th a t w ould not 
allow a breach of w arran ty  suit, for exam ple, in hospital sales of 
blood to  a pa tien t and m ade it necessary th a t the in ju red  pa tien t 
w ho con tracted  hep atitis  from  the infected blood transfused  prove 
negligence, is now  being  renounced .34 So the  choice of trea tm en t 
gives the physician latitude, but the product dispensed to the patient 
carries express and im plied w arran ties the  breach of w hich is ac tion
able, w ith  or w ith ou t a show  of negligence.

A p a tte rn  of system atic  su b stitu tio n  often occurs in circum 
stances w here the  pharm acist is follow ing orders. E ven w ere he to 
do th is on his own w ith  the  app aren t au th o rity  of his principal, the 
in stitu tion  could be held liable on the  principles of “agency” and 
“respondeat superio r.”35 As to  this, the Suprem e C ourt, N ew  Y ork 
C ounty, a few years ago held the  C ity of New Y ork liable for the 
negligent acts of its employees in treating a patient at a city hospital 
w ithou t the necessity  of the  pa tien t in troducing  expert m edical te s ti
m ony to  show  w ant of care or im proper procedure on the  p a rt of 
said em ployees.36

Generic Equivalents
F or the  m edical p rac titio ner and governm ental officials, w here 

d rug  en tities are unpro tected  by pa ten t, generic drugs th a t are tru ly  
products of cu rren t good m anufac tu ring  practice m ay be of grow ing 
significance. T he availab ility  of these is p resen tly  lim ited to  products 
of m ost of the m ajo r pharm aceutical concerns and several of the 
sm aller houses, m any of w hom  are m aking conscientious efforts to 
m eet Food and D ru g  A dm in istra tion  (F D A ) crite ria  and s tay  clear 
of in junctions, seizures, recalls and the  like.

H ow ever good or poor, “generics” do no t in them selves absolve 
or incrim inate the  act of substitu tion . W hen  a “b randed” specialty  
d ru g  is prescribed, and th a t prescrip tion  is not am ended or “open 
ended” by the p rescriber’s au th o rity , only th a t “b ran d ed ” specialty  
m ay be dispensed. S ub stitu tion  per se is w rongful under the  p resen t 
s ta te  of d rug  contro l as con trary  to  the  public’s in terests. W hile  * 31

33 p criml,ttcr v. Beth David 308 N. Y. 85 O ’Mara v. California State Board of 
100 (1954). Pharmacy, 54 Cal. R ptr. 862 (1966).

31 Jackson v. Muhlenberg Hospital, 96 36 “ E ditorial on Reeder v. City of N ew
N. J. Super. 314, 315 (1967). York,” N . Y . S. J. of Medicine, M ay 1,

I960, p. 1411.
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such pro tection  m otivates law, ra th er than  preservation  of special 
in terests, an ti-substitu tio n  laws m ust continue to  be enforced.

F or the purposes of th is paper we need no t dwell too long upon 
the issues, scientific or econom ic, th a t su rro un d  the concept of generic 
equivalency. W e are here concerned w ith the ethical and legal im 
plications of substitution and consider “genericism” only as it evolves 
to  defend or m itigate the presen tly  illegal act of substitu tion .

Suffice it to  say. th a t in w h at essentially  m ust be a debate of 
scientific issues, m any of those who have come forw ard for valid ity  of 
the usefulness of generic equivalency procedure, are for the m ost part 
educated  and orien ted  in the social science areas, while those who 
oppose seem ingly are associated w ith  the  health  professions and drug  
research and m anufacture. T he in ten t of bo th  groups is to help the 
general public b u t these disciplines m ust rely  on one ano ther, or con
clusions are in the end untenable.

In  all fairness it should be noted th a t there  are m any in th is  la tte r  
group w ho hope th a t at som e tim e in the future, the s ta te  of know l
edge, the  technical advances and increased budgetary  aid to  go vern
m ental services m ay b rin g  about som e degree of s tandard iza tion  in 
m anufacture, m aterial, personnel, and control m easures to  allow  for 
products of uniform ly high quality  and proven therapeu tic  equiva
lency. T h a t day, however, is not here, nor is the arrival time suscepti
ble of prophecy. T he recent prom pt de-certification of antib io tic  
products m ade w ith  well in ten tioned conform ity  to  the go vernm en t’s 
own m onograph, on the finding th a t the finished products w ere not in 
vivo equivalents of the innovator’s branded product, is but one example.

New Drug Approval
T he N ew  D ru g  A m endm ents, as we all know , enlarged the 

concept of a new drug  to  include m ore than  safety effectiveness 
in use. A physician w ho prescribes new drugs for patien ts does so in 
reliance upon the F D A ’s approval of the labels and labeling of the 
d rug  as well as its acceptance of proof of clinical effectiveness in the 
light of such advice to  p re sc r ib e s  for patien t use.

P a rt and parcel of the new drug  regu la tions37 and procedures, 
and you can read these as sim ply on the N ew  D ru g  A pproval (N D A ) 
Form  supplied by the FD A  as anyw here else, is not only to  satisfy  
the governm ent th a t they  can approve a d rug  product th a t is safe and

” 21 C FR  1.130 and following.
PAGE 2 9 8  FOOD DRUG COSMETIC LAW  JO U R N A L — J U N E , 1 9 6 8



effective w hen used p u rsu an t to  its approved labeling. I t  is also to 
prove to  the G overnm ent th a t the selfsam e m anufactu rer can m ake 
the  sam e d rug  all the tim e, so th a t its therapeu tic  effectiveness will 
be identical and consisten t. T h a t is, to  enable the  user to predict w ith  
som e reasonable degree of success, antic ipated  resu lts  w ith in variances 
estab lished only by the pa tien t or the  p a tien t’s illness. F o r th is  
reason, the m anufac tu rer of a new d rug  is constan tly  in the business 
of m aking equivalents, for every package of his finished dosage form  
is the chem ical and th erap eu tic  equ ivalen t of any other. T h a t’s a 
hard  enough job for insiders—le t alone o u ts id e rs !

D r. E arl L. M eyers of the  FD A  recen tly  pu t the m atte r briefly 
and succinctly  in its p resen t perspective :

“R egulations and guidelines do no t establish p roduct quality  . . . C ontrol 
m ethods applicable to the whole process m ust be w orked out to  m aintain the 
streng th , quality, and purity  of each batch. T his applies not only to the synthesis 
of an active ing red ien t bu t to  the com plete m anufacture of the final product 
including packaging, labeling and identification of each lot.

T he active ingred ient in a dosage form  of a d rug  is p robably  not the sole 
determ inant of its pharm acological effectiveness. T he physiological response m ay 
be a form ulation of the dosage form  as well as the active com ponent. T he rate 
at which the am ount of the active com ponent in the dosage form  is physiologically 
available to the patient upon adm inistration  is an im portan t consideration. W e 
have encountered  cases of varied clinical response betw een batches of the sam e 
pharm aceutical form ulation. A dditional study has indicated tha t differences in 
physical and chem ical properties were caused am ong other things, by differences 
in physical properties of the raw  m aterials such as crystalline or am orphous form  
and particle size, conditions encountered  during  processing, and contact of, the 
com ponents in the dosage form  resu lting  in com plexing, binding, and absorption. 
T herefore early consideration of these factors is necessary.

I t is well know n th a t on occasion apparen tly  m inor m odifications in the 
form  of a drug  m ay have a profound effect on the absorption  of the d rug  and 
therefo re possibly on its safety and effectiveness. “T hen  he cited exam ples to  
em phasize his points including an an ti-cancer drug, an antibiotic and a steroid. 
A n o ther exam ple is concerned w ith a patien t w ho was adequately contro lled in 
prednisone but w ent out of contro l w hen substitu tion  of an o ther brand  of the 
d rug  w as made. T he substitu ted  tab lets contained the labeled quantity  of the 
drug, bu t dissolved m uch m ore slowly than  the effective ones.”38

In te res tin g ly  enough in the M cLeod case, w here a pa tien t claim ed 
in ju ries because of tak in g  M E R  29 on prescrip tion  and nam ed the 
pharm acist as a defendant, the  court in d ism issing the case against th e  
la tte r  pointed ou t th a t the  d rug  had cleared the N D A  procedures and 
had been selected by the  physician no t the  pharm acist. A lso th a t the 
la tte r  had dispensed it un adu ltera ted  and w ith  proper labeling. T he  
pa tien t had no claim against him , therefore, in breach of w arran ty .

38 P resen ted  at 3rd N ational M eet
ing, Academy of Pharmaceutical Sciences,
Nov. 28, 1967, W ash ing ton , D. C.
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W e know  also th a t there  are m any drugs w hich represen t claim ed 
chem ical equivalency to  branded  new drugs, b u t w hich have no t 
cleared the  new  drug  approval system  of the  federal agency. W here  
these  drugs are su b stitu ted  for approved new drugs, doesn’t th is 
seem ingly add ano ther m easure of u n certa in ty ?  N ot only have lead
ing m edical educators been concerned w ith  the possibility  th a t chem i
cal equivalency and therapeu tic  equivalency are not necessarily  syn
onym ous in finished d rug  dosage form s,30 b u t the  F D A  has un der
taken  m ajor steps in th is area to  safeguard  consum ers.

In  ano th er case in the W est, a cause of action for breach of w ar
ran ty  foundered for lack of proof th a t the d rug  was im pure or m is
branded as it cam e to  the patien t. T he cou rt held th a t w hen a d rug  
gains F D A  approval, is p roperly  tested  and labeled w ith  app ropria te  
w arnings, it is as a m a tte r of law  presum ptively  a reasonably  safe 
p roduct.40 M ight the court view  differently  a d rug  which w as ca t
egorically  held to  be “new ” by the FD A , b u t w hich had no t gone 
th ro ug h  the  N D A  approval procedure?

T he best in ten tioned su b s titu te r  m ust therefore be w illing, in his 
own m irro r of self analysis, to  say “ I am  abso lu tely  certain  th a t I 
have no t com prom ised the p a tien t’s r ig h t to the safe and effective 
product designated for him. I am certain  because I know  directly , or 
have enquired from  sources upon which reputable p ractitioners m ay 
rely, that this ingredient or product is equally well made, will achieve 
the sam e blood levels for the sam e duration  of tim e, will be elim i
nated in the same manner over the same period, will be utilized physio
logically and have the identical pharm acological effect on the  pa tien t 
and have no g rea te r toxicity . I am certain  because I have carried out 
or seen the  quality  controls on th is product and it is m anufactured  
w ith  the  sam e raw  m aterial specifications, in-line testing , finished 
product criteria , packaging requirem ents, as the nam ed drug  product.” 
M aybe there  is m ore th a t the m irro r m ust bear w itness to, b u t th a t 
is a s ta rt, w here the conscience is to be satisfied if not the  law.

R ecalling M cLeod, th a t’s a g rea t deal m ore exacting than  dis
pensing the  drug  as prescribed, using  due and proper care so th a t it’s 
no t adu ltera ted  or m isbranded in com ing to the p a tien t.41 M any such 
cases indicate the advantage of being able to  show the original pre- * So.

3" L e tte r from  Dr. A lfred Gilman, 40 Lezvis v. B a kers  Pharmacy and Rich- 
C hairm an P harm acology D ep’t, A lbert ardson-MerreU, Inc. 413 Pac. 2nd 400 
E instein College of M edicine, to Nel- (1966).
son Com m ittee, U. S. Senate 1967. 41 McLeod v. IV. S. Merrell Co., 174

So. 2nd 736 (1965).
PAGE 3 0 0  FOOD DRUG COSM ETIC LAW  JO U R N A L---- J U N E , 1 9 6 8



scrip tion  as a m eans of estab lish ing  the  liability  of the  nam ed drug  
m anufactu rer should th ere  be un tow ard  reactions to  the d ru g  or 
d rugs dispensed.

Pressures to Substitute
P a rt of the  apologia for sub stitu tion  th a t has been offered, has 

suggested  th a t by being  allow ed to  su b stitu te  for b rand nam e prod
ucts, the  inven tory  of the  pharm acy  can be m inim ized. T hose w ho 
w ould debate th is  prem ise po in t ou t th a t since branded  articles need 
to  be stocked also for circumstances w hen sub stitu tion  is no t counte
nanced, then  th ere  is ac tually  w astefu l duplication and stock ing  of 
“non-m overs.”

In  his advice to  com m unity  pharm acists beset by econom ic prob
lem s stem m ing  from  inven tory  overload, George F. Slavin, Jr., E d ito r 
of L illy  D igest, p u t the  m istakes th is w a y : First— T he purchase of 
excessive qu an tities of m erchandise of unproved salability . T h is is 
the class of m erchandise w hich la ter appears on inventories as dead 
stock. T his can be avoided or reduced by buy ing  and fea tu rin g  goods 
of know n quality  and salab ility  and in quan tities th a t can be m oved 
w ith in  a period of one to  tw o m on ths’ tim e. Also, estab lish a buying  
budget so th a t purchases will no t exceed desired m erchandise costs.42

Some of the pressures placed upon the pharm acist to  sub stitu te  
are non-subtle and m ost persuasive. A som etim e device is for a 
governm ental un it to  undertake re im bursem ent for prescrip tions filled 
for w elfare pa tien ts  a t a  price to  be determ ined or p reset in accord
ance w ith  a “generic” price listing. T his places the  burden  upon the 
pharm acist to  locate the p rac titio ner by  telephone and get perm ission 
to su b stitu te  a less costly  d rug  th a t he has available. T he only o ther 
a lte rna tives are to  ask the pa tien t to  pay the difference. T h a t w on’t 
w ork and  creates confusion and suspicion. Or, in desperation , the 
pharmacist substitutes on his own, against his ethics, against the law, 
and with the possibilities of administrative, criminal and civil penalties.

F ederal bills are proposed under sim ilar lines all based on the 
transfer of som e portion  of prescrip tive prerogative  from  the  physician 
to those w ho will estab lish  the  availab ility  of drugs by w eighing 
econom ic as well as scientific factors, and to  those w ho will dispense 
accordingly. 12

12 Slavin, George F., Jr., E dito r, Lilly m acy C ongress, St. Joh n 's  U niversity , 
Digest, E li L illy & Co., A nnual P har- N ew  Y ork, M arch 17. 1967.
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Recently in presenting a review of the problems inherent in handling 
professional sam ples, to  the FD A , I pointed ou t th a t there  are dangers 
in allow ing people unqualified by education and experience to  accum u
late and dispense from physicians’ sam ples tu rn ed  in to  them  by the 
a tten d in g  staff or the mail room. W hile I had in m ind the  possibilities 
of diversion, m isbrand ing  and adu ltera tion , the  additional possibility  
of sub stitu tion  should not be overlooked.43

W here  econom ic justification  provides the rationale for su b sti
tu tio n  in in stitu tion al environm ents, is it no t possible th a t the  drug  
dispenser, (a t least fifty percent of the tim e a non-pharm acist), will 
fill the docto r’s order for antib io tics w ith the “m ycin” equivalent she 
or he has in sam ple packings even though  it m ay no t be chem ically 
or therapeutically  an equal to  th a t prescribed?

F or the pharm acist, there is a special concern w hen m em bers of 
his profession indulge in the  form s of substitu tion  we have indicated.

W e have pondered the overall problem  of overkill in legislation 
aim ed at the healing  arts  th is  past decade at our In s titu te  for L aw  and 
P sych ia try  U nit. W e th ink  we have the basis for far-reach ing  and 
beneficial research in th is area and are hopeful th a t we can undertake  
it in the near future. O ne brief indication is th a t the catabolistic sp irit 
of rebellion th a t is gnaw ing  a t national fibers and spirits, is easily  
utilized to rally  the  public to extrem es.

The Pharmacist's View
T he pharm acist is prejudiced com petitively by the actions of sub- 

s titu te rs  and suffers direct economic dam age. W ill substitu tion  itself, 
however, be the ca ta lyst to aid the de-professionalization of pharm acy, 
to  estrange supports and loyalties th a t have helped pharm acy to  be 
firm for cen turies?  T h a t is w hat is w orrisom e apparen tly  to  m any 
practicing pharm acists and organ ization  officials and comes th rough  in 
surveys and in terview s we have been m aking.

A recent questionnaire d istribu ted  to  the fifty boards of pharm acy 
by the T em ple D rug  Law  U n it achieved a rapid and com plete response 
th a t is m ost revela tory  as to  the  seriousness w hich boards a ttach  to 
eth ical and legal problem s in pharm acy.

A large group show ed an a ttitu d e  about hospital d ispensing th a t 
requires fu rth er stu dy  for understanding . P re lim inary  indications,

43 Security Sem inar, A rling ton, Va.,
Feb. 28, 1968.
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how ever, disclosed a discom fiture, th a t raised several possibilities. 
E ith e r they  w ere unsure  of th e ir  au th o rity  in hospitals, or th ey  be
lieved they didn’t belong there, or they don’t want “to make waves’’ there.

This might mean, however, that pharmacy boards were concerned 
with keeping pharmacy practice successful, with not creating antagonisms. 
Im plicit in th is is th e  question  then as to  w hether by inaction or in
decision, a priv ileged group of pharm acy operato rs and a privileged 
class of d ispensers is being established, to  the  d iscrim inato ry  dis
advantage of the p rivate  and chain  re ta il pharm acies.

T he N ew  Y ork S ta te  B oard  of P harm acy  has recognized th is 
la tely  and sen t notice to  all pharm acists, including hospital pharm a
cists, th a t the  an ti-substitu tio n  regu la tio n44 bears an exem ption clause 
for hospitals using  a form ulary  system  th a t includes prio r consent by 
its doctors to su b stitu te  drugs. T hey  have noted th a t in m any in
stances, how ever, the exem ption was disqualified by  noncom pliance 
w ith  its term s. T here  is no m ention of action taken, then, how ever, 
b u t all o ther pharm acists are rem inded th a t “all prescrip tions for all 
patien ts should be filled exactly  as w ritten  by all pharm acists unless 
a change has been au thorized  by the  prescriber.”

T hose responsible for enforcing  the law  should do so equitably  
and uniform ly. T hose w ho feel th a t the control is u n ju st or inequitable 
or con trary  to the irs  or th e  public’s in terest have th e ir rem edy in pre- 
or post-enforcem ent review  available from  our jud ic iary .43 W hen 
au tho rities look aside from  enforcem ent of con trols designed to  benefit 
all in the honoring, they  are add ing  to  dereliction and crea tin g  q u an ti
ta tive  and qualita tive  obstacles to  enforcem ent of those portions of the 
sam e code th a t they  do choose to  enforce.

Some of the questionnaires carried  com m ents th a t indicated th a t the 
B oard depends on the  m anufactu rers to  do the  spade w ork for sub 
s titu tion  violations. M anufactu rers do m ake com plain ts to  the  Board 
based on surveys and investigations th a t they  undertake, b u t they 
are in terested  in violations th a t affect one p articu lar b rand  of one 
particu lar p roduct generally— and th is is too slim  an approach for the 
Board to  depend upon for action.

W hile the m anufac tu rer can take legal actions against his trad e 
m ark, unfair com petitive practices and his p roperty  righ ts, he is m ore

44 § 6808, N. Y. S. P harm acy  L aw  43 A rt. 78, Prcdg, N. Y. S . ; TG A Inc. 
(H andbook 11) and § 6808a. v. Gardner, 387 U. S. 158 (1967).
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diligent in his activ ities against counterfe iters w ho p resen t a g rea te r 
drain  on his profits.

T herefore, while pharm acy boards and associations m ay continue 
to  receive support and assistance in an ti-substitu tio n  activ ities from 
m anufacturers and m anufac tu ring  groups, th is should be a “ do-it- 
yourself” operation  as well.

T here  is little  doub t th a t the figures we have received as to  
prosecu tion  of retail pharm acists for su b stitu tio n  are less than the 
visible eighth  of the iceberg. B u t is th is an iceberg th a t can sink 
pharm acy as we know  it and b rin g  destructive  influences to  b ea r on 
the  in stitu tion s and services for the health  and w elfare of the  general 
public? E stim ates have appeared th a t p resen t claim s th a t 20 million 
prescrip tions are not filled w ith  the brand  specified in a given year.46

H ow  g rea t the real figure m ay be, leave to  fu rther analysis th a t 
m ust consider th a t recorded prosecu tions are a sm all percen tage of 
actual derelictions am ong retail pharm acists. B ut w h at of sub stitu tion  
in hospital pharm acies? A nd w h at of sub stitu tion  in the d ispensing 
act by non-pharm acist dispensers of drugs?

A lthough  in term s of p resen t m edical and pharm aceutical re la tion 
ships, the  s ta te  of regu la to ry  d rug  controls, and the a ttitu d e  of our 
judiciary , we have deprecated substitu tion , w h at the  fu tu re  holds for 
it is not quite so clear. So m any questions. So g rea t a  need for a tte n 
tion and equitable solutions in the public’s in terest.

I t  is easy to  say th a t those opposed, m ust oppose harder and 
those w ho seek to  dilute its significance m ust exert efforts to re-array  
it as a reasonable approach, bu t w hat are the realities in sto re for bo th?

Conclusion
P erhaps in the  w ords of Chief Justice  H olm es:
As law em bodies beliefs tha t have trium phed in the battle of ideas and 

then have translated  them selves into action, while there still is doubt, while 
opposite convictions still keep a ba ttlefron t against each other, the tim e for 
law has not com e; the notion destined to prevail is not yet entitled to the field.47

T he public has an in terest in the existence of com petition th a t 
is not unreasonably  restricted . I t  also has an in terest in the  p ro tec
tion of freedom  to  con tract and in the enforcem ent of con tractual 
righ ts and du ties.48

40 K rieg, M argaret, Black M arket of Justice Holmes, L ittle  B rown & Co., 
Medicine. 1943, p. 390.

47 L erner, M ax, The M ind and Faith 48 Lovelace Clinic v. M urphy  417 Pac.
2nd 4S0 (1966).
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D o we need to  re-examine substitution in terms cf newer trends in 
patient care, in terms of government financed reimbursement programs?

In a recent address to physicians, Dr. M. O. Rouse, President of the 
American Medical Association (A .M .A .) said: “Physicians must recognize 
th a t they  have im p ortan t responsibilities w ith  respect to  the cost of 
health  care. T he physician m ust acknowledge in every instance, th a t 
w h at he does for his pa tien t is a m a tte r  of m oney as well as a m a tte r  
of science.” T he A. M. A. N ew s of A pril 8, 1968, fu rth er quoted him 
as u rg ing  cooperation as essen tia l w ith  o ther professionals and in s ti
tu tions in the health  field, including governm ent, since it is doubtful 
th a t free en terp rise  alone can provide all the desirable features of the 
health  care system .49

“ Be th a t as it m ay, th ere  can be no question bu t th a t the judicial 
th in k in g  of the  vast m ajo rity  of our courts  today  is very  m uch pro 
the righ ts  of the  ind ividual.50 N ever in the  h isto ry  of our country  
have the  courts reached out so far, in so m any different directions, to 
p ro tect the  individual, som etim es it seem s, even against consequences 
of his own folly.”51

W e have dw elt on the dangers of sub stitu tion  to  the  public and 
to pharmacists and physicians. Does substitution jeopardize our economic 
in stitu tion s as well as our health  care trad itio ns?

As to  the  econom ic forces involved, how ever, the courts have held 
th a t no person or class of persons or trade  or in du stry  or profession 
m ay “adm it a hazard  created  for econom ic reason and then  say, as a 
m a tte r  of law, the public m ust bear the risk .”52

T here  is m uch here th a t requires in dep th  study  and objective 
analysis, because past h is to ry  and the evolution of law  and regu la
tion in th is  area of concern m ay no t have kep t pace w ith  the changing  
political and sociological p a tte rn s th a t m ust be law — affected and m ust 
affect law. O r perhaps governm ent and public have been too ready 
to  com prom ise principle for expediency?

T his is a research  objective we are hopeful of un dertak ing  th ro ug h  
our In s titu te  for L aw  and H ea lth  Sciences a t T em ple U n iversity  in 
the  near fu tu re. A nd we w ould hope to  report our resu lts  in a form  
th a t will lend itself to  som e degree of pred ic tab ility  and guidance.

[The End]

40 A. M. A. C ongress on the Socio- 
Economics of Health Care, April, 1968.

60 See v. City of Seattle, 387 U. S. 541 
(1967); Camara v. Municipal Court of 
San Francisco 387 U. S. 527 (1967).

51 Dean P rosser, 16 Nev. St. B ar 
Journal, pp. 51-72.

52 Darling v. Charleston Community 
Memorial Hospital 211 N. E. 2nd 253 
(1965).
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Legal Control of Narcotics
By ROBERT KINGSLEY

The Following Article W as Prepared for Delivery on April 
18, 1968, as the Charles Wesley Dunn Memorial Lecture 
at The Law Center, University of Southern California, Under 
the Auspices of the Food and Drug Law Institute. Mr. 
Kingsley Is Associate Justice, California Court of Appeal.

FO U R T E E N  Y E A R S  AGO. the C itizen’s A dvisory C om m ittee to  
the (C alifornia) A tto rney  G eneral on Crim e P revention  opened 

its S tudy  R eport on N arcotic A ddiction w ith these w ords:
W hile it was the objective of your com m ittee to study all reasonably p e r

tinen t m atters  relating  to narcotic addiction, they were ever cognizant of the 
fact tha t narcotics and certain o ther addicting  drugs do serve a useful purpose 
in th a t they alleviate pain, and even assist in resto ring  health and their proper 
use is alm ost indispensible to  m odern medicine. W e are, therefore, concerned 
w ith  a substance which m ay be used correctly  or incorrectly , legally or illegally.

As th a t report proceeds to  po in t out. the problem  of control of 
these po ten tia lly  dangerous, b u t frequently  essential, products, is 
fu rther com plicated by the fact th a t some, although  not all. of the 
narcotics in use in C alifornia and in the nation  are addictive, and all 
of them  are habit-form ing. Because the term  '‘addiction" is ra th er 
often used as though it were a synonym  for “ habit-form ing," and 
som etim es as though it were synonym ous w ith  "enjoyable" or even 
“p leasan t.” I point out th a t it is. a t least for our purposes today, a 
legal term , defined by the courts of C alifornia, and a term  of som e
w hat restric tive  m eaning.

In P e o p le  v .  V ic to r .  62 Cal. 2d 280 (1965). the California Suprem e 
C ourt gave us its un derstan d in g  of the s ta tu to ry  term  "addicted .” and 
of the term which accompanies it in the statute of which I shall speak 
later, “ im m inent danger of becom ing addicted." "A ddiction" we are 
told, is “m ore a process than an even t.” and it involves th ree e lem ents: 
em otional dependence, tolerance, and physical dependence. " Im m i
nent danger," we are told, is the next to the final step  in th a t “process” :

On the one hand, an individual m ay not escape an  inquiry into his addictive 
status m erely by show ing tha t he is not yet “hooked” in the stric t sense of th a t
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word. O n the o th e r hand, to be b ro ug h t w ith in  this category  it is not enough 
th a t the individual be “addiction-prone,” or associate w ith  addicts, o r even have 
begun to experim ent w ith drugs; he m ust have subjected him self to  “repeated use 
of narcotics.” . . . T he legislation is no t vulnerable to defendant’s charge th a t it 
subjects to  narcotics com m itm ent proceedings individuals w ho sim ply suffer 
“personality  d is tu rbances” o r predisposition  tow ards addiction. T he legislation 
does no t reach such persons until by repeated  acts of obtaining, preparing  and 
ingesting  an addictive d rug  they dem onstrate  th a t they have failed to resolve 
the ir problem s by socially acceptable m ethods and th a t to ta l addiction is ju s t a 
m a tte r of time.

In  our fum bling a ttem p ts  to  contro l bo th  addictive and non- 
addictive drugs, we have used th ree  k inds of devices; (1) con tro l of 
origin; (2) control of possession and sale; and (3) restriction of market.

Control of Origin
W e have tried  to  control the  origin of the proscribed drugs, first, 

by proh ib ition or regula tion  of th e ir  m anufacture, and. secondly, by 
restric tion  or proh ib ition  of th e ir im portation . Insofar as the deriva
tives of opium  are concerned, the  process has w orked reasonably  well 
w ith in  th is country . T he processes of tre a tin g  the opium  poppy are 
sufficiently com plex th a t any wide-scale m anufacture outside of the 
regu la ted  and licensed production  facilities has proven im practicable. 
B u t for o ther drugs, especially m arijuana and, recently , L SD , th e  
a ttem p t to  control o rig ination  is alm ost a to ta l failure. M arijuana can 
be grow n in any backyard  or vacan t l o t ; its preparation  for m arket 
requires only harvesting , d ry ing  and p a ck ag in g ; L SD  can be m ade 
in a hom e labora to ry  from  m ateria ls legally and easily available.

T he  a ttem p t to  contro l o rig ination  by restric tion  on im portation  
is, I am  so rry  to  say, alm ost a to ta l failure. H eroin, the m ost com 
m only used opium  derivative, is sm all in bulk, easily concealed, and 
easily procured in m any foreign countries. I t  flows across our so u th 
ern bo rder and th ro ug h  our ports in a stream  broken only by an occa
sional discovery. I do not say th is in any derogation  of the honorable 
m en w ho act as our custom s inspectors. T he practical problem s of 
search and discovery are so grea t, and th e ir  num bers are so sm all, 
th a t they  can b u t try  to sweep back the  sea w ith  a very  sm all and 
w orn broom . E fforts have been m ade to  enlist the help of o ther 
countries to  stop these products before they enter the  stream  of 
com m erce w hich brings them  to  our borders. M any prom ises, and 
som e actions, have resulted. B u t the  econom ic problem s in the p ro 
ducing countries, and the  fact th a t in m any of them  the  use, posses
sion and sale of narcotics are respectab le activities, have m ade th is 
device an alm ost useless one. If  narcotics in the  U nited  S ta tes are
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to  be controlled, it m ust be by som e m ethod w hich renders it no 
longer profitable to  export them  to  th is  country .

Control of Possession and Sale
F ru s tra te d  in our efforts to  cu t off the  narcotic traffic a t its 

source, we have tu rn ed  to  a ttem p ts  to  cut it off a t the receiving end. 
S tarting , for all practical purposes, w ith  T he H arrison  N arcotics Act, 
the Congress and the several s ta te  leg islatures have m ade it a crim inal 
offense to  possess or to  sell narcotics and certain  o ther drugs, except 
under very s tric tly  controlled and licensed conditions. O ur success 
in th is endeavor is im m easurable— im m easurable in the  sense th a t it 
rep resen ts a q u an tity  so sm all as alm ost to  defy identification.

In  the first place, the very  processes of discovery of these crim es 
involves an im m ense am ount of police w ork. T hose engaged  in the 
sale of narcotics do no t do so if they  fear observation, and th e ir  
custom ers, for obvious reasons, do no t talk. As a result, we m ust 
reso rt to  an e laborate  appara tus of under-cover officers and inform ers 
who, often after a long period of developing acceptance, finally suc
ceed in a rre s tin g  a p e tty  peddler of a single m arijuana c igare tte  or 
of a single “b ind le” of high ly dilu ted heroin. O ccasionally, it is true, 
a larger “hau l” is m ade and som e in term ediate  d is tribu to r is caught. 
B u t the m ass of cases are of the m ost p e tty  nature. A nd these are 
the cases w hich, because of the practical police problem s involved, 
give to  the courts th e ir m ost difficult problem s in the  areas of search 
and seizure, reasonableness of a rrest, corroboration , en trapm ent, and 
o ther issues of constitu tional law  and of evidence.

Secondly, for the addictive drugs, the pressure on the addict to 
replenish his supply  as the risk of w ithdraw al and its physical 
to rm en t approaches is so g rea t th a t he will pay any price, and run 
any risk, to  ob tain  even a sm all am ount. W ith  th a t kind of m arket, 
it is not difficult to find peddlers, distributors and importers who find the 
high profit an ample counter-balance to the risks of arrest and conviction.

T he non-addictive drugs p resen t a different picture, bu t produce 
the sam e result. B oth addictive and non-addictive drugs find th e ir 
a ttrac tio n  in th e ir ab ility  to  relieve fru stra tion s and to  produce a s ta te  
of euphoria. T o th is ab ility  to  give release from the pressures and 
cares of th is w orld we have, in the past few years, found the  added 
inducem ent th a t the use of narcotics can be a form of defiance by 
people— young and old— w ho prefer to  re ject society ra th e r than  to 
live w ith in it. W hile no t of the sam e character as the add ic t’s fear 
of physical to rtu re  in w ithdraw al, these psychiatric  pressures again
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produce a w illingness to  pay a  price th a t m akes the  supplier’s risks 
w orthw hile.

A look a t som e figures will show  the  ex ten t of our failure. In  
sp ite  of a sub stan tia l increase in penalties im posed by the 1961 
L egisla tu re , and in spite of h igh ly  increased effectiveness in police 
m ethods, the to ta l of d rug  a rrests  in 1966 w as 60.2% over th a t in 
1960. In  1966, ou t of a to ta l of 114,283 adu lt felony arrests , 19,403 
w ere for d rug  law  v io la tio ns; ou t of 41,959 adu lt felony filings in 
S uperior C ourt, 8.176 w ere for d ru g  offenses; of the 40,832 cases 
determ ined by the  S uperior C ourts in th a t year, 7,240 w ere drug  
violation cases. In  short, about one-fifth of all the  law  enforcem ent 
ac tiv ity  in California is directed to  the a ttem p t to  contro l narcotics 
and re la ted  drugs by the process of a rrest, conviction and pun ish 
m ent. A lthough  the  figures differ from  year to year, the relation  be
tween narcotic offenses and other cases has remained substantially constant.

In  o ther w ords, in spite of the  m ost dedicated efforts by law 
enforcem ent officers and prosecu tors, and in spite of the heaviest 
penalties ever im posed, the a ttem p t to  control narcotic use and sale 
by the use of crim inal prosecu tion  has not reduced its volum e by any 
m easurable am ount. A m ountain  of law enforcem ent brings forth  a 
very  sm all mouse.

Restriction of Market
In the  1954 R eport of the A tto rney  G eneral's com m ittee appeared 

the  suggestion  of a th ird  m ode of con tro lling  narcotics, nam ely pro
cedures to reduce the dem and by strik ing  a t the  u ltim ate  so u rc e : the 
psychological pressures w hich drive m en and wom en to  use narcotics 
and w hich keep them  on th a t usage in spite of th rea ts  of punishm ent. 
T he concept w as revived and expanded in the recom m endations, in 
1960, of the Special S tudy  Com m ission on N arcotics. A nd those 
recom m endations w ere to  resu lt in the adoption, in 1961, of the 
C alifornia N arcotic R ehabilita tion  A ct, orig inally  sections 6399 and 
following, of the  P enal Code and, la ter, transferred  to the W elfare 
and In s titu tio n s  Code as sections 3000 and following.

T he concept of th is A ct was th a t the tendency tow ard  addiction 
was psychological, th a t sound psychological and psychiatric  tech 
niques existed to enable addicts to resist the pressures toward narcotic 
usage, b u t th a t these  techniques could operate w ith  effectiveness 
only w here the add ict was under legal com pulsion to  rem ain in a 
trea tm en t program  until rehabilita tion  was accom plished or un til fail
ure w as clearly dem onstrated .
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I have discussed on o ther occasions the  details of th a t procedure. 
I t  calls for a three-fold consideration of the individual and his p rob
lem s, followed by a trea tm en t program , by specialists, for as long a 
period (up to  six years) as is required  to  determ ine e ither success or 
the  im possib ility  of success. T he procedure, w ith  provisions designed 
to insure recognition of constitu tional righ ts  to  a fair hearing, is, 
briefly, as fo llo w s:

Follow ing a crim inal conviction for any offense, if the  possi
b ility  of personal narco tic  involvem ent appears, the judge m akes a 
p relim inary  finding as to  narcotic addiction, or the im m inent danger 
thereof, and his ow n prelim inary  finding as to  the  possible value of 
trea tm ent. Since the  judge is no t an expert in psychiatric  trea tm en t, 
his determ ination  on th a t po in t is phrased as a negative o n e : the 
proceedings for com m itm ent m ust com m ence unless the tria l judge 
is prepared to find th a t “defend an t’s record and probation  repo rt in
dicates such a p a tte rn  of crim inality  th a t he does no t constitu te  a fit 
sub ject for com m itm ent.” T here  follows a judicial hearing, devoted, 
how ever, only to  the  single issue of add iction or of im m inent danger 
of addiction. Once the judge who tried  the crim inal case has ordered 
com m itm ent proceedings to  s ta rt, no fu rther ju d ic ia l  inquiry into the 
possible value of trea tm en t is in order. ( P e o p le  v .  S t r ic k la n d ,  243 Cal. 
App. 2d 196, 199 (1966).) If th is judicial hearing determ ines the fact 
of add iction or of im m inent danger of addiction, the individual is 
com m itted  to  the R ehabilita tion  Center. F o r a period of no t less 
than  90 days, the  professional staff of the C enter exam ines him. If 
th a t exam ination , w hich includes observation of the person in tre a t
m ent program s, indicates th a t his background and a ttitu d es  are such 
th a t he cannot be trea ted  w ith  any hope of success, he is re tu rned  to 
court for resum ption  of the  crim inal case, o rdinarily  for a prison term . 
B u t the technical staff is cautioned, by  sta tu te , th a t it is no t to give 
up easily, and th a t a m ere reluctance to  accept trea tm en t is not, itself, 
a basis for rejection.

Sim ilarly, the  public, and law  enforcem ent officials, m ust rem em 
ber that the rehabilitation—frequently  the  hab ilita tion— of the narcotic 
add ict is a slow and difficult problem . I t  is no easy task  to dis
cover the deep-seated reasons for a m an’s rejection of all hope of 
m eeting the w orld on equal term s and for his reso rt to  a chem ical 
cru tch  to enable him  to forget his problem s. A nd it is even harder 
for the m an w ho has come to  rely  on narcotics to  ease the stra in s 
of daily life to m eet these s tra in s face-to-face w ith ou t help from any
th in g  bu t his own spirit. T he person com m itted to the C enter will go
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o u t on parole, fail, re tu rn , be paroled again, fail and re tu rn  again 
m any  tim es before his “cure" can be said to  have been accom plished. 
If each period of sem i-freedom  on parole is longer than  the one be
fore, if the parolee m eets and overcom es m ore d isappoin tm ents and 
fru stra tion s on each parole, then the program  is succeeding. B ut we 
m ust have patience. W e know  th a t m ere im prisonm ent, “d ry ing  o u t” 
of the  physical dependence, and release, have never accom plished a 
cure. W e have reason to  th ink  th a t th is new program  may. I t  is 
worth a chance, and that means a chance over a substantial period of years.

T he p ast years have b rou gh t into focus a different problem , th a t 
of the  increased use of th e  non-addictive drugs and the hallucinogens. 
As I have suggested  above, the  reso rt to  these drugs grow s out of 
m uch the sam e kind of psychological and psychiatric problem s as 
those which lead to addiction. In  m any cases, the  non-addictive drugs, 
especially m arijuana, g radually  lose th e ir pow er to  give escape and 
the  user tu rn s to  heroin. In  the  cases w here th a t does not result, 
the non-addictive d rug  still has serious effects on the user and on the 
society in w hich, w ith  vision bo th  opthalm ologically  and psychologi
cally d istorted , the user a ttem p ts  to operate. O ur p resen t law s deal 
w ith  these people only by the  increasingly ineffective device of 
crim inal prosecution. M ostly, they  are young. T he m edian age for 
m arijuana arrestees has dropped since 1965 from 22 to  2D years, and 
the num ber of a rrestees has in c reased : the ra te  per 100,000 of popula
tion rose in one year from  125.6 to 226.8. B ut our therapeu tic  com 
m itm en t program  operates only for the benefit of those whose f ru s tra 
tions have b rou gh t them  to the use of heroin and to. or over, the 
border of addiction. I sug gest here th a t we need though t, study  and 
action to  provide on the sam e com pulsory basis for the  psychological 
and psychiatric  trea tm en t of the  non-addicted users of narcotics and 
of dangerous drugs. I t  is true  th a t, to an ex ten t no t know n or 
studied , p a rt of the  fru s tra tio n s  involved grow  out of racial and 
economic d iscrim inations and th a t w idely based social and economic 
p rogram s will be needed to elim inate th a t kind of pressure. But 
thousands of our young  m en and wom en, and m en and wom en no 
longer young, endure these social problem s w ithou t reso rtin g  to 
chemical crutches to ease their lives. Along with wars against poverty, 
we must provide wars against mental rejection of society. That process 
will, it is true, m ake all th a t we have a ttem p ted  in the past seem 
child 's play, bu t it is a process we m ust begin, and we m ust begin 
it soon ! [The End]
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The Federal Trade Commission 
and the Fair Packaging 

and Labeling Act
The following article was delivered at the Fair Packaging 
and Labeling Act Seminar sponsored by the Food and Drug 
Administration in cooperation with Chemical Specialties Manu
facturers Association and the National Paint, Varnish and 
Lacquer Association on May 28, 1968 at the Department of 
Commerce Auditorium, Washington, D. C. Mr. Cassidy is with 
the Division of Special Projects of the Federal Trade Commission.

F T E R  S E V E R A L  Y E A R S  O F  A R G U M E N T  P R O  A N D  CO N ,
the F a ir  P ackag in g  and L abeling  A ct (F P L A ) becam e a rea lity  

on N ovem ber 3, 1966. D edicated to the  proposition  th a t an inform ed 
body of consum ers is essential to  a free m ark et econom y, it ob ligates 
th e  Federal T rade Com m ission (F T C ) and the Food and D rug  A d
m in istra tion  to  issue regula tions to  im plem ent the law.

I t is m y purpose today  to  offer com m ent reflecting the  view s of 
th a t p a rt of the  F T C  staff charged w ith  the du ties of im plem enting 
the law  and of in te rp re tin g  the  regula tions w hich are an essential 
p a r t of the  im plem entation. In  so doing, I speak only as a staff m em 
ber and not as one whose opinions are b ind ing  on the Com m ission 
itself.

F P L A  recognizes the need for m andatory  regula tions and also for 
regula tions additional to  the  m andatory  ones. Section 4 of the A ct 
no t only specifies the  basic requirem ents and prohib itions w hich af
fect the consum er’s supplier, b u t it also directs those w ho w rite  the 
regula tions along prescribed channels. Section 5, w hile still restric tive  
as to  the  na tu re  of the additional regula tions w hich can be w ritten , 
does allow m ore latitude.

W hen  F P L A  w as enacted, the FTC, a fte r an extrem ely  detailed 
stu dy  of the A ct, issued its proposed m andatory  regula tions on June 
27, 1967. As expected, com m ents w ere received by the  Com m ission, 
and these, num bering  in the  hundreds, provoked ano ther detailed 
study . I say, as expected, because any  regulations affecting so m any
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commodities and hence so many manufacturers, packers, and distrib
utors, are bound to  precip ita te  com m ent. In  m any instances com 
m ents w ere in the  n a tu re  of objections. T ypically , these w ere of the  
so rt “b u t su rely  it doesn’t  apply to  m y products, because.” Also, 
informal comment frequently predicted dire consequences of the regula
tions as re la ted  to  the  econom ic well being of th e  m anufacturer, 
packer, d is tr ib u to r and to  th e  consum er as well.

A fter a detailed s tu d y  by the  staff of the  various com m ents, the 
C om m ission did no t proceed a t th a t po in t to  issue the regula tions in 
final form . R ecognizing the  preem ption au th o rity  contained in Sec
tion  12 of th e  A ct, and app rec ia ting  th a t F P L A  regulations w ould 
have a profound effect on S ta te  au tho rities, the  view s of the  S ta tes 
and th e  expertise  of S ta tes officials w ere desired. T herefo re, w ith  the 
assistance of the  N ational A ssociation of S ta te  D epartm ents of A g ri
cu ltu re  and aided by  S tate  W eigh ts  and M easures personnel, the 
advice of a C om m ittee of S ta te  officials w as solicited. Six in num ber, 
these represen ta tives of the  various S ta tes m et w ith  the  staff and the 
Com m ission to express th e ir view s of the  Section 4 regulations. O nly 
after th is review  of the  con ten t of the  proposed regulations and of all 
subsequen t com m ents thereon did the Com m ission publish the  reg u 
lations on M arch 19, 1968. A t th a t tim e, the Com m ission took recog
n ition  of, b u t did no t rule on, the  application of coverage to  m any 
com m odities. T he Com m ission indicated th a t it w ould rule on the 
points of coverage in the very near future. Such a rule is now imminent.

N ot by  w ay of apology, bu t m erely to  afford the  grounds for an 
un derstan d in g  of the  com plexity of the problem  we m ust deal w ith, 
I d irect your a tten tio n  to  the  types of com m odities envisioned by 
“consum er com m odities no t foods, drugs, or cosm etics etc .” A m m uni
tion  to  antifreeze, safe ty  flares to  shoelaces, fertilizers to  plastic  table 
cloths, m ops and broom s to  toys— these are only a few.

The Spirit of the Law
B ut let us for a m om ent go back to  the  sp irit of the m andatory  or 

Section 4 regulations. All of us are sh o p p e rs ; all of us are consum ers. 
Q uite  ap art from  our vocations w hich take up the  m ajor portion  of 
our daily activities, we do have occasions to  en ter re ta il s to res w hen 
we are ju s t shoppers. If  we are shopp ing  for a can of paint, a tube 
of household cem ent, or a box of soap, are we no t reasonable custom 
ers w hen we look for th e  id en tity  on the  label of the item ? Is it a 
la tex  in terio r or a varn ish  s ta in ; is the item  a paper glue or an epoxy ; 
did the  w ife w an t th e  soap for the  lau nd ry  or the  electric d ishw asher?
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Is it un reasonab le to expect the m anufacturer or d is tribu to r to  
identify  him self? If  you w ish to praise him  for his quality  or perhaps 
criticize him for lack thereof, or if you just wish to know for the sake of 
know ing, do you no t look for nam e and address? A nd if you do, do 
you expect to  search for it, know ing only it is “som ew here” ? If you 
are satisfied as to id en tity  and m anufactu rers of com peting item s, 
and you have the option of selection, do you no t com pare price and 
qu an tity ?

If, then , you concur w ith  the  D eclaration of Policy of the A ct, 
found in Section 2, “ Inform ed consum ers are essen tial to  the fair 
and efficient function ing  of a free m arket econom y,” and, “Packages 
and th e ir  labels should enable consum ers to  ob tain  accurate in fo rm a
tion  as to  q u an tity  of con ten ts and should facilita te  value com pari
sons,” it seem s to  us th a t the  Section 4 regula tions are basically  only 
w h at a reasonable person w ould expect them  to be, and fu rtherm ore  
we suggest th a t in du stry  will have a ra th e r easy tim e in liv ing  w ith in  
these regulations.

New Concepts of Label Compliance
I do no t a ttem p t to  oversim plify the  regulations. T here  are som e 

new  concepts. A fter all, if the s ta tu s quo had been sought, would 
there  have been the  F P L A ?

W h a t are som e of the new facets of label com pliance? Section
S00.6 requires the n e t con ten t s ta tem en t w ith in  the bo ttom  30 per cent 
of the principal display panel, excepting  those panels of 5 square 
inches or less. T he A ct requires the s ta tem en t “ in a uniform  location 
on the principal display panel of th a t label.” M any w ho had used the 
upper 30 per cent w ere unhappy. If the Com m ission had selected the 
upper 30 per cent, w h at w ould be the s ta te  of happiness of those w ho 
custom arily  had used the  bo ttom  30 per cent? T he Com m ission had 
to  strive  for un iform ity  and thus arrived a t it.

Another new concept is that of dual declaration of net quantities. 
T his should m aterially  assist consum ers to  m ake value com parisons.

T he regulations recognize a necessity  to  specify the actual cor
porate nam e, or partnersh ip  nam e in order to  com ply w ith  the  “ nam e” 
requirem ent. T hey  also require city, S tate, and Zip Code (s tree t 
address, too, if it is no t to  be found in local city or telephone d irec
to ry ). T hese  requirem ents are new only to  the  ex ten t th a t the actual 
corporate or partn ersh ip  nam e m ust be specified, and the  Zip Code 
be included. T he Com m ission has had several com m ents on these 
m atters. W h y  is it  necessary to  qualify N ew  Y ork City by  the  S ta te
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nam e? D oesn’t  everyone know  w here N ew  Y ork C ity is located? I t  
can be agreed th a t N ew  Y ork C ity is a well know n location. Is 
K ansas C ity  an adequate  location, and if so, w hich one? Should the 
regula tions no t th en  require  the  S tate , w ith ou t exceptions. T he 
regu lations perm it s tan d ard  abbrev iations. Is it unreasonable to  
require “N. Y .” to  follow “ N ew  Y ork .” In  a  sim ilar m anner, if your 
firm nam e is “Joh n  Doe, Inco rpo ra ted ,” w hy no t say so? Does “John  
D oe” th e  individual m ean the sam e to  a consum er as “John  Doe, 
Inc .” ? L ikew ise, if a firm m erely d is tribu tes un der private  label, isn ’t 
it inform ative to  the  consum er to  know  th a t the  firm did no t m anu
facture  th a t w hich it is d is tribu tin g?

T he regulations also re la te  to  the p lacing of certain  in form ation 
on the  “principal display panel.” I w ould suggest you carefully  dis
ting u ish  betw een “principal display panel” as a  p a rt of a  label, and  
th e  “area of the  principal display  panel.” T hu s a  principal display 
panel m ay occupy only a po rtion  of the  side or surface of a package, 
and yet it is the  area of th is  side or surface w hich determ ines the  type 
size to  be used on the net q u an tity  s ta tem en t appearing  on th e  p rinci
pal display panel.

A nother question w hich we have been asked m any tim es involves 
“ in lines generally  parallel to  the  base.” T h is applies to  sta tem en ts of 
id en tity  and net quan tity . T he w ord “generally” perm its deviations 
from  an exact parallel, and now  we are being asked the degree of 
deviation. Surely  the  Com m ission is go ing  to  apply com m on sense 
to  opinion-m aking, b u t an tic ip a tin g  th a t it m igh t be asked to  s tre tch  
the  concept of “generally  parallel,” the  Com m ission will refrain  from  
decisions in the  absence of the label itself. H ere  the so-called grey  
areas are the  difficult ones. A t som e angle from  the  base line the 
Com m ission m ay disagree w ith  your opinion.

A nother po in t of possible in te res t is the  necessity  to  use the  term  
“n e t w e ig h t” in s ta tin g  the net q u an tity  of con ten ts in term s of 
w eigh t. H ow ever, w hen expressing  un its of fluid m easure, the  use 
of the  te rm s “n e t” or “net con ten ts” is optional, th a t is to  say, neither 
te rm  is m andatory . H ere  we recognize a  po ten tia l confusion involving 
n e t and gross w eigh t, w hich po ten tia l is lack ing in the  case of fluid 
m easure.

A t th is  tim e, it is well to  recognize th a t the  ex isting  regulations 
are d irected only to  Section 4 of the A ct. P erh aps even m ore sig 
nificant effects of F P L A  will be evidenced w hen Section 5 regulations 
are issued.
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T he au th o rity  to  issue Section 5 “additional regu la tio ns” is lim ited  
to  four a re a s :

(1) S tandards for characterization  of the size of a package.
(2) L abel sta tem en ts regard ing  low er th an  usual re ta il price.
(3) C om ponent identification.
(4) N on-functional slack-fill.

W hen specify ing these four areas, we are referring  to  additional 
regulations, ra th e r than  exem pting  regulations. T he la t te r  are also 
issued under the  Section 5 au tho rity .

Q uestions w hich an ticipate Section 5 regula tions are being  di
rected  to  us a t an ever-increasing rate. O bviously, it is m ost difficult 
to  allay the expressed fears of m any, and likew ise difficult to  clarify 
g rey  areas w hen the  Section 5 regula tions are still in the  m inds of 
the  regulation  w riters. I w ould ask therefore th a t you an tic ipate  only 
th a t such regulations will be w ritten  b u t please do n o t an tic ipate  the 
con ten ts and raise theoretica l objections to  these regulations. If you 
have basic da ta  w hich you th ink  we could use in order to  form ulate 
the  best possible additional regulations, w e solicit th is data, b u t only 
in  the  form  of a le tte r m aking the  da ta  available. C ertain ly  it should 
no t be an expression of fear of th in gs to  come, or a criticism  of w hat 
m ay be.

T o the  degree th a t F P L A  antic ipated  the need for certain  p rac
tices to  be proh ib ited  o r at least regulated , I suppose th a t th ere  are 
som e w ho will ob ject to  w hatever form  and con ten t these Section 5 
regula tions will take. W e can assure you th a t we in tend  th a t they  
will reflect the  purpose of F P L A .

Conclusion
W hen the  C om m ission’s public announcem ent in the  F ederal 

R eg ister has clarified its views on product coverage as it applies to  
the item s enum erated  in the F ederal R eg ister of M arch 19, 1968, th is 
will not, of course, close ou t your option to  request opinions on still 
o ther item s, and it will no t signal the  end to  exem ption requests. In  
th is regard  I w ould call your a tten tion  to  Section 6 of F P L A , w hich 
sta tes th a t regu la tions prom ulgated  by the Com m ission under Sec
tions 4 and 5 of F P L A  shall be in conform ity w ith  Section 701(e),(f) 
and (g) of the  Food, D rug , and Cosm etic Act. Since the  possibility  
exists th a t m any firm s now sub ject to  F P L A  because of item s “not 
foods, drugs, or cosm etics” are no t too well acquain ted  w ith  the 
Food, Drug, and Cosmetic Act, a study of Section 701 is recommended.

[The End]
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Where Is Industry’s Voice 
in Food Regulations?

By BERNARD L. OSER

The Following Article W as Presented at the Food Tech
nology Conference Held at the University Of Missouri on 
March 8, 1968. Dr. Oser, Who Is the Scientific Editor of 
This Magazine and President of Food Drug Research Labora
tories, Inc., Maspeth, New York, Has Recently Taken 
Office as President of the Institute of Food Technologists.

T H E  L A W S  A N D  R E G U L A T IO N S  w hich confron t the food 
in du stry  reflect th e  advances in ag ricu ltu ra l production , food 
d istribu tion , processing, packaging, and m arketing . T he em phasis 

w ith  respect to the  am endm ents th a t have been enacted du ring  the 
past fifteen years or so is on sa fe ty ; the  need to  p ro tec t the in terests  
of the  consum er, particu larly  from  th e  health  standpoin t. T h e ir im 
plication , how ever, is th a t the consum ing public has not been ade
quate ly  protected  by the  m anufac tu rer or the d is trib u to r of foods, 
and th a t it is necessary for the governm ent to in stigate  new protective 
m easures. T h is creates, of course, a som ew hat less than  com pli
m en tary  im age for the  food industry , and the scien tists and food 
techno log ists th a t are a m ajo r p a rt of it.

T he achievem ents in ag ricu ltu re , food processing, and the  related  
skills, w hich have increased our to ta l food supply  from  the avail
able acreage w hile reducing  the  to ta l num ber em ployed in achieving 
th is gain, is p a rtly  offset by the claim s th a t foods are m ore expensive 
and  th a t m any foods have lost th e ir  na tu ra l ta s te  and flavor which 
characterized  g rand m a’s cooking. Food additives are used w hich 
jeopardize the safety of foods, and conditions in food plants are such 
th a t—well, th ey  ju s t a ren ’t w h a t th ey  ou gh t to  be. A nd so we come 
to  find th a t consum ers dem and m ore pro tection  from  unknow n hazards 
and  th e  suspected in ferio rity  w hich su rrounds m anufactured  foods, 
and Congress has been g iv ing  th is  kind of protection . T he H on.
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Jo h n  W . G ardner, w ho recently  resigned (reg re ttab ly ) as Secretary  
of H ea lth , E ducation  and W elfare, said th a t the g rea te s t efforts for 
th e  pro tection  of the consum er are the efforts of businessm en (and 
here I would like to add, food technologists) to tu rn  out reliable products.

Regulatory Measures Increased
By and large, the  food in du stry  of our coun try  has borne th is 

responsib ility  well. N evertheless, it is the ignorance, carelessness, or 
the  m isfeasance of a few in a free society th a t give rise to  regu la to ry  
contro l and s tr ic t enforcem ent in the public in te rest such as we have 
today. T he  iron hand of au th o rity  of the enforcem ent agency, the 
Food and D ru g  A dm inistra tion  (F D A ) how ever, can be used to  
lead in to righ teous paths those whom  it governs ra th e r than  to  wield 
the  policem an’s club. T he punitive pow ers of the F D A  are like the  
sw ord of D am ocles of w hich every food techno log ist or food m an
ufac tu re r should be keenly aware. In  adm in istering  its new respon
sib ilities under the Food, D ru g  and Cosm etic Act, and the am end
m ents con tro lling  the  safe use of pesticides, additives, and drugs, 
the F D A  has no t been infallible. Q uite the con trary , it has experienced 
the difficulties and frailties of any organ ization  of men. D u ring  the  
period from  1948 to 1958, the size of the F D A  and its budget was 
re latively  constan t, the bu dg e t being som ew here in the neighborhood 
of 6 or 7 m illion dollars per year, and the to ta l personnel being in 
th e  order of 1000. D u rin g  th e  period from  1956 to  about 1966, a fter 
th e  various am endm ents to  the  act covering pesticides, additives, 
colors, and hazardous substances labeling, the  size and bu dg e t of 
th e  A gency has increased. F D A ’s budget has increased about ten 
fold, and its size has increased about fivefold, and the curve is still 
go ing up, alm ost perpendicularly .

Priorities of FDA Policing Functions
I t  is im p ortan t for food technologists to  be aw are of th e  m ajor 

areas of in te rest to the F D A  during  recen t perform ance of its policing 
functions. A sum m ary  of the ju dg m en t actions of the F D A  for the 
year 1967 show s 355 such notices. O f th is to ta l, 25 are re la ted  to  the 
presence of poisonous or deleterious su b s tan ce s ; 34 to  econom ic viola
tions, generally  m isb rand in g ; 5 to  v itam in or o ther d ie tary  foods, 
th a t is, v itam in -contain ing  foods w hich w ere below  po tency ; 15 to 
anim al feeds; and 245 to  contam ination  or spoilage from  in san ita ry  
handling.
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T his illu stra tes  the  F D A ’s principal ta rg e ts  from  the s tandpo in t 
of inspection and control. A ccord ing to recen t in form ation from  W ash 
ington the  F D A  has issued an adv iso ry  to  d istric t d irectors on a 
recom m ended o rder of p rio rities for enforcem ent purposes. A t th e  
top  of th e  list is m icrobial contam ination . T he chief em phasis here 
is being placed on S a lm o n e l la . Now S a lm o n c l la e  are no t th e  easiest 
type  of m icroorganism  to detect and identify , and the conclusive 
dem onstration  of its presence involves adequate sam pling, enrich
m ent of the innoculum , p lating , biochem ical identification, and even 
sero typ ing  in cases w here the source of the  in festa tion  has to  be 
established.

N ex t in  im portance in the F D A  list of p rio rities is non-perm itted  
residues resu lting  from  the  excessive or im proper use of pesticides 
on agricu ltu ra l crops, or the  presence of unauthorized  pesticides, 
th a t is, those no t perm itted  in foods. H ere, violations have occurred 
by reason of barely  detectab le traces of residues w here regula tions 
specify “no residue,” or “zero” tolerance. T h is has created  a difficult 
situation for growers, processors and even for the regulatory agency itself.

Next in o rder of p rio rity  F D A  inspectors are advised to  consider 
m ycotoxins and o ther na tu ra lly  occu rring  toxic agents in foods. P a r 
ticu la r a tten tion  is being d irected to  the  aflatoxins derived principally  
from  the  ub iquitous fungus, A s p e r g i l lu s  f la v u s . T he chem ical and 
biological m ethods for de tec ting  aflatoxin contam ination  are charac
terized  by  ex trem ely  high sensitiv ity , so m uch so th a t, n o tw ith s tan d 
ing its po ten t carcinogenicity  for m ost farm  and lab o ra to ry  anim als, 
“unofficial” to lerances have been recognized by conffol officials here 
and abroad, of th e  o rder of 5 to  30 parts  per billion depending upon 
th e  cou n try  and the  p a rticu la r crop. F req u en tly  im pugned as the 
source of aflatoxin are peanuts and pean u t meal, the la tte r  b e in g  
the poultry feed ingredient that caused thousands of deaths in turkey 
poults, and in w hich aflatoxin w as first discovered. W hereas it w as 
orig inally  th o u g h t th a t th is m ycotic in fection w as found only in 
A frican or South  A m erican peanuts, harvested  or sto red  under con
ditions conducive to  m old grow th , it is now possible, th ank s to  the 
u ltrasensitive  gas chrom atograph ic  techniques, to  find detectab le 
levels of aflatoxin in an uncom fortably  high proportion  of the  dom estic 
crop of peanuts. U nfo rtun ate ly , th ere  is no feasible w ay of rem oving 
it, and only im proved harvesting , sto rage and quality  control can 
be relied upon to  reduce or elim inate th is  source of con tam ination .

I t  should be no ted  th a t no t only aflatoxin, b u t o ther toxic m etab
olites of m olds are being  found in increasing  num ber in corn and
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various g ra in s and seed m eals w hich are fed to  poultry , swine, and 
cattle . T he  effect of these toxins on anim als, and  on products derived 
from  anim als as food for m an, are receiving m uch a tten tio n  from  
investigato rs th ro u g h o u t the  world.

A dultera tion  due to  chem ical substances used e ither as direct 
food additives, or a rising  ind irectly  in the  course of m anufacturing , 
packaging, or sim ilar steps are cu rren tly  of lesser significance as 
public health  problem s. T h is m ay be in part due to  the  effect of 
the  1958 Food A dditives L aw  and the  p le thora  of regula tions and 
am endm ents w hich have followed its enactm ent. I t  m ay also be due 
to  the  p robability  th a t the  use of food chem icals has no t posed such 
a public health  problem  as th e  proponents of h igh ly  restric tive  leg isla
tion  believe. D esp ite  the  com plexity , and the  cost of com plying w ith  
food additive regulations, th is aspect of law  enforcem ent seem s to  
be opera ting  satisfactorily .

B u t problem s still rem ain. O ne m igh t w onder w hether the  ad
van tage to  be gained from  the  application of th is  law  to  the  various 
classes of ind irect add itives is real and g rea t enough to  ju s tify  the 
effort and cost to  bo th  in du stry  and  to  governm ent. T he recen t 
tw o-day conference in W ash ing ton  on the sub ject of indirect food 
additives w as prom pted  largely  by the proposal th a t the  law reg
u la tin g  ind irect add itives be am ended to  exclude certain  m igran ts 
from  packaging m aterials. T hese are p resen t a t very low concentra
tions in the plastic films, or the  lacquered cans, or w hatever the 
food con tainer m ay be, and w hich m igrate  to  a very  sligh t ex ten t, if 
a t all, in to  foods. T h is proposal is now under consideration by  the 
FD A . I t  has led to  reconsideration  of what constitutes a toxicologically 
insignificant level of a  substance in food. T his topic has come up 
several tim es du ring  the  past ten  or fifteen years, and is now  being 
review ed by a N ational R esearch Council Com m ittee.

F D A  has proposed definitions and requirem ents for “good m an
ufacturing practice” (sanitation) in the manufacture, processing, packing, 
or ho ld ing of hum an foods. T he  proposal goes in to considerable detail 
w ith  respect to  the  food p lan t and the grounds on w hich it is b u i l t ; 
construction  and design of bu ild ings; equipm ent, utensils, san ita ry  
equ ipm ent and controls ; sew age d isp o sa l; p lu m b in g ; sto rage facilities ; 
waste disposal; plant m aintenance; pesticides; details of the processes; 
quality  contro l m easu re s ; and even in to the  qualifications of per
sonnel. T he  proposed regulation  applies to personnel cleanliness as 
well as to th e ir  education and tra in ing .
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N evertheless objections have been raised in th e  food in du stry  
to  the  vague and ill-defined aspects of th is proposal, such as those 
requ iring  facilities to  be “ad eq uate” , “su itab le” , or “app ro p ria te”. 
W hile  they  m ay be “ trap s for the  innocent” it w ould seem  v irtu a lly  
im possible to  spell ou t such requ irem en ts in explicit term s.

Self-Certification as Positive Goal
F D A ’s efforts to  prom ote vo lun tary  com pliance on the  p a rt of 

in du stry  has been aided by its sponsorship  of w orkshops and  sem i
nars, by the  publication  of guidelines, and by the  encouragem ent 
of p rogram s of self-certification. Food technologists have an im 
p o rtan t stake in these  activ ities and  should share th e ir  first-hand 
know ledge and experience in developing such program s ra th e r than  
leaving the  in itia tive en tirely  in F D A ’s hand. [The End]

FDA PROPOSES REGULATIONS ON PRE-1962 DRUGS
N ew  regulations reclassifying pre-1962 drugs as effective as well as 

safe have been proposed by the Food and D rug  A dm inistration. All 
d rugs cleared for m arke ting  th roug h  the new  drug  procedures betw een 
1938 and 1962 have been under review  by the N ational A cadem y of 
Sciences— N ational R esearch Council. T he drugs under review  had 
been approved as new drugs on the basis of safety alone. New drugs 
m arketed  after 1962 are required, under the K efauver-H arris  D rug  
A m endm ents of 1962, to be effective as well as safe for their intended 
uses.

T he proposed regulations would set up a  system  for ca rry in g  out 
the recom m endations of the N A S -N R C  w ith  regard  to the efficacy of 
the pre-1962 drugs under review. D rugs reviewed by the A cadem y and 
determ ined by the F D A  to be both  safe and effective would be classified 
und er the proposed regula tions as “not new ” or “no longer new.” T he 
holder of an approved new -drug application would no longer have to 
subm it routine periodic reports  on his product. E ach d rug  listed as not 
now requiring  an approved new -drug application would be covered in 
the regulation  by separate com position and labeling requirem ents. A ny 
m anufactu rer could m arket the listed d rug  provided he complied with 
the requirem ents set forth  in the regulations. T he F D A  said tha t drugs 
no t involved in the efficacy review  could also be listed as “not new 
d ru gs” and m arketed  w ithout subm itting  new -drug applications and 
aw aiting  approval if they m eet sta ted  conditions.

T h e  F D A  also revoked all its previous opinions th a t certain  drugs 
were either “no t new ” o r no “longer new .” D rugs covered by such 
opinions will be processed under the new  proposed regulations. CCH 
F ood D rug Cosmetic L aw R eports 80-198.
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International Drug Pharmacopeia
By DANIEL BANES

The Following Article Is Reprinted from the FDA 
Papers (April 1968, p. 11).  Dr. Banes, Who Joined 
FDA in 1939 as a Chemist, W as Recently Ap
pointed Acting Associate Commissioner for Science.

EV E R Y  N A T IO N , T O  S A F E G U A R D  P U B L IC  H E A L T H  and 
refine m edical practice w ith in its borders, needs assurance of 

the iden tity  and p u rity  of its com m ercial d rug  products, w hether 
these are m ade dom estically or abroad. I t was tow ard th is end th a t 
an In te rn a tio n a l D rug  Sym posium  on Pharm acopeias and In te r 
national C ooperation on D rug  S tandard ization , in which officials of 
F D A  participated , w as held recently  in W ash ing ton  du ring  the 81st 
annual m eeting  of the A ssociation of Official A nalytical Chem ists. 
T he  sym posium * looked at the s ituation  em erg ing in W este rn  E urope, 
Japan , the U nited  S ta tes and the W orld  H ealth  O rgan ization  con
cerning m ulti-nation  pharm acopeias.

P harm acopeias— sets of m onographs which nam e the essential 
physicochem ical characteristics of drugs and the m eans of verify ing 
iden tity  and p u rity—have been com piled nation  by nation as a guide 
to  m edical practice and d ru g  control.

A t the beg inn ing  of the 19th cen tury . E urope had around  a 
hundred “official” pharm acopeias. Upon the unification of various 
sm aller s ta tes  into larger nations, the num ber dropped. N onetheless, 
th e  tw o dozen or so th a t rem ained often presented  conflicting or 
incom plete profiles of im p ortan t drugs.

O nly recently  have nations collaborated on pharm acopeias. The 
logic favoring th is collaboration is no t hard  to  see. N ations m ake 
com m on use of m any drug  preparations. T he effort required  to  com 
pile pharmacopeias on a periodic basis in an age of rapid introduction 
and  d istribu tion  of drugs consum es a significant part of any n a tio n ’s 
scientific energies, often in unfruitful duplication of efforts made elsewhere.

* The papers comprising this sympo- of the Association of Official Analytical 
sium have been published in the Journal Chemists, Vol. 51, pp. 81-113, January 1968.
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The growing “internationalization” of the pharmacopeia cannot be 
ignored by the U n ited  S tates. Because of its own s ta tu s as im porter 
and exporter of drugs, because it is a cen ter of the  developm ent, 
testing , and m anufacture of drugs, and because it is the possessor 
of a fund of governm ental experience in d rug  regulations, the  U nited  
S ta tes affects and is affected by in ternational pharm acopeial efforts.

The Nordic Pharmacopeia
T he experience of four N orth  E uropean  nations m ay serve as an 

in troduction  to the legal, adm inistra tive , cu ltu ra l, and policy-m aking 
aspects of pharm acopeial collaboration. Sweden. D enm ark, N orw ay, 
and F in land  subscribe to  a N ordic P harm acopeia in lieu of separate  
national com pendium s.

Dr. H ans H ellberg  of the N ational Pharm aceutical L aborato ry , 
S tockholm , described the successes of the ven tu re, the sim ilarities 
and differences am ong these countries in control processes, their 
cu rren t problem s and th e ir  hopes for fu rth e r “ in terna tion aliza tion .” 
T hese countries are sim ilar in m any w ays, unalike in others. T he 
languages of D enm ark , N orw ay, and Sweden are m utually  un der
standable, w ith  som e atten tive  e f fo r t; and a lthough  F inn ish  is en
tire ly  different from the o ther languages, Sw edish is spoken to  some 
ex ten t in F in land . T he N ordic countries have abolished passport 
checks am ong them selves, have established a com m on labor m arket 
for certain  w orkers in the  m edical field, have alm ost elim inated 
custom s duties am ong them selves, and are on the w ay to  adopting  
com m on p a ten t legislation.

T he N ordic P harm acopeia Com m ission was form ed in 1948, and 
the first edition of its w ork appeared in 1963 in all four languages. 
I t  has been official for all four countries since 1964. A nnual loose- 
leaf supplem ents are published. A w holly new edition, to  be fo rth 
com ing, will rem edy a num ber of shortcom ings, as the supplem ents 
have a lready begun to  do. T he m akers of the N ordic Pharm acopeia, 
a lthough  they  plan the  new  edition, are w atch ing  w ith som e in terest 
the  activ ities of the  E uropean P harm acopeia Com m ission, a sub ject 
to  w hich I shall re tu rn .

A lthough each of th e  countries concerned has its own legislation 
regard ing  drugs and its own control o rgan ization , they  do cooperate 
in several w ays, for instance, in active control of m anufactured  drugs. 
T here  are lim ita tions in th is field. F or exam ple, although  in fo rm a
tion is exchanged about deficiencies th a t m ay be found th rough  
random  tes ts  of specialties held in stock, such evidence from  one
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coun try  cannot be used as a reason for adm in istra tive  action by 
another. T he in form ation is used by the  coun try  receiving it to  ca rry  
ou t an  investigation  of its own.

T here  are some, Dr. H ellberg  said, w ho believe th is  cooperation 
could be extended even fu rther, for exam ple, to  a com m on N ordic 
reg istra tion  system . B u t there  are difficulties. E ach coun try  has its  
ow n trad itio ns in d rug  legislation and such a reg istra tio n  system  
w ould g e t in to legal problem s. M oreover, “ in som e countries there  
are regula tions of a m ore politico-econom ic na tu re  w hich are ra th e r 
difficult to  change.’'

T he  Sw edish official, a fter considering fu tu re  lines of possible 
in terna tional cooperation, including com pendium s of p rescrib ing  in 
form ation and da ta  on the  safe ty  and efficacy of d rugs as well as 
th e ir id en tity  and pu rity , sum m ed up his views th is  w ay :

Finally, it is highly desirable th a t the num ber of bodies publish ing p h a r
m acopeias and pharm acopeia-like m onographs should be reduced. F ew  countries 
have such resources of their own th a t they can ignore the pharm acopeias of 
o ther countries. In  a country like mine w here we im port alm ost half of our 
d rugs and, in addition, a  lot of substances from  w hich hom e-produced drugs 
are prepared, we need to  use the pharm acopeias of o ther countries. T his m eans 
th a t we—like indu stry—have to  check the sam e goods according to several 
different m onographs.

I t  is therefore high ly  desirable from  the poin t of view of both the co n
tro lling  bodies and the industry , in sm all countries, th a t the num ber of phar
m acopeias dim inishes. T he contribution  to th is reduction which the N ordic 
countries rendered by com bining the ir four pharm acopeias now  appears to  be 
insufficient. T he presen t hopes are directed tow ard w hat the com ing so-called 
E uropean Pharm acopeia will achieve.

T he h isto ry  and cu rren t s ta tu s  of th a t pharm acopeia w ere o u t
lined by G. B. M arin i-B etto lo , D irector of the  In s ti tu to  Superiore 
di Sanita, Rome. T he w ork is being carried  ou t under the  auspices 
of the  Council of E urope. A lthough  the six  countries of the  Com 
m on M arket, or E uropean  Econom ic C om m unity (E E C ), are m em 
bers of the Council, it includes o ther nations. T he Comm on M arket 
countries are France, Ita ly , W est G erm any, Belgium , the N e th e r
lands, and L uxem bourg . T w o non-E E C  countries p artic ipa tin g  in 
the E uropean  P harm acopeia are G reat B rita in  and Sw itzerland. G reat 
B rita in  also is a m em ber of the E uropean F ree  T rad e  A rea (E F T A ) 
bloc, to  w hich the  four N ordic countries belong. Hence, references 
by E uropean  speakers a t the sym posium  to “bridge bu ild ing” in 
the pharm acopeia and d rug  standard iza tion  area w ere hard ly  ex
ercises in rhetoric.

A lthough  the  Com m on M arket countries had expected to  em bark 
on th e ir  own pharm acopeia, they  decided to  w ork th ro ug h  the  geo
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graph ically  b roader Council of E urope. In  fact, Prof. M arin i-B etto lo 
noted, the  six  have agreed  to  m ove to  ensure th a t the  standards, 
m ethods, and m onographs of the  E uropean  P harm acopeia shall be
com e the  official s tan dards applicable in th e ir  respective countries. 
T h is  is the  m ost s trik in g  aspect of the  E uropean  P harm acopeia e f fo r t ; 
it w ill create  com m on stan dards b ind ing  on p artic ipa tin g  nations. 
O ther published international pharmacopeias have not been obligatory.

Because the  pharm acopeia will affect the leg islation of e ight 
countries, decisions on the  choice of its m onographs m ust be unan i
m ous, P rof. M arin i-B etto lo  noted.

Criteria for Drafting the Text 
of the European Pharmacopeia

In  3 years, the  Com m ission charged  w ith  p reparing  the E uropean 
P harm acopeia has covered considerable ground . I t  agreed on the 
general crite ria  for d ra ftin g  the  tex t as well as on the general notices 
concerning nom enclature, atom ic w eights, percentages of an elem ent 
in a molecule, solubility , concentration  of solutions, m ethods of assay 
and tests , sto rage, un its of m easurem ent, and so on. I t  has agreed 
on th e  lists of general m ethods, bo th  chem ical and biological, to  be 
adopted  in the p h arm aco p e ia ; on the  first lis t of m onographs to  be 
p re p a re d ; and on a system  of follow ing the  w ork itself and of final 
approval of the  tex ts. O ver 700 draft docum ents have been produced 
—som e rep resen ting  orig inal work. T he general m ethods of analysis 
and about 50 m onographs have been approved and will form  the  first 
volum e of the E uropean  Pharm acopeia. W o rk  on the second volum e 
is “already well advanced.” The Commission has collaborated with the 
Nordic Pharmacopeia and has corresponded with the U. 5. Pharmacopeia.

T he E uropean  Pharm acopeia, the  I ta lian  official said, “will not 
only be the  fulfillm ent of the  obligation  undertaken  by th e  Council 
of E urope w ith  the  E uropean  Econom ic C om m unity, bu t we hope, 
th e  beg inn ing  of the use of com m on stan dards for drugs for the 
w hole of E urope .” A fter ratification of the  P harm acopeia Com m is
sion’s w ork by all the  s ig nato ry  countries, partic ipation  will be open 
to  all the  countries of the  Council of E urope. Since there  is w ide
spread use in o ther p arts  of the w orld of the  stan dards of the 
E uropean  countries, the  E uropean  P harm acopeia “ is bound to  have 
w orldw ide significance,” as Prof. M arin i-B etto lo  p u t it. W h a t kind 
of com m on d rug  regulation  if any m ight resu lt from  adoption of 
com m on pharm acopeial s tan dards?  D r. P . S iderius of th e  N eth er
lands no ted  th a t all the  Com m on M arket countries b u t W est G erm any
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have p rém ark etin g  clearance system s for efficacy, safety, and con
form ity  w ith  labeling. B u t there  are considerable differences am ong 
them  in w ays of enforcing legislative prerequisites for m ark etin g  of 
drugs. T he goal for coord inating  Com m on M arket legislation aim s 
a t allow ing a d rug  which receives p rem ark etin g  clearance in one 
coun try  to qualify  autom atically  for m ark etin g  in the others.

Dr. S iderius had some doub t th a t th is goal could be achieved 
“because it has becom e a p p a re n t. . . th a t crite ria  used in m em ber- 
sta tes of the E E C  for adm ission to  the m arket of new drugs w ere 
and are extrem ely  divergent. . . .” H is recom m endation: estab lishm ent 
of “a joint com petent agency in w hich all six m em bers of the E E C  
are represen ted . M anufacturers should be allow ed to  subm it d rug  
applications d irectly  to th is agency, which should be equipped and 
staffed adequately  to  fully exam ine the applications and be given 
responsib ility  to  deliver or refuse perm its for p u ttin g  the  d rug  con
cerned on the Comm on M arket.

“On the national level, ex isting  official o rgan izations and facilities 
for d rug  control should be kept in tac t in order to  evaluate the  safety 
and efficacy of drugs th a t are of national significance. T his will 
perm it m em ber-states to  continue th e ir  own policy of screening the 
drugs on th e ir national m ark et.”

World Health Oraanization Backs 
International Pharmacopeia

A report on the In terna tion al Pharm acopeia, which contains 
“recom m ended” ra th e r than  m andatory  standards, was given to the 
Sym posium  by T eodor Canbàck, of the W orld  H ea lth  O rganization . 
T he first edition of the In te rna tion a l Pharm acopeia, consisting  of 
tw o volum es and an addendum , w as com pleted in 1959. Some new er 
nations preferred  it to  adopting  the standards of any single country , 
and m any have recognized it in th e ir legislation.

A lthough  Dr. Canback described the second edition, soon to  be 
published, as still a “ trad itional book.” he felt the  need for upgrad ing  
inform ation contained in official com pendium s. T he four problem s, 
m ore or less in terconnected , are (1) to  raise the technical s tan dard  
of the tests  chosen ; (2) to  select param eters of real im portance in 
describ ing the d rug  and its pu rity  and efficacy; (3) to include evalu
ated  data  on blood levels, etc., required  to  get a desired clinical 
response with the drug ; and (4) to speed up the publication of the data.

T he trend  of the w ork w ith in  W H O  is developing along th ree 
lines: (1) producing  a recom m endation for an inspection system
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sim ilar to  th a t used in the  U nited  S ta tes ( “good m anu fac tu ring  
p ractices”) ; (2) estab lish ing  reference chem icals to  be used in phar- 
m acopeial t e s t s ; and (3) issu ing da ta  sheets on old and new  drugs.

B ritish  and  Japanese  speakers also urged g rea te r in ternational 
cooperation.

Dr. H. D avis, pharm aceu tical consu ltan t in the U nited  K in g 
dom, listed  am ong several recom m endations the estab lishm ent of 
coord inated stan dards and m ethods for pharm acopeial drugs. H e 
advocated cooperation betw een expert com m ittees of national or 
regional pharm acopeial au tho rities of the  m ajo r d rug-producing  coun
tries at the draft stages of monograph production. “For pharmaceutical 
specialities w hich now con stitu te  a high proportion  of dispensed 
m edicines, in terna tional data sheets are suggested . T he se ttin g  up 
of an in terna tional clearinghouse under the auspices of W H O  or 
ano ther app ropria te  in terna tional body is recom m ended,” he said.

Kakuma Nagasawa of the National Institute of Hygienic Sciences, 
Tokyo, asked for in terna tional cooperation in adooting  reference 
standards for d rug  assay. H e said in Japan  72 reference standards 
have been prepared  and d istribu ted  by his In s titu te . M any reference 
s tan dards or w ork ing  stan dards for antib io tics and biological products 
also are d istribu ted  by Jap an ’s N ational In s titu te  of H ealth .

“ I t is not easy to  establish these s tan dard  p reparations,” he said, 
and in an era  of increasing in terna tional in terchange of drugs, “ it 
is very  inconvenient for clinical purposes if s tan dards w ith  the  sam e 
nam e bu t different na tu res are estab lished in different countries.

“ I hope com m on reference stan dards will be used by m any 
countries in the  near future. T he m a tte r m igh t be settled  by rely ing 
chiefly on the  w ork of the  Com m ittee on A u thentic  Chem ical Sub
stances of the In te rna tion a l Pharm acopeia. H ow ever, it is an u rgen t 
problem  to  estab lish  such standards p rom ptly  on an in ternational 
basis. I th in k  th a t sooner or la te r the in terna tion al exchange of in
form ation relative to  specifications and te s t m ethods of the reference 
s tan d ard  preparations will be essen tia l.”

E xcep t in the U nited  S ta tes and G reat B ritain , all m ajor national 
pharm acopeias have been produced by G overnm ent-supported  groups. 
T he advantages of those w ritten  by non-G overnm ent bodies w ere 
enumerated by the respective representatives of the U. S. Pharmacopeia 
and the N ational F orm ulary , D rs. L loyd C. M iller and E dw ard  G. 
Feldm ann. D espite th e ir independent orig ins, bo th  U. S. P. and N. F. 
are official F ederal com pendium s.
IN T E R N A T IO N A L  DRUG PH A R M A CO PEIA PAGE 3 2 7



From the National Experience 
to the International Level

U. S. P . has had th e  “official” designation  since 1906 and has 
w orked, in D r. M iller’s w ords, “w ith  an aw areness th a t, for all p rac
tical purposes, the F ederal G overnm ent has been w atch ing  over its 
shoulder.” Y et U. S. P. and N. F. are no t solely responsible for 
se ttin g  U. S. d rug  standards. In 1940, F ederal law  was passed re
qu iring  F D A  to set standards of p u rity  and potency for insulin if
U. S. P . or N. F. did not. A fu rth er step  in F ederal sharin g  in 
stan dards se ttin g  cam e in 1946 w hen C ongress designated F D A  to 
estab lish antib io tics standards. W h e th e r there  will be a fu rth e r trend  
in th is  direction— and, indeed, w hether “ in terna tion aliza tion” of p h a r
m acopeias m ay encourage or im pede such a trend— rem ains to  be seen. 
Dr. M iller, d iscussing w h at m ay be transferred  from the national 
experience to  the in ternational level, s tressed  the value of con tinu ity  
of effort, a quality  he th o u g h t likely to  be g rea te r in an independent 
organ ization . Such independence, how ever, rests  on the o rgan iza tion ’s 
ab ility  to  gain  and re ta in  vo lunteers for edito ria l w ork and on its 
ab ility  to  m eet financing problem s. Sm allness m ay be ano ther advan
tage, along w ith the ab ility  to  m ain ta in  direct lines of com m unication 
w ith  experts, Dr. M iller said.

D r. Feldm ann also spoke for advantages of independence and 
close cooperation of individuals in G overnm ent agencies, the pharm a
ceutical industry , and academ ic institu tions.

T he com pendia have m aintained a  unique independence of view point and 
freedom  of m ovem ent which by nature cannot be duplicated either in G overn
m ent agencies or in private industry. W hile the N .F. and U .S .P . are recognized 
by law as “official” com pendia, the com pletely independent and unfettered  posi
tion which they enjoy has perm itted  an unusual degree of voluntary  cooperation 
in w ork ing tow ard  the com m on goals.

As Dr. M iller noted, “ I t  has been said th a t d rafting  d rug  s tan 
dards is often an exercise in the  fine art of p lag iary .” In  th is light, 
perhaps I will be forgiven for borrow ing  som e rem arks from  Dr. 
C anback for a closing paragraph . In  his talk, the W H O  rep resen ta 
tive s a id :

In  all these fields we need close in ternational cooperation. I t  is necessary 
to convince people th a t the tim e is gone when it was possible for a group of 
pharm acists to sit dow n and produce a handbook of drug  standards. T oo much 
copying from  sources lacking in basic m aterials has gone on for too long. M any 
of the criteria which we are asking for today can only be collected by people 
specializing in narrow  fields. W e have to find them , get the ir cooperation, and 
s ta rt w orking. I t  is a big task, but as practically every country is interested, it 
would be rational to do th is on an in ternational level. [The End]
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