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TO THE READER

1968 Joint M eeting of the Food and 
Drug Committee of the Administrative 
Law Section and the Division of Food, 
Drug and Cosmetic Law of the Corpo
ration, Banking and Business Law Sec
tion of the A.B.A .— A dditional papers 
presented at this 91st annual meeting of 
the American Bar Association are in
cluded in this issue of che Journal. Other 
papers presented at the meeting were 
published in the September, 1968 issue.

W esley E. Forte, attorney for Borden, 
Inc. presents four current problem areas 
in adm inistrative rule-m aking. Should 
it be a regulation  or only a guideline? 
W h a t should the form at of a proposal 
be? W hen should public hearings be 
held? A re they fact-finding excursions 
or adversary proceedings ? The article, 
beginning on page 476, is entitled 
“ G eneral Princip les of A dm inistrative 
Rule-M aking Under the Federal Food, 
D rug  and Cosm etic A ct.”

W illiam W . Goodrich, in “T he Food 
and D rug  A d m in istra tion ’s V iew on 
P rocedural R ules,” the article beg in
ning on page 481, states th a t one of 
the principal concerns of agency coun
sel over the th ir ty  years since enact
m ent of the 1938 Food, D rug  and 
Cosm etic A ct has been “procedure 
ap art from  substance.” Mr. Goodrich 
traces the h istory  of the m ethodology 
of hearings before the Com m issioner 
of the Food and D rug  A dm inistration, 
reflecting the triangular conflict of coun
sel, the F D A  and  industry.

In  his article, “T he R igh t to  Self- 
M edication—A  C ontinuing Conflict 
B etw een C ongressional and A gency 
Policy,” beginning cn  page 487, Bruce 
J. Brennan cites several instances in 
w hich the Federal T rade Com m ission 
and the Food and D rug  A dm in istra
tion, respectively, have a ttem pted  to
REPORTS TO THE READER

redefine the term s “self-diagnosis” and 
“self-m edication” in order to  place an 
increasing num ber of m edications in 
the prescription category. The author 
states that these attempts have put the 
agencies in a position “contrary to his
torical public health policies.”

The EEC  on the W ay to a Com
mon Market for Drugs: Its Meaning 
for Foreign Imports.— In the article
beginning on page 500, W alter P. von 
W artburg  discusses recent developments 
in the field of national d rug  contro l 
legislation affecting the Com m on M ar
ket, particu larly  in ter-M em ber S tate 
trade in pharmaceutical specialties. U n
less proposed legislation is adopted, the 
pharm aceutical specialty will continue 
to be “the one area . . which will not 
benefit from  increased elim ination of 
trade barriers .” Dr. W artb u rg , a Swiss 
lawyer, received his M aster of L aw s 
degree from H arvard .

Surgical Implants: Drugs or D e
vices, and N ew  Device Legislation.— 
T he article by Vincent A . Klcinfeld  of 
Kleinfeld and K aplan, W ash ing ton ,
D. C. a tto rneys, which begins on page 
510, is concerned with one of the most 
significant and controversial issues in 
the field of medicine, curren tly  un 
resolved. Mr. Kleinfelc’s proposed so
lution is best sum m arized in his own 
w ords: “As far as im portan t devices 
used by the surgeon and the physician 
are concerned, . . .  it would be extremely 
advisable if some pres:igious scientific 
societies were to establish standards 
for them . T hese could be related to  
specifications and safety, and the tre 
mendous delays and expense of govern
m ent contro ls m igh t be avoided. I t  
seems to me . . . th a t tins procedure is 
a t least w orth  try ing : if it does not 
work legislation can always be enacted.”

P A G E  475
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General Principles 
of Administrative Rule-Making 

Under the Federal 
Food, Drug and Cosmetic Act

By WESLEY E. FORTE
The Following Article Was Presented at the Joint Meeting of 
the Food and Drug Committee of the Administrative Law Section, 
and the Food, Drug and Cosmetic Law Division of the Corpora
tion, Banking and Business Law Section, American Bar Associ
ation, held in Philadelphia on August 7, 1968. Mr. Forte Is an 
Attorney for Borden, Inc., New York City. The Two Succeeding 
Articles in This Issue Were Presented at the Same Meeting.

D U R IN G  T H E  L A S T  S E V E R A L  Y E A R S, the m ost con trover
sial problem s in Food and D rug  L aw  have involved the  sub
stance and procedure of adm in istra tive  rule-m aking. T he Food and 

D rug  A dm inistra tion  (F D A ), ac ting  under the Federal Food. D rug  
and Cosmetic Act of 1938 and the Fair Packaging and Labeling Act 
(F P L A ) of 1966. has attacked  the  problem s of the 1960’s by the 
increased use of adm in istra tive  regula tions ra th er than by an increase 
in individual enforcem ent actions. T hus, we have been confronted 
successively by D ietary  Food R egulations. F a ir P ackag ing  and L abel
ing Regulations, and Good Manufacturing Practice (G M P ) Regulations. 
T he general purposes underly ing  these regulations are, I believe, 
noncontroversial. If v itam in and m ineral-fortified foods are prom oted 
by false and m isleading labeling, if consum er com m odities do not bear
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th e ir  m andato ry  in form ation prom inently  and conspicuously, and if 
foods and drugs are being produced under in san ita ry  conditions, we 
all agree th a t these practices should be stopped. H ow ever, as law 
yers, we have a concern no t m erely w ith w hat should be done bu t 
w ith  how it should be done. Indeed, we have a special responsib ility  
for the procedural aspects of adm in istra tive  action, since law yers are 
v irtua lly  the  only group  qualified by tra in in g  and experience to  cope 
w ith  th is problem .

A dm instra tive  ru le-m aking is dependent upon the pow ers dele
gated  to  the  agency by C ongress. U n der the Federal Food, D ru g  and 
Cosm etic A ct of 1938, the  F D A  can issue (1) guidelines, (2) in te rp re 
tive rules, and (3) in som e situations, substan tive  regula tions hav ing 
the  force and effect of law.

Selection of the proper type of rule is often difficult in specific 
situations. F o r exam ple, there  w ere wide differences of opinion in 
regard  to  w hether the  G M P R egulations should have been guidelines, 
in terpretive  rules or substan tive  regulations. Some of us believed 
th a t if F D A  was really  follow ing the  purposes of Smith Canning1 and 
was try in g  to  im prove the practices of the average food processing 
p lant, it w ould have been m ore app ropria te  to  accom plish it th ro ug h  
guidelines. A ny o ther approach presupposes th a t Congress in tended 
to  condem n the  average food processing p lant as in san itary  and it is 
very doubtful w hether th is can be supported  by a reading of the 
legislative h isto ry  of the sta tu te .

Proposed Substantive Regulations Procedures
T he Federal Food, D rug  and Cosm etic A ct im poses no lim itations 

on the procedures used to  issue guidelines or in terp re tive  rules. T he 
A ct is, how ever, quite explicit in regard  to  the procedures which m ust 
be followed in the issuance of substan tive  regulations. T hese pro
cedures are ou tlined in Section 70 1(e)-(f) of the s ta tu te . T he sam e 
procedures are. in effect, adopted under Section 6 of the F P L A .

S ubstan tive  ru le-m aking under Section 701 begins w ith  a rule- 
m aking proposal. T h is section au thorizes no substan tive  regula tions 
and it is therefore necessary to  derive the  au th o rity  for any p ro 
posed regulation  from som e o ther section of the Act.

1 U. S. vs. Fifteen Hundred Cases of Co., Claimant), 236 F. 2nd 208 (CA -7 
Canned Tomato Paste (Sm ith  Canning 1956)
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T he form of a substan tive  ru le-m aking proposal has been given 
little  a tten tion  in the past. H ow ever, th is is a likely source of fu tu re  
controversy . T he proposal for d ie tary  food regulations included bo th  
substan tive  and in terpretive  regula tions regu la tin g  v itam in-m ineral 
pills, v itam in-m ineral fortified foods, hypo-allergenic foods, artificially 
sw eetened foods and low sodium  foods. T his ru le-m aking proposal 
affected v irtually  the en tire  food in du stry  and pre-hearings on the 
regula tions a ttrac ted  over one hundred  law yers. A t the  request of 
the  H earin g  E xam iner, these law yers offered vary ing  and conflicting 
suggestions for dividing the proposed die tary  food regulations into 
sub parts  which could be considered separately. P re-hearings consid
ering  these suggestions and o ther problem s resu lting  from  the w ide 
range of F D A ’s proposed regulations took th ree weeks. T he necessity  
for these extensive pre-hearings suggests th a t it m ay be app ropria te  
for F D A  to give m ore a tten tion  to  the form  of ru le-m aking proposals 
in the fu tu re. C ertainly , it is far sim pler for FD A  to divide its p ro 
posed regulations in to subparts  than it is to  depend upon the H earin g  
E xam iners and all in terested  parties to m ake such a division at a 
p re-hearing  conference.

A fter a ru le-m aking proposal is com pleted, it is published for 
com m ent. T ypically , th ir ty  days are allow ed for in terested  parties 
to  subm it th e ir  views. T he Com m issioner of Food and D rugs then 
considers the com m ents, m akes w hatever revisions seem desirable, 
and republishes the o rder in final form. P ersons adversely affected 
have th ir ty  days in which th ey  can file ob jections specifying the 
particu lar provisions of the order deem ed objectionable and the 
g rounds therefor, and request a public hearing.

Public Hearings
M any of us w ould be in terested  in learn ing  F D A ’s views on tw o 

q u estio n s; (1) W hen is a  com pany entitled  to  a public hearing? and
(2) w h at is the na tu re  of such a public hearing?

T he F ederal Food, D rug  and Cosm etic A ct of 1938 orig inally  re 
qu ired  a public hearing  before the issuance of any substan tive  regu la
tions. T hus, even w hen no ob jections w ere raised. FD A  was re
quired to hold a public hearing  and to provide substan tia l evidence 
su p po rting  the proposed regulations. T he ru le-m aking procedures 
under the  A ct w ere bo th  cum bersom e and tim e consum ing.
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In the mid-1950’s, the Hale Amendments were enacted. Under 
these amendments, F D A  only had to hold public hearings on pro
posed regulations when objections, stating the grounds, were filed. 
The legislative history of the Hale Amendments makes it perfectly 
clear that public hearings were elim inated only in regard to noncon- 
troversial regulations and that when objections raised any relevant 
factual issues, a hearing was still necessary. Indeed, industry sup
ported the Hale Amendments for these reasons.

F D A  and industry lived compatibly under the Hale Amendments 
until last year. During 1967, objections were filed raising factual 
issues relating to the F P L A  regulations for foods, and F D A  refused 
to hold a public hearing on these objections. W e are thus left in a 
state of uncertainty since it seems that even when factual issues are 
raised, F D A  may refuse to hold a public hearing.

The other question which concerns many of us involves the 
nature of the public hearings which are held. Since the public hearing 
is on the objections, the submission of such objections cannot reason
ably be viewed as the hearing itself. Furthermore, both the legislative 
history of the Federal Food, Drug and Cosmetic Act and F D A ’s con
sistent practice under that Act make it clear that the public hearing 
must include an opportunity to cross-examine witnesses on their 
testim ony concerning the regulations.

In the d ie tary  food regulations hearing, FD A  expressed the  view 
th a t since the governm ent w as engaged in rule-m aking, the  hearings 
w ere m ere “fact-finding excursions” for the  expression of view points 
of in terested  persons and were no t adversary  proceedings. In d u stry  
lawyers took a contrary view, and this question of nomenclature was 
believed relevan t to  procedural m atte rs  such as discovery and cross- 
exam ination  du ring  the  hearing.

W hile a public hearing is a fact-finding hearing, there are usually  
very definite adversary relationships involved in such hearings. For 
example, F D A ’s proposed dietary food regulations would eliminate 
many products from the market or would compel substantial changes 
in their composition. The F D A  and sellers of these products are thus 
in an adversary relationship. Such relationships also exist among 
industry representatives. For example, during the dietary food 
regulations hearings, there was an attempt by the sugar producers 
to raise questions concerning the safety of artificial sweeteners, and
GENERAL PRINCIPLES OF ADMINISTRATIVE RULE-MAKING PAGE 479



to ban all artificial sweeteners from the market. The sugar producers 
were threatening the right to sell artificially sweetened products and 
therefore the very existence of producers of artificial sweeteners. 
Again, this was an adversary relationship.

W hen substantive regulations threaten to preclude products from 
the market or to compel labeling changes which make it significantly 
more difficult to sell these products, it would seem that those involved  
in such proceedings should be given every possible procedural safe
guard, including the right to full and unfettered cross-examination, to 
make certain that the findings of facts represent the actual facts. Such 
safeguards are needed then as much as they are needed in the fact
finding portion of a lawsuit. Indeed, since the Commissioner has a 
greater discretion in making findings of fact than would a trial judge, 
and since criminal penalties can be imposed for violations of F D A  
rules, it is arguable that there is a greater need for procedural safe
guards in such hearings than in most lawsuits. It would seem that 
the F D A  should freely extend every possible procedural safeguard 
to all those involved in § 701 Hearings.

Conclusion
In reviewing the general principles underlying FD A  rule-making, 

there are at least four current problem areas under the Federal Food, 
Drug and Cosmetic Act. They a re:

(1) Selection of the type of rule, regulation or guideline to 
be used by F D A ;

(2) The form of substantive rule-making proposals and the 
complications that can result from promulgating extrem ely com
plex and extensive rule-making proposals ;

(3) The right to a public hearing when factual issues are 
raised; and

(4) The nature of the public hearing, that is, adversary pro
ceeding or fact-finding excursion.
Each of these problem areas threatens to give rise to controversy, 

and all of us hope that when differences of opinion do arise. F D A  
will give due consideration to industry’s viewpoint. Such considera
tion would reduce FDA -industry conflicts in future years.

[The End]
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The Food and Drug 
Administration’s View 
on Procedural Rules

By WILLIAM W. GOODRICH
Mr. Goodrich Is Assistant Genera! Counsel, Food and Drug 
Division, of the Department of Health, Education and Welfare.

T H E  T O P IC S  F O R  D IS C U S S IO N  here are im portan t ones, and 
I am sure th a t we can all profit by the suggestions offered.
I th ou gh t th a t I fully understood the difference betw een in te rp re 

tive ru les and substan tive  rules, bu t the  Abbott Laboratories' decision 
tau g h t me som eth ing new.

A nd the discussion of the proposed regu lations for Good M anu
fac tu rin g  P ractices in Food E stab lish m en ts  surely  tells me th a t w e 
will need to  give them  m ore stu dy  before they  are finalized.

T he Food and D rug  A d m in istra tio n ’s (F D A ) point of view on 
ru le-m aking—-indeed on all adm in istra tive  procedures— is th a t these 
are tools by w hich we carry  forth  our public responsibilities.

T o the ex ten t th a t the  tools are clum sy, obsolescent, or obsolete, 
they  should and m ust be im proved. T o the ex ten t th a t they  im pede 
the expeditious d ispatch of F D A ’s business, and to the ex ten t th a t 
they  fail to  serve the  leg itim ate concerns of the regula ted  industries, 
th ey  are failures w hich m ust be corrected. B ut the m anipulation  of 
p rocedures for fo rm ’s sake, for delay, or for som e theoretical reasons 
has little  to  com m end it.

Procedure Versus Substance
T he m odern era of Food and D ru g  law  was born in the troubled  

years of 1933-1938. F resh  on the Congressional m inds w as the g rea t
1 Abbott Laboratories v. John II' . Card- ( osmetic Law  R eports fl 40,258 (U . S. 

ncr. H E W  Secretary. CCH F ood D rug Sup. Ct. 1967), 387 U. S. 136.
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controversy about Secretary W allace’s handling of the rate-making 
proceeding which gained Supreme Court attention in the several 
“Morgan” cases.

And most of the opposition to the modernization of the 1906 Food 
and Drug Act, during the stormy passage of the 1938 Act through 
the Congress, concentrated upon its procedures, and the personalities 
of its sponsors, rather than upon the merits or demerits of its sub
stantive provisions.

It is understandable, then, that procedure apart from substance 
has been one of our principal concerns over most of the 30 years since 
the 1938 Act passed the Congress.

I m yself first came to F D A  on a legal assignment dealing with  
administrative procedure. The W alter-Logan Bill to regulate the 
procedures of administrative agencies was a matter of the highest 
interest to most of the Government, as well as to the practicing bar.

A shley Sellers, a long time participant in the activities of both 
the Adm inistrative Law Section and the Food and Drug Division of 
the American Bar Association (A B A ), had a special assignm ent to 
study the variety of procedures being followed in the United States 
Department of Agriculture (U S D A ), to prepare monographs which 
would explain them in detail, and to suggest means of improving the 
entire administrative process. I was one of his assistants. A code of 
procedure for F D A  hearings, considered at the time to be a model 
code, was developed with his assistance and placed into effect about 
the time the law itself became fully effective. The main difficulty it 
encountered in actual operation was in identifying and establishing  
the proper role the hearing examiner should play in the formal rule
making process. And the ultimate solution, after trial and error, was to 
require the examiner to certify the record to the head of the agency for the 
issuance of both the tentative and the final decision on the merits.

The justification for this is nowhere better stated than in the 
Attorney General’s Manual on the Administrative Procedure Act 
(A P A ) (which, of course, was not published until several years later). 
That report s a y s :

E ven in form al ru le-m aking proceedings subject to sections 7 and 8, the Act 
leaves the hearing  officer entirely  free to  consult w ith any other m em ber of the 
agency’s staff. In  fact, the intermediate decision may be made by the agency 
itself o r by  a responsible officer o ther than the hearing  officer. T his reflects the 
fac t th a t the purpose of the ru le-m aking proceeding is to de term ine policy. 
Policy is not m ade in Federal agencies by individual hearing  exam iners; ra th e r 
it is form ulated by the agency heads rely ing heavily upon the expert staffs which
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have been hired for th a t purpose. A nd so the A ct recognizes th a t in rule-m aking 
the in term ediate decisions will be m ore useful to  the parties in  advising them  
of the real issues in the case if such decisions reflect the views of the agency 
heads or of their responsible officers w ho assist them  in determ ining policy. In  
sharp  co n trast is the procedure required in cases of adjudication subject to  sec
tion  5(c). T here  the hearing officer w ho presides at the hearing  and observes 
the w itnesses m ust personally  prepare the initial o r recom m ended decision re 
quired by section 8. Also, in such ad jud ica to ry  cases, the agency officers w ho 
perform ed investigative or prosecu ting  functions in th a t or a factually  related  
case m ay not partic ipate  in  the m aking of decisions. T hese requirem ents reflect 
the characteristics of ad judication discussed above.

T hus, the  A P A  itself, endorsed the procedure th a t had been es
tab lished  and followed by F D A  from  its earliest beg innings in form al 
rule-m aking.

Procedural Methods: A History of Controversy
These procedures w ere severely challenged in Willapoint Oysters 

Inc. v. Ezving.2 Another prominent member of the A dm inistra tive  L aw  
Section— A1 Stephan, a w inner of the 1938 Ross essay prize for a 
paper en titled  “T he E x ten t to  W hich  F ac t F in d in g  Boards Should be 
B ound by  the  R ules of E vidence”—con tested  us a t every step  of an  
elaborate and p ro trac ted  adm in istra tive  proceeding.

T he record w as long ; the  con troversy  was sharp. T he review  
proceeding w as conducted w ith  g rea t care. O ur brief alone ran  to 
70 closely-prin ted  pages. The Court’s Opinion covered 32 such pages. 
A nd th a t O pinion has guided us th ro ug h  the  years ir. our un der
stan d in g  and application of the  A PA .

D espite  the fact th a t the  C ourt held the  separation  of functions 
provision of section 5(c) of the  A P A  inapplicable to  form al ru le- 
m aking on the  record, the  D ep artm en t in 1964 transferred  the H earin g  
E xam iner function ou t of the  Office of the  General Counsel (where it 
had been since 1938) to  avoid the appearance of any conflict betw een 
th is function  and its supervision.

E ven earlier th an  th a t— as long ago as 1954 w hen the Pesticide 
Chemicals Amendment was enacted and placed in to  effect—a serious con
cern had arisen about the propriety of the procedural m ethods appli
cable to  ru le-m aking in h igh ly  technical fields.

W e m ay recall th a t the In te rn a tio n a l A pple A ssociation had been 
m ost in strum en ta l in 1938 for the  procedural restric tions placed upon * 174

3 Willapoint Oysters, Inc. v. Ezving, denied, U. S. Sup. Ct., 338 U. S. 860'
174 F. 2d 676, 694 (CA-9 1949) cert. (1950).
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th e  D ep artm ent in p rom u lgating  to lerances for added poisonous su b 
stances “required  in the production” of food.

T he P esticide Chem icals A m endm ent stands as a m onum ent to 
the  failure of procedural restric tions to  produce the  needed to lerances 
and thus to protect the public health. A protracted hearing was held. 
T he record exceeded 5,000 pages. T here  w ere hundreds of extensive 
exhibits. T he in du stry  la te r to ld Congress th a t the  proceeding had 
cost nearly  a half-m illion dollars to  G overnm ent and industry , to  the 
land g ran t colleges, and to  ag ricu ltu ra l organ izations. B u t it produced 
no resu lts. T he facts developed th ro ug h  a tria l-type  hearing  sim ply 
w ould no t support the  estab lishm ent of safe tolerances.

A nd so a new  law —w ith  em phasis upon inform al procedures, w ith  
prov ision for a scientific review  panel, and w ith  o ther features m ore 
su ited  to  the developm ent of facts and policy in th is difficult field—  
w as enacted.

T his law  has yielded the controls necessary for public protection. 
A nd it has served the  needs of ag ricu ltu re , the  pesticide producers, 
as well as the N atio n ’s health  in terest. T here  have been a few appeals 
to  scientific review  panels, b u t the hearing  experience has no t been 
repeated .

W hen  th a t law  was placed in to effect, regulations w ere developed 
to  take advantage of m any useful procedural steps and to accom 
m odate the  scientific review  tec h n iq u e : to provide for such th ings as 
p re-hearing  conferences, the subm ission of docum entar)? evidence in 
advance, excerp ting  and indexing of the  record, and the hand ling  of 
records and the assurance of adequate cross-exam ination of ad hoc 
scientific adv isory  com m ittees.

In  1958, w hen the Food A dditive A m endm ent was passed, it too 
w as concerned w ith  the m ethods by w hich food safe ty  should be 
show n, and Congress m ade a special provision to assure th a t all find
ings, w hether on the  petition  or on a record, w ould be based upon a 
fair evaluation of the  entire  record, underlin ing  the  need to observe 
th e  le tte r and the sp irit of the  Universal Camera decision.

In  1962, w hen the K efauver-H arris  D ru g  A m endm ents w ere 
passed, C ongress had a say about w h at w ould be considered “sub
stan tia l evidence” to  sup po rt claim s of effectiveness for d rugs covered 
by  the  new  d rug  and antib iotic certification procedures.
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And in February 1966, we revised the rules of practice for all 
hearings to take account of what we had learned from our hearing 
and other rule-making experience. W e think our procedures, on paper 
at least, are as modern as any we know of— and we have had few  
recommendations for their change.

Some feel that the regulations require revision to wholly isolate 
anyone in the General Counsel’s Office from the Commissioner in any 
matter in any w ay related to a public hearing. Others suggest that 
the hearing examiners should be under no control of the Commis
sioner, much less that of lower employees of the Agency. While the 
Willapoint decision addressed itself to the separation of functions 
point, and ruled upon it, we have been sensitive to the need to assure 
that decisions required to be made on the record are made on the 
basis of an adequate and independent review by the Commissioner 
or by his Deputy or by an A ssistant or Associate Commissioner of 
the record, the arguments, and the exceptions. And in adjudicatory 
hearings, of course, the hearing examiner makes the tentative decision 
which is final unless excepted to and thus taken to the Agency for 
independent review and final decision.

But the major problem of procedure that has confronted the 
Agency over the years is not this. Rather it is the problem of pro
tracted, trial-type proceedings in which the administrative process has 
been strained almost to the breaking point by delays and by great 
financial expense.

O nly recently, the Pink Sheet raised the question whether the 
hearing process could actually deal with the complex problems that 
beset it.

In this connection, it is well to recall that the Federal Food, Drug  
and Cosmetic Act is unique among our public laws in requiring 
formal rule-making on the record.

Professor Davis has pointed out, in his Administrative Law Treatise, 
th a t:

A tria l is designed for resolving issues of fact, not for determ in ing  issues 
of law, policy o r discretion. In  rule m aking, the m ethod of trial has no place 
except w hen specific facts are in issue, and even then  it should seldom  be used 
when the disputed facts are legislative.

D iscussing specifically Food and Drug Administration hearings, 
he sa y s :

p a g e  485

wV,
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U nlim ited cross-exam ination by adversaries seem s as inappropriate  in these 
cases as in an a rgum ent before an appellate court. Q uestions addressed to 
speakers are useful and appropriate, bu t they should not be in the nature of 
cross-exam ination by an adversary  for the purpose of confusing or destroy ing ; 
they are m ost useful w hen asked for the purpose of clarifying and constructing.

Mr. D avis recalls the experience of an agency w hich applied tria l 
techniques in a desire to  sa tisfy  “the m ost aggressive proponents of 
form alism .”

A nd after the  “deed” was done, he says, it w as apparen t th a t the  
proceeding had produced no in form ation or opinions th a t could no t 
have been ob tained by  less w astefu l and tim e-consum ing m ethods.

W hen  the  H ale A m endm ent to  sim plify F D A  procedures w as 
passed years ago, it prom ised to  end excessive delays, p ro trac ted  p ro 
ceedings and m ountainous records.

T h a t prom ise has no t been fulfilled.

Conclusion
Sooner or later, we m ay have to  explore en tirely  new m ethods 

of p resen ting  evidence and argum en ts in form al rule-m aking, such 
m ethods as narra tiv e  sum m aries of fact and w ritten  argum en ts of the 
k ind recom m ended by P rofessor Davis.

B u t for today, all of us— and th is  includes the p rivate  bar quite 
as m uch as agency personnel— will have to share responsib ility  for 
success or for failure of the existing methodology. [T he  E n d ]

SAM D. FINE NAMED ASSISTANT COMMISSIONER 
FOR FIELD COORDINATION

Sam D. F ine has been nam ed A ssistan t Com m issioner for Field 
C oordination for the Food and D rug  A dm inistration. H e succeeds 
A. H arris  K enyon w ho is now  serving as a special advisor fo r field 
activity  coordination to Charles C. Johnson, A d m in istra to r of the new 
C onsum er P ro tec tion  and E nvironm ental H ealth  Service. Mr. F ine 
began his career w ith the F D A  as a Jun io r C hem ist in the St. Louis 
D istric t in 1939. H e  subsequently  served in the C incinnati D istrict, as 
Chief C hem ist of the D enver D istrict, as D irector of the K ansas City 
D istric t and, m ost recently, as D irector of the D allas D istrict.
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The Right to Self-Medication— 
A Continuing Conflict 
Between Congressional 

and Agency Policy
By BRUCE J. BRENNAN

Mr. Brennan, formerly an attorney with 
the Food and Drug Administration, Is Now 
in Private Practice in Washington, D. C.

IN O U R  F R E E  S O C IE T Y , G O V E R N M E N T  IS E S T A B L IS H E D  
to do only those things that individuals cannot do alone. Govern

m en t’s function  is to  create a clim ate in w hich each citizen can exer
cise his ow n righ ts , m ake his own decisions, and assum e his responsi
bilities. In  re la ting  these principles to the field of m edicine, th is 
m eans th a t the  governm ent should see th a t the citizen has available 
all pe rtin en t in form ation about a d rug  product and th a t such in form a
tion is set fo rth  in a tru th fu l and concise m anner, so th a t the citizen 
— except where professional m edical supervision is clearly required  
— can m ake his own decisions and care for him self.

M uch has been said of the rig h t of the individual to  engage in 
self-m edication. As is the  case w ith  m ost righ ts, th is  righ t is based 
on hum an w an ts and needs. T he rig h t to  self-m edicate has grow n 
from  the  dem and in our society th a t the  individual be able to  de ter
m ine for him self what he wishes to do in managing subjective mani
festa tions of physical disorders. T h is rig h t has a cu ltu ra l basis in 
our society stem m ing  from  the desire of the  individual to  fight his 
ow n battles. T his need for the  public to  be able to  help itself over
come the m inor com plaints, w hich we regu larly  experience, has long
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been established and continues to be recognized as a necessary part 
of our public health policy.

Congress’ Continual Affirmation
Congress has given expression to the individual right to and the 

public health need for a citizen to be able to assist himself in solving  
minor health problems and discomforts. W hen called upon to con
sider these rights and needs. Congress has continually exhibited a 
reluctance to restrict the distribution of home remedies.1

As I shall discuss during the course of this paper, frequently an 
agency’s actions are in conflict with the very intent of the laws which  
it is directed to enforce and implement. Yet, the result of the agency’s 
implementation is as meaningful to the regulated industry or persons 
as the Act of Congress itself. Since the Food and Drug Administra
tion (F D A ) and the Federal Trade Commission (FT C ) are staffed by 
reasonable people, their policies are usually rational. Depending on 
an individual’s attitudes or point of view, these policies can either be 
criticized or defended by other reasonable people. This is the focal 
point of the conflict between these agencies’ policies and the individ
ual’s right to self-medicate, as affirmed by Congress. Although I 
do not concede the point, the agencies’ views may be just as logical 
as that of Congress. However, this contention m isses the mark. Of 
all the possible policies which Congress might have adopted concern
ing the individual’s right to self-medicate, only one was chosen. Until 
that is superseded by another Act of Congress the agency has no 
authority, no matter how logical, to establish a different policy.

i1 “A nd let me stop . . .  to comment 
upon the criticism so extensively voiced 
by the paten t medicine in terest tha t the 
purpose of this bill is to stop self 
m edication . . . [S ] elf m edication will 
continue in the future as it has in the 
past . . . All of the previous dealings 
with drugs, aside from  those recognized 
in the official com pendia, are directed 
toward safeguarding the consumer who 
is a ttem pting  to adm inister to himself. 
If this m easure passes, self-m edication 
will become infinitely m ore safe than 
it has ever been in the past.” (W alter
G. Campbell, Chief Food & D rug  A d
m inistration , H earings before C om m it
tee on Com m erce, U. S. Senate 73rd

Cong. 2nd Sess. R e: S. 2800 Feb-M ar 
1934.)

“T he bill is not intended to  restric t 
in any way the availability of drugs 
for self-m edications. On the contrary , 
it is intended to m ake self-m edication 
safer and m ore effective. F o r this pur
pose provisions are included in this 
section (502) requiring  the appropriate 
labeling of habit-form ing drugs, re 
quiring  th a t labels bear adequate direc
tions for use and w arn ings against 
probable m isuse . . . .” (House Com
m ittee on In te rs ta te  and Foreign Com 
m erce. 75th Cong. 3rd Sess., A pril 14, 
1938, R eport on S. 5.)
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The Durham-Humphrey Amendments
As stated above, in 1938 Congress clearly affirmed the public 

health necessity of self-medication. A more thorough consideration 
of this same subject by Congress occurred in 1951. The legislative  
history of the Durham-Humphrey Amendments is abundantly clear 
that the intent of Congress in so amending the Federal Food, Drug 
and Cosmetic Act was not only to preserve the concept of self-m edi
cation, but to extend the availability of non-prescription drugs. In
deed, government witnesses, themselves, frequently remarked that the 
Durham-Humphrey bill was not intended to restrict self-medication. 
George Larrick testified that Congress through the Food, Drug and 
Cosmetic A ct “has instructed us not to unnecessarily restrict self- 
medication.” (H earings before the Committee on Interstate and 
Foreign Commerce, H ouse of Representatives, 82 Cong., First Sess., 
on H. R. 3298, May 1-5, 1951, p. 110.)

The original Durham-Humphrey bill would have made the deter
mination as to whether a drug should be dispensed on prescription 
rest on whether the drug was unsafe or ineffective for use without the 
diagnosis or supervision of a physician.2 The consideration of effec
tiveness in making this determination was a principal issue in the 
legislative debate on the bill.

In Mr. Larrick’s testim ony before the House Committee, prior 
to the reporting of the Durham-Humphrey bill to the full House, he 
stated concerning this consideration of the effectiveness of the drug 
as fo llo w s:

T he bill does not au thorize the ad m in istra to r to determ ine the efficacy of a 
drug. I t  au thorizes him to hold a hearing  w here the evidence of the best 
inform ed experts in the country  would be received. O n the basis of this tes ti
mony he would then determine not whether the drug is efficacious, but ivhether or 
not a layman can use the drug effectively zeithout the diagnosis or supervision of a 
physician.

2 T he follow ing is excerpted  from
H . R. 3298 as in troduced by C ongress
m an Durham .

“If the drug  is intended for use by 
m an and—

* * *
(2) has been found by the A dm inis

tra to r, after investigation  and oppor
tun ity  for public hearing, to be unsafe 
or ineffective for use w ithout the pro

fessional diagnosis or supervision of a 
practitioner licensed by law;

* * *
A drug  which is subject to clause 

(1), (2), or (3) of this subsection shall 
he deem ed to be m isbranded if at any 
tim e prior to dispensing its label fails 
to  bear the statem ent ‘C aution: F ed
eral law prohibits sale or dispensing 
w ithout prescrip tion .’ ”
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W e subm it th a t it is ju s t as im po rtan t tha t a d rug  be effective in the hands 
of the person who acts as his own physician as tha t it be safe in the sense th a t 
it will not poison him. (H ouse H earings, Page 94; emphasis supplied.)

H av in g  the explanation of the use of the term  “effectiveness” in 
the bill before it, the C ongress specifically elim inated those term s 
from  the bill th a t w as passed and eventually  becam e law. Congress 
evidently  felt th a t the position as sta ted  by F D A  w itnesses w ould 
have in terfered  w ith  the d istribu tion  of safe p rop rie tary  m edicines 
and th a t such restric tio n  w as inappropriate .

Opinions of the Courts
N ot to  be denied, F D A  continued its quest for the inclusion of 

the concept of effectiveness in the determ ination  of the prescrip tion  
s ta tu s  of drugs. A recen t exam ple of the F D A  a ttem p ts  to  gain, 
th ro ug h  regu la to ry  actions, w hat it could no t obtain from  Congress, 
was the  Decholin case.3

Subsequen t to  the enactm ent of the 1938 Federal, Food, D rug  
and Cosm etic A ct, the F D A  in itiated  a series of seizures and crim inal 
cases, based on the prem ise th a t Section 502(f) was v iolated because 
adequate directions for use of the  d rug  were not, and could not be, 
w ritten  for a particu lar d rug .4 T his theory  seem ed to  have some 
m erit and w as ra th e r readily accepted by the courts w here the ques
tioned drug  w as offered for serious or life-th reaten ing  conditions. 
H ow ever, the  situa tion  took on a different aspect w hen F D A  a t
tem pted  to apply the  sam e theory  to  drugs offered for less serious, 
if not m inor, conditions. T h is expansion of the FD A  theory  required  
a m ore subtle approach. F D A , in support of its theory , developed 
the follow ing syllogism  :

1. T he conditions or sym ptom s for w hich the d rug  w as of
fered, how ever innocuous, could be caused by a varie ty  of circum 
stances, som e of which are serious or life-th reaten ing ;

2. T he lay person is unable to diagnose the underly ing  cause 
of his condition or sym ptom s ;

3 U. S. v. Article of Drug Labeled . . .  * See, for exam ple United States v.
Decholin, CCH F ood D rug Cosmetic Kordcl, 164 F. 2d 913 (C A T  1947) ; 
L aw  R eports If 80,163, 264 F. Supp. 473 Drown v. United States, 198 F. 2d 999 
(D C  Mich. 1967). (CA-9 1 952) ; U. S’, v. Vitasafe Formula

M, 226 F. Supp. 266 (DC N. J. 1964).
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3. T herefore, adequate directions cannot be w ritten  to  the 
lay person for him to properly  determ ine w hether to  use the 
d ru g  or seek m edical assistance as an a lte rn a tiv e ;

4. T herefore, th e  d rug  is unsafe because the lay person m ight 
delay m edical diagnosis of his problem  while a ttem p tin g  self- 
help.
A t the h eart of the governm ent's  case against Decholin, was the 

theory  th a t the d rug  was unsafe for unsuperv ised lay use because the 
lay person was unable to  determ ine w hen the drug  would be effective. 
Since the  ra th e r general sym ptom s for w hich the drug  w as offered 
could be caused by m any conditions, the governm ent fu rth er alleged 
th a t the  lay person m ight be pu t in jeopardy  by choosing to  use 
D echolin w hile his condition continued unattended . N ecessarily in
cluded w ith in  the  scope of the  governm ent's  theory  is the corollary 
th a t any drug offered for the relief of sym ptom s, w hich sym ptom s 
m ight, how ever infrequently , be associated w ith  a disease, which 
w ould in no w ay be relieved or trea ted  by the use of the drug, m ust 
be dispensed only under the  supervision of a physician.

I t  is im m ediately  clear th a t th is concept could serve to  elim inate 
all form s of self-m edication and any a ttem p t at relief of m inor sym p
tom s. Such a theory  is con trary  to  historical public health  policies 
in th is coun try  and the  expressed in ten t of Congress. T his was ap
paren tly  recognized by the C ourt in the Decholin decision. T he C ourt 
found th a t the term s of the  D u rh am -H um ph rey  am endm ent w ere 
in tended to cover a situa tion  w here the supervision of a physician 
w as necessary  to  enable a person to use a m edication safely.

The test described by the statute is clearly not satisfied by m erely 
po stu la ting  th a t in som e patien ts  the  drug  m ay not be effective and , 
therefore, the supervision of a physician is required to  determ ine 
w hether or no t the d ru g  will be effective for each particu lar person. 
T he Court found that, were that the law, self-medication would cease to
exist and the  expressed in ten t of 
com pletely th w arted .n

5 See footnote 3, at 482.
“ F urtherm ore , it is w orth  noting  that 

the d raft bill recom m ended by the 
House Committee contained a proposal 
for the Federal Security  A dm inistra
to r to make a binding determ ination 
concerning which drugs w ere not safe 
for self-m edication, subject only to 
limited judicial review.
T H E  RIGHT TO SELF-MEDICATION

Congress in th a t regard  would be

T he H ouse deleted this authorization 
from  the version th a t finally passed, 
and the record of the debate before 
this change was m ade indicates tha t 
the prim ary reason for its  action was 
the fact tha t some law m akers felt that 
the A d m inistra tor would see the pro
vision as his m andate for placing an 

( Continued on next page.)
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In  discussing the legislative h isto ry  of the 1951 am endm ent, the 
C ourt s ta ted  th a t such legislative h isto ry  “show ed th a t Congress did 
no t desire to  proscribe self-m edication w ith  a p roduct ju s t because, 
under som e set of circum stances—and especially hypo thetical condi
tions—the drug may be harmful if taken without professional supervision.” 
A fter c iting  certain  portions of the legislative h isto ry  the C ourt con
tinued  as follows, a t p. 479:

In fact, throughout the entire H ouse debate runs the them e th a t “com m on 
household rem edies” w ere not m eant to  be taken off the over-the-counter m ar
ket. Since the C ourt is unw illing to presum e tha t the law m akers were m erely 
engaging  in an afternoon of question-begging disputation, it feels tha t there are 
some drugs which ra the r easily fall in to  this category. T hey  m ust be the 
thousand  and one articles w hich m ost physicians would consider perfectly 
harm less when taken in the norm al course of events by a person w ith a m odicum  
of com m on sense. N evertheless, it is hard  to  im agine th a t under no circum 
stances could any of these drugs do serious harm  to  an individual who does not 
appreciate the nature of the cause which lies a t the root of his sym ptom s.

T he C ourt had m ore to say w hen discussing the  requirem ents 
for reasonableness in determ in ing  w hether a po ten tial hazard  of a 
p roduct is significant enough to  place the  product on prescription :

O n the basis of this passage, it seems evident tha t the C om m ittee thou gh t 
th a t it w as recom m ending passage of a bill which would take a d rug  out of 
un restric ted  distribution  only if it is hazardous for the reason th a t there is m ore 
than a rem ote possibility tha t it will cause harm  w hen used in a reasonable 
m anner. If, in attem p ting  to evaluate a  drug, a court were to consider every 
contingency and take account of the im m aturity  or stupidity  of every potential 
user, it would not be paying heed to  the C om m ittee's desire th a t it give to the 
w ord “safe” the ord inary  m eaning. Sim ilarly, it seem s th a t the G overnm ent, in 
o rder to  prevail in this case, m ust establish th a t Decholin has a  potentiality  for 
causing consequences for an unadvised laym an which can actually  be called 
harm ful; for in com m on usage the term  “safe” is not inapplicable to an article 
m erely  because the product m ay give rise to some effects which are uncom 
fortable or cause inconvenience. [A t 480.]

W hile the  C ourt did no t m ake a final disposition of the case in 
ruling on motions for summary judgment, it clearly ou tlined  w hat 
it expected the governm ent and the  claim ant to  prove in presen ting  
th e ir  respective positions. A fter carefully  considering the C o urt’s
( F o o tn o te  5  c o n tin u e d .)  
excessive num ber of m edicines, trad i
tionally  considered harm less, into the 
'p rescrip tion  on ly’ category. 97 Cong. 
Rec. 9538-9, 9548. It the Court ac
cepted the rule urged by the Govern
m ent, i t  would to a g rea t ex tent be 
undoing Congress’ precautions. If merely 
establish ing th a t the easy availability 
of a m edicine has the tendency to
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postpone a differential diagnosis in a 
case in which the d rug  alone cannot 
provide a cure were enough to com pel 
the rem oval of the product from  a 
d rugg ist’s public shelves, there would 
be few drugs left on the over-the- 
counter m arket once the G overnm ent 
saw fit to wage a full-scale assault on 
self-m edication.” (F oo tn o te  om itted.)
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opinion and reassessing the nature and quality of its proofs, the govern
m ent m oved to  dism iss the  m a tte r  w ith  prejudice against itself, ju s t 
p rio r to  the  scheduled tria l several m onths later. Since the  govern
m ent had w ithdraw n from  th e  arena, the C ourt was left w ith  no a lte r
native o ther th an  to  dism iss the  case according to  the  m otion.

A n other exam ple in the  litany  of a ttem p ts  by F D A  to lim it the 
ability of the individual to engage in self-help is the proposed vitam in 
D regu lations w hich F D A  issued in A u g u st 1965.8 T hrou gh  these 
regula tions F D A  w ould have banned all v itam in  D therapeu tic  p repa
ra tions from  the over-the-coun ter (O T C ) m arket. Even v itam in  D as 
a food supplem ent, over a specified m inim um  am ount, w ould have 
been considered a p rescrip tion  drug. T he therapeu tic  preparations, 
th a t is, drugs offered for the treatm ent of vitamin D deficiency, would 
be placed on prescrip tion  because of the  F D A  determ ination  th a t 
“adequate directions for safe and effective use for the  se lf-treatm en t 
of v itam in D deficiency by the la ity  w ith ou t m edical supervision can
not be w ritten .”

I t is beyond argum en t th a t add itional in take of v itam in D will 
benefit a person suffering from a deficiency of th a t substance. I t  was 
s ta ted  in com m ents subm itted  to  F D A  th a t it is irre levan t th a t a phy
sician’s diagnosis m ay be helpful for exact diagnosis or proper se ttin g  
of dosage levels. In  fact, it w as po in ted  out th a t m ild v itam in  D 
deficiency m ay no t even be diagnosib le by a physician. C ongress’ 
view s on the  righ ts  of the public to  self-m edicate w ere squarely  
presented  to  F D A  in such objections. T he  po in t was clearly m ade 
th a t, if a d rug  is safe, the  fact th a t the  underly ing  causes are such 
th a t a laym an m ight not in all c ircum stances diagnose or determ ine 
his condition w ith  preciseness and choose the  exact dosage required  
should  no t deprive such a person of the  r ig h t to  a ttem p t to  help 
him self prio r to  consu lting  a physician. A fter considering these ob
jections for som e tim e, F D A  officially w ithdrew  the proposed regu la
tion  ju s t a few w eeks ago.

Q uite  recently , the  sam e issue w as presented  to  a B altim ore 
federal court in an FD A  seizure case. U. S. v. Articles of Drug Labeled 
. . . “Quick-O -Ver.”7 The Quick-O-Ver case concerned an O -T-C hang
over rem edy, w hich w as charged as being  a new  drug  for w hich no 
new d rug  application w as in effect. T he case involved four variations 9

9 30 Fed. Reg. 11140 (A ugust 28, 7 CCH F ood D rug Cosmetic L aw R e-
1965) ports If 80,184, 274 F. Supp. 443 (DC Md.

1967).
T H E  RIGHT TO SELF-MEDICATION PAGE 4 9 3



of essentially  the sam e preparation , th ree  of w hich w ere found to  be 
new  drugs for various reasons no t essential to th is discussion. T he 
labeling  offered the  drug  for the relief of headache, nausea, upset 
stom ach and lack of alertness. O ne varia tion  of the  d ru g  was found 
to  be generally  recognized as safe and effective for the conditions of 
use directed.

In  considering the safe ty  of the preparation , the  court, a t p. 449, 
s ta ted  as fo llo w s:

W ith  respect to  safety, the governm ent does not contend tha t the ingred ients 
of variation # 4  are dangerous separately  or in com bination. I ts  only argum ent 
on this point is th a t since the d rug  m ay relieve headache, nausea and upset 
stom ach, and help restore some m easure of a lertness, it m ay prevent persons 
from  consu lting a doctor even though they have serious aftereffects as a resu lt 
of alcoholism  or prolonged excessive drinking. T he sam e argum ent could be 
m ade against any over-the-counter rem edy w hich relieves pain or a cough, bu t 
does not undertake to  cure the cause of such pain or cough. I t  is not a g round 
for finding such a d rug  as this unsafe . . .

As the C ourt in the  Decholin case confirm ed and as the  Congress 
has expressed again and again w hen given the chance, there is a 
public need for and righ t to  engage in self-m edication. N evertheless 
governm ent physicians, law yers and other regu la to ry  officials, how 
ever well in ten tioned , continue to  press the a ttack  on th is need and 
righ t. W hen one review s the m any actions b rou gh t by  the F T C  and 
the  F D A  w hich re stric t the physic ian’s use of d rug  products and, as 
som e contend, w hich tend  to in terfere w ith  the responsible practice 
of m edicine, one can better appreciate these agencies’ actions regard
ing self-m edication. If they  are m oved to so restric t the  physician 
in his practice, m uch g rea te r m ust be th e ir m otivation tow ard  re
s tr ic tin g  the laym an from  assis ting  himself.

The Philosophy of the FTC Reflected in Recent Cases
A t th is po in t we should exam ine the cu rren t philosophy of the 

F T C  on the issue discussed above. A suitable exam ple of th a t philos
ophy is found in a recent case. / .  B. Williams Co. v. Federal Trade 
Commission.8 T h is is a case w hich has been discussed at earlier p ro 
ceedings of th is group and w hich concerns the advertising  for Geritol.

T he Com m ission’s J. B. Williams O rder ( In  the M atter of T he
J. B. Williams Co., Inc., et ah, D. 8547) w as one of the  final steps in 
a  series of regu la to ry  actions w hich required various affirm ative dis
closures and lim ita tions in d rug  advertising . T he u ltim ate  in such

8 381 F. 2d 884 (CA-6 1967). _
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lim itations w as proposed by F T C  in th a t O rder.9 F o rtu n a te ly  the 
C ourt of A ppeals in the  Sixth C ircuit, acknow ledging’ the expressed 
in ten t of Congress, recognized th a t the agency had gone too far and 
struck  dow n the  un w arran ted  proh ib ition .10 C oncerning th is  proh ib i
tion, the  court found th a t the danger w hich was being a ttem p ted  to 
be rem edied was adequately  covered by o ther requirem ents of the 
O rder. T he court concluded its consideration of th is  issue as follows': 
(a t 891)

W e can find no C ongressional policy against self-m edication on a trial and 
e rro r basis w here the consum er is fully inform ed and the product is safe as 
G erito l is conceded to be. In  fact, C ongressional policy is to  encourage such 
self-help. In  effect the Com m ission’s O rder 1 (f) tends to place Geritol in 
the prescrip tion  field. W e do not consider it w ithin the pow er of the Federal 
T rade Com m ission to rem ove Geritol from  the area of p roprietary  drugs and 
place it in the area of p rescrip tion  drugs.

In  J. B. Williams, the Com m ission m ade a finding of fact th a t the 
Geritol advertising implied that a person can determine the presence of 
iron deficiency anem ia from his tiredness sym ptom s.11 T he Com m is
sion fu rth er determ ined th a t a person cannot rely on the  tiredness 
sym ptom  as an indication of such condition. T h is was the basis for 
the  “self-d iagnosis” prohibition.

T he C ircuit Court, w hile refusing  to  susta in  the Com m ission s 
p roh ib ition , did susta in  the above finding of a fact. T he court s ta ted  
a t 887: “T he C om m ission’s finding th a t the Geritol advertisem ents 
create a false and m islead ing im pression on the public by tak ing  com 
mon or universal symptoms and representing the symptoms as generally  
reliable indications of iron deficiency or iron deficiency anem ia, is
supported  by substan tia l evidence.’

" “. . . cease and desist from  . . .
“ 1. D issem inating  or causing to  be 

disseminated . . . ir. commerce . . . any 
advertisem ent :

“ (f) which represents directly or by 
im plication th a t the presence of iron 
deficiency or iron deficiency anem ia 
can be self diagnosed or tha t either can 
generally be determined without a medi
cal test conducted by or under the 
supervision of a pnysician . .

10 See footnote 8.
11 “In substance, these people are told 

th a t ‘the reason’ they feel tired and

w orn-out ‘m ay be iron poor blood,’ 
and tha t Geritol ‘can help’ them  regain 
their streng th  and energy. T his is an 
obvious invitation to any person with 
tiredness symptoms to self-diagnose his 
trouble as a deficiency of iron—and 
take Geritol. In other words, respon
dents, by constan tly  telling all tired 
people tha t their trouble m ay be iron 
deficiency, thereby  im ply th a t iron de
ficiency is a com m on affliction, such as 
a cold or headache, and that their tired
ness generally  indicates this condition.” 
(Com m ission opinion in / .  B. Williams 
Company, Inc., Page 19, September 28, 
1965.)
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T herefore, a lthough  the G eritol advertising  was found to  be m is
leading on th is question, the  F T C  a ttem p t to correct the m atte r was 
judged  to  be excessive and con trary  to  Congressional policy.

As clear as the  Sixth C ircuit was in its / .  B. W illiams opinion, 
apparen tly  F T C  did not get the m essage. In  an O rder dated  June 
26, 1968, the Com m ission set down even broader p roh ib itions on the 
“self-d iagnosis” issue.12

Even more astonishing is the opinion supporting the S'. S'. S. Order. 
T he  Com m ission cites the portion  of the / .  B. Williams case noted 
above.13 In  an a ttem p t to avoid the obvious adm onition of the  Court 
of A ppeals, the  Com m ission finds it “necessary to  d istingu ish  be
tw een self-diagnosis and self-m edication.” H av ing  found th a t iron 
deficiency cannot be self-diagnosed, the Com m ission contends th a t 
rep resen ta tions to  the  con trary  cannot be condoned m erely because 
C ongressional policy favors self-m edication on a tria l-an d-e rro r basis. 
I t  therefore concludes th a t in order for its O rder to  be effective in 
requ iring  fu tu re  S. S. S. advertising  to  be fully in form ative, the  “ self- 
d iagnosis” proh ib itions are essential.

T he po ten tia l im pact of th is decision m ay be gauged from  con
sideration  of the portion  of the  opinion supporting  the disclosure 
provisions of the  order.14 T he Com m ission m ay be em bark ing  on a

12 In  the M atter of S. S. S. Company, 
D. 8646, The Commission’s Order pro
hibits :

“1. D issem inating  . . . any advertise
m ent which represents . . . th a t:

(a) T he use of such preparations 
will be of benefit in the prevention, 
relief or trea tm en t of tiredness, lack of 
pep, energy or strength, weakness, list
lessness, run-down feeling or nervous
ness, or any o ther sym ptom  . . . unless 
such advertisement also discloses clearly 
and conspicuously, in immediate or close 
proxim ity, and w ith equal prom inence, 
to any such represen ta tions: 2 3

(2) that the presence of iron deficiency 
anem ia or iron deficiency of any de
gree cannot be self-diagnosed and can 
be determ ined only by m eans of m edi
cal or laboratory  tests conducted by or 
under the supervision of a physician; 
and

(3) that the presence of a  deficiency 
of the B vitam ins, or of any vitam in,
PAGE 4 9 6

cannot be self-diagnosed and can be 
determ ined only by m eans of m edical 
or labora tory  tests conducted by or 
under the supervision of a physician.

^  *
(c) T he presence of iron deficiency 

anem ia or iron deficiency of any de
gree can be self-diagnosed.

(d) T he presence of iron deficiency 
anemia or iron deficiency of any degree 
can generally  be determ ined w ithout 
medical or laboratory tests conducted by 
or under the supervision of a physician.

(f) T he presence of a deficiency of 
the B vitam ins, or of any vitam in, can 
generally be determ ined w ithout m edi
cal tests conducted by or under the 
supervision of a physician.”

13 See footnote 8.
14 Opinion, pages 15, 16. “T he p u r

pose of the disclosure provisions in this 
order, as in the / .  B. W illiams order, is 
to insure th a t the consum er is in fact 
fully informed. Respondents’ advertise-

(Continued on next page.)
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new  crusade tow ard  an old objective. W h e th e r the Com m ission is 
confused or try in g  to confuse the situation  rem ains to  be seen. In  
any event, the  a ttem p t to im pose the concept of self-diagnosis on the 
rig h t to  self-m edication is no t novel.

A Significant Distinction
As s ta ted  above,15 the orig inal D urh am -H um ph rey  bill defined a 

prescription drug as “safe and efficacious for use only a fte r profes
sional diagnosis by or under the  supervision of a p rac titioner . . .” (em 
phasis supp lied ). C ongress deleted the term  “d iagnosis” as well as 
“efficacious” in floor debate.

T he M inority  R eport from  the  H ouse C om m ittee by the members 
sponsoring  the  floor am endm ent specifically a ttacked  the inclusion 
of drugs, safe only after m edical diagnosis, and im plied th a t the lay
m an should be able to self-m edicate even though  he m ay no t be able 
to  m ake a diagnosis :

F o r fu rther illustration , a tten tion  m ay be draw n to the w ord diagnosis. 
D rugs which the A dm in istra to r determ ines are not safe or efficacious until after 
professional diagnosis are to be restric ted  to  prescrip tion  sale. I t  is well know n 
th a t there are some experts w ho en tertain  the view th a t hardly any drug  is 
either safe or efficacious w ithout professional d iagnosis; th a t the laym an is not 
com petent to diagnose his ailm ents and that, w ithout being able to  diagnose, 
he is all the m ore unable to prescribe for him self.16

T he M inority  H ouse R eport should be of principal significance 
in determ in ing  legislative in ten t, because the M inority  bill succeeded.

T he  difference in scope betw een requ iring  prescrip tion  d ispens
ing w here m edical supervision is necessary to effective use, and requiring 
such dispensing w hen m edical diagnosis is necessary tc effective use, is
(Footnote 14 continued.) 
m ents create the false im pression that 
tiredness is generally or frequently a t
tributab le to iron deficiency or iron 
deficiency anem ia. In  effect, w hen the 
reader is asked to draw  the conclusion 
th a t his tiredness is attribu tab le  to iron 
deficiency, he is being asked to engage 
in self-diagnosis. W e do not hold in 
this case th a t such an invitation to 
self-diagnosis is prohibited. However, 
we agree w ith the court in the / .  B. 
W illiams case that w here an advertise
m ent for a  p roprie ta ry  d rug  seeks to 
sell the product cn the basis of such 
self-diagnosis, the consum er m ust be

fully and honestly  inform ed of the  
m aterial facts.

If self-medication is to be encouraged, 
it is im po rtan t th a t there not be a 
w rong diagnosis. If  each of us is in
vited to become his own doctor and 
to choose am ong the various rem edies 
offered for sale to  the public, a  clear 
obligation rests on the seller to dis
close all the relevant facts concerning 
his product, including its dangers, if 
any, and the lim its of its efficacy.”

13 See footnote 3.
16 H. R. Rept. No. 700 (82nd Cong., 

1st Sess.) 30 (1951)
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quite  substan tia l. T he considerations are identical w hether the m a t
te r  is being viewed in term s of the F T C  Act or the Federal Food, 
D ru g  and Cosm etic Act.

A significant distinction can be made between the need for knowl
edge of one’s own condition for purposes of self-medication and the 
need for m edical adm inistra tion  of a d rug  for purposes of se ttin g  
the dosage or vary ing  the dosage or exam ining for side effects. W hen 
w eigh ing the cost and inconvenience of p rescrip tion  drugs against 
possible harm  from self-m edication. Congress apparen tly  concluded 
that a person’s knowledge of his own condition could be derived in 
any  num ber of w ays, bu t th a t the need for m edical skill in adm inis
tra tio n  could be satisfied only by going to a physician in each case.

F D A  has itself recognized th a t the lay ab ility  to  m ake a diagnosis 
is not a p rerequisite  to  self-m edication. One need only look to some 
of the w arn ings required  by F D A  for “sw itch lis t” d rugs (21 C. F. R. 
§ 130.102). or those recommended for O TC Drugs (21 C. F. R. § 131.15). 
Scopolam ine m ay be sold O T C  if the label w arns against use by per
sons w ith  glaucom a ; ephedrine, if there is a w arn ing  against use by 
persons w ith  high blood pressure, heart disease, diabetes, or thyro id  
disease: m ethylresaniline chloride if there  is a w arn ing  against use 
by  persons w ith  heart, kidney, liver disease or in testinal disorders.

T hese conditions cannot be diagnosed by a laym an. T he  w a rn 
ings are effective only after m edical diagnosis and the respective 
drugs are absolutely safe only after medical diagnosis. Yet they remain 
approved O T C  drugs because m edical supervision is unnecessary for 
th e ir  safe use in the conditions and for the sym ptom s indicated on 
the  label.

Conclusion
Recited above are a few specific instances w here an individual 

com pany or a group  of individuals or o rgan izations opposed the 
actions of F D A  and F T C , w hen it w as felt th a t these agencies had 
m isconstrued  the  direction of Congress. In the  Decholin case and 
the  V itam in D regulation , the governm ent agency w ithdrew  from  its 
position. In  the Decholin, J. B. Williams and Qitick-O-Vcr cases, the 
courts determ ined th a t the governm ent theories w ere not app ropria te  
in ligh t of the basic s ta tu te  and Congressional policy. H ow ever, since 
these regu la to ry  agencies have been pu rsu ing  th is theory  for so m any 
years, it is obvious that they have successfully forced their policies on 
o ther individuals or com panies. T oo frequently  it is m ore expedient
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to  accede to  a dem and for re-labeling, or default on a seizure, ra th er 
than  to  face litigation. An individual p roduct is quite often con
sidered  no t w orth  the  price of litigation . F urtherm ore , w hen con
te s tin g  w ith  a governm ent agency on m atte rs  of health , there is 
alw ays an additional burden on the defending party .

E ven in the ligh t of the set-backs discussed above, it is unlikely 
th a t F D A  and F T C  will abandon the described policy im m ediately. 
T he  A. S. S. case is immediate evidence of th a t conclusion. Flowever, 
if m ore persons and firms will m eet the challenge in these isolated 
cases as they  arise, such policy m ight wrell be abandoned. As can 
be seen from  the above discussion, the  individual or firm w ho con
tests  w ith  the agency over such policy can be expected to  receive 
fair trea tm en t in the courts.

F u rth erm ore , individual com panies ough t not w ait until one of 
th e ir  p roducts or th e ir  in teg rity  is a ttacked . I t  w ould seem logical 
th a t th ro ug h  individual m eans or th ro ug h  som e united  effort, the 
public should be m ade aw are of th is a ttem p t a t un w arran ted  restric 
tion  of its basic rig h t to  freedom  of choice. T he consum ing public 
should also be thorough ly  inform ed of the  m anner in w hich C ongress 
has p ro tected  th a t righ t. T o com plete th is  educational process the 
public should be to ld how to recognize w hen those righ ts  are un 
reasonab ly  pu t in jeopardy. T h rou gh  such an in form ational program  
bo th  the m anufactu rers of d rugs and th e ir custom ers can w ork to 
g e ther in assu ring  th a t safe hom e rem edies will alw ays be available 
as p a rt of the public health  program  in th is country . [The End]

PROMOTIONAL DRUG LABELING RULES STRENGTHENED
E ssen tial prescrip tion  inform ation in prom otional drug  labeling 

m ust be “the same in language and em phasis” as in the package insert, 
under new am endm ents to the d rug  advertising  regulations adopted by 
the Food ad D ru g  A dm inistration . T he am endm ents as proposed on 
Ju ly  18 were adopted w ithout change. F orm er regulations required th a t 
the language be “substantially  the sam e.”

T he F D A  said tha t the form er language of the regulations was 
inadequate because, frequently , im portan t prescription inform ation was 
om itted in prom otional labeling o r was presented  in a m isleading 
m anner. Reg. §§ 1.106, 130.4, 130.9, and 146.2, C C H  F ocd D rug Cos
metic L aw R eports 1f 9923, 71,304, 71,309, and 74,252.
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The EEC on the Way 
to a Common Market for Drugs: 
Its Meaning for Foreign Imports

By WALTER P. VON WARTBURG

Dr. W alter P. von Wartburg, Dr. IUR., LL. M., of Basle, 
Switzerland, Is the Author of the Following Article.

T H E  F IR S T  O F  JU L Y  1968 is regarded as an important mile
stone in the history of the European Economic Community (E E C ). 
T he deadline for a to ta l elim ination of tariffs w as set to  b rin g  about 

a natural freedom of intra-Community trade among the six Member 
Countries of the E E C .1 There exists one area, however, which will not 
benefit from the increased elimination of trade barriers, namely the 
inter-M ember State trade with industrially manufactured drugs, called 
pharmaceutical specialties.2 Many steps have already been taken to rem 
edy this situation,3 the last one4 of which merits close attention even 
outside the E E C  and will be discussed in the following analysis.

1 F o r fu rther reference see: I n fo r 
m a t io n  M e m o r a n d u m  f r o m  th e  E u r o p e a n  
C o m m u n ity  In fo r m a tio n  S e r v ic e ,  J u n e  14, 
1968. CCH  Common M arket R eposts 
1f 9239.

2 T he E E C  definition of a pharm a
ceutical specialty, also called branded
pharm aceutical, is: “A ny m edical p rep
aration prepared in advance, sold under 
a special nam e and put up in a special 
w ay” A rticle 1 of the “F ir s t  C o u n c il  
D ir e c tiv e  o n  th e  A p p r o x im a tio n  o f  L e g 
is la t iv e , R e g u la to r y  a n d  A d m in is t r a t iv e  
P r o v is io n s  G o v e r n in g  P h a r m a c e u tic a l  
S p e c ia l t ie s ,"  issued by the Council Jan 
uary 26, 1965. Published in the O ffic ia l  
J o u r n a l  o f  th e  E u r o p e a n  C o m m u n it ie s ,
PAGE 5 0 0

No. 22, (F eb ru a ry  9) 1965, page 369. 
Am ended by Council directive of Ju ly  
28, 1966, O ffic ia l  J o u r n a l  o f  th e  E u r o 
p ea n  C o m m u n it ie s ,  No. 144, August 5, 
1966, page 2658. See C C H  Common 
M arket R eports f  3404.

3 Besides the initially mentioned F irst 
Council D irective several o ther p ro
posals for directives have been sub
m itted  to the Council by  the Com 
m ission for finalization. A m ong these 
are to be cited: " P r o p o s e d  S e c o n d  D i 
r e c tiv e  o n  th e  A p p r o x im a t io n  o f L e g is la 
t iv e , R e g u la to r y  a n d  A d m in is t r a t iv e  
P r o v is io n s  G o v e r n in g  P h a r m a c e u tic a l

( C o n tin u e d  on  n e x t  p a g e .)
4 F or footnote 4, see next page.
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Territorially Limited Authorizations
Pharmaceutical specialties may be put on the market in a Member 

State of the E E C  only if it has been granted an authorization by the 
competent authorities of such Member State. In principle, an authoriza
tion, also called sales license, is given subsequent to a procedure similar 
to  the U. S. New D rug Application system. But contrary to the federal 
order of the Food, Drug and Cosmetic Act, there still exist different 
systems of registering pharmaceutical specialties in the various Member 
States of the EEC. In  Qermany, every pharmaceutical specialty must be 
the  ob ject of an application to  the  M in istry  of Public H ea lth  and 
be recorded in the register for specialties.5 France requires that a so- 
called visa be obtained from the M inistry of Public Health prior to put
ting the specialty on the m arket.6 Belgium provides for registration 
with the M inistry of Public Health on opinion and advice by a commis
sion of “medicaments.”7 Luxemburg follows the same pattern.8 Italy9 and 
the Netherlands10 provide for registration with Public Health Ministries.
(Footnote 3 continued.)
Specialties,” proposal subm itted to the 
Council by the Com m ission on F eb
ru ary  19, 1964, Official Journal of the 
European Communities, No. 107, June 
19, 1965, page 1825. See C C H  Common 
M arket R eports If 3431. "Proposed
Third Directive on Approximation of 
Member State Legislation Concerning 
Pharmaceutical Specialties,” proposal 
subm itted  to the Council by the Com 
m ission on D ecem ber 7, 1967, Official 
Journal of the European Communities, 
No. C14, F e b ru a o ' 24, 1968, page 4. 
See C C H  Com m on M arket R eports 
H 3433. "Proposed Directive on the A p 
proximation of Member State Legislation 
on M aterials That M ay Be Added to 
Pharmaceutical Specialties for Coloring." 
proposal subm itted to  the Council by 
the Com m ission on June 9, 1966, O f
ficial Journal of the European Commu
nities, No. 17, Janu ary  28, 1967, page 
265. See C C H  Common M arket R e
ports f  3435. “Proposed Directive on the 
Approximation of Member State Legisla
tion Relating to the Advertising of Phar
maceutical Specialties and to the Pack
age Leaflet,” proposal submitted to the 
Council by the Com m ission on June 
7, 1967, Official Journal of the Euro
pean Communities, No. 248, O ctober

13, 1967, page 18. See C C H  Common 
M arket R eports H 3437.

4 "Proposed Third Directive on A p 
proximation of Member State Legisla
tion Concerning Pharmaceutical Special
ties.” proposal submitted to  the Coun
cil by the Com m ission on D ecem ber 
7, 1967, Official Journal of the European 
Communities, No. C14, F eb ru ary  24, 
1968, page 4. See CCH  Common M ar
k e t  R eports 1f 3433.

° “Gcsctz i'tbcr den Verkehr m it A rs-  
neimitteln” of May 16, 1961, Art. 21.

““Code de la Santé Publique" as 
amended in the French Journal Officiel 
of February 8, 1959, and April 7, 1966, 
Art. L 601.

A rrêté Royal” of June 6, 1960 and 
“W et op de Geneesmiddelen” of March 
25, 1964, Article 33, 36.

8 “Loi portant réglementation générale 
de la vente, du débit et de la publicité 
des spécialités pharmaceutiques dans le 
Grand-Duché de Luxembourg” of M ay 
23, 1958.

° “Regolamente contenente norme per la 
produzione cd U commercio delle spe
cialità medicinali, R .D .” of M arch 3, 
1927 and Law  of M ay 1, 1941, No. 422.

10 “IVet op de Geneesmiddelen voor- 
sieninq” of Ju ly  28, 1958 and Decree of 
July 16, 1963, Art. 4.
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In  accordance with the commonly accepted principle of the te r
ritorially limited legal effects of administrative decisions issued by a. 
domestic authority, a sales license obtained in one country has no validity 
in the territory of another nation.

As a result of the existing legal varieties in the EEC , a drug manu
facturer who wants to introduce a new pharmaceutical specialty in the 
entire European Common M arket is forced to go through a complicated 
system of drug registration in every one of the six Member States, He 
has to prepare six times all pertinent scientific data for submission of 
the required new drug applications, he has to perform clinical studies in 
various places, and he is obliged to follow separate registration pro
cedures in all of the E E C  Member States.11

Furtherm ore, even if a manufacturer has registered a given phar
maceutical specialty with all competent public health authorities and, 
accordingly, has obtained a sales license in each of the six Member States, 
a free interstate trade within the E E C  is not possible. The six national 
markets remain separate.12 Due to a puzzling variety of different national 
provisions with regard to the manufacture, advertising and dispensing of 
pharmaceutical specialties and due to divergent national systems of pro
tection of the public, a pharmaceutical specialty— even though registered 
in all Member States— cannot circulate freely within the E E C .13 F or 
pharmaceutical specialties there exists no Common M arket as yet.

Mutual Recognition of Sales Licenses
The drug control legislations of each E E C  Member State are an 

expression of the public policy according to which each of the authorities 
intends to safeguard the interests of public health within its territory 
when deciding on the admission of new pharmaceutical specialties. Given 
the obvious natural diversities in the different countries forming the E E C  
it is quite obvious that the rules and provisions in the public health

11 F or details see, for example, Cous- 
tou, Auby, Bemay, H auser Droit phar
maceutique (1963).

So’di, “Produzione e Controllo delle 
specialità medicinali in Italia” in Cro
nache Farmaceutiche June 1968, No. 3, 
page 140.

T reillard , “La pharmacie allemande” 
in Droit et Pharmacie, 1962.

Auby “La pharmacie belge” in Droit 
et Pharmacie, 1963.

D u prat “La réglementation des spé
cialités pharmaceutiques dans la C E E ”

in Revue du Marché Commun 1965, page 
296.

32 See Campet “Die Errichtung eines 
Gemeinsamen M arktes für  Arzneispezial
itäten” in Die Pharmazeutische Industrie 
June 1968, page 360.

13 See Schoenbaum “Harmonization of 
Lazos Concerning Pharmaceuticals in the 
European Economic Community” in The 
American Journal of Comparative Lazo 
Vol. 15, 1967, page 525.
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area vary to a considerable extent in the six Member States.14 It is 
conceivable that the existing disparities may even lead ta different deci
sions by national authorities on the same or similar issue? relating to the 
reg istra tion  of a pharm aceutical specialty.

For many years now the Commission of the E EC  has been des
perately trying to harmonize the various national drug control laws on 
the basis of article 100 of the Rome T reaty.15 To this purpose the Com
mission has submitted a great number of proposals for directives to the 
Council of M inisters.16 However, the harmonization process being a very 
difficult one, it may not be surprising that, as of today, only one direc
tive has been put into force by the Council of Ministers.17 And even 
this F irst Directive has not yet been fully implemented into the national 
laws of the Member States.18

Faced w ith  the actual deadlock in the harm onization  procedure 
caused by the Council of M inisters—w hich for political and prac
tical reasons has not promulgated any further directives over the last 
four years—the EEC  Commission has put forward a proposal for a direc-

11 Duprat, page 298. See footnote 11.
15 According to the provisions of Art. 

100 of the T reaty  establishing the Euro
pean Economic Community the Council, 
acting by means of an unanimous vote 
on a proposal of the Commission, shall 
issue directives for the approximation of 
such legislative and administrative pro
visions of the Member States as have 
a direct incidence on the establishment 
or functioning of the Common Market. 
For further reference see, for example, 
Stein, '‘A s s im i la t io n  o f  N a t io n a l  L a w s  as  
a F u n c tio n  o f E u r o p e a n  I n te g r a t io n ” in 
A m e r ic a n  J o u r n a l  o f  In te r n a t io n a l  L a te ,  
Vol. 58, 1964, page 1. Monaco, " C o m 
p a ra iso n  e t ra p p r o c h e m e n t d e s  lé g is la 
t io n s  d a n s  le M a r c h é  C o m m u n  E u r o p é e n ” 
in R e v u e  In te r n a t io n a le  de D r o i t  C o m 
p a ré , Vol. 12, 1960, page 61. Schwartz, 
" Z u r  K o n z e p t io n  d e r  R e c h ts a n g le ic h u n g  
in  d e r  E u r o p ä is c h e n  W ir ts c h a f t s g e m e in 
s c h a f t” in P r o b le m e  d e s  E u ro p ä isc h e n  
R e c h ts ,  Festschrift für W . Hallstein, 
1966, page 474. Malintoppi “I l  r a s v ic in a -  
m e n to  d c lle  l e g i s la t i o n  co m e  p ro b le m a  d i  
d ir i t to  in te r n a t io n a le ” in R iv is ta  d i d ir it to  
in te r n a t io n a le  Vol. 42, 1959, page 239.

10 See footnote 3. A dditionally there 
are quite a num ber of proposals for

directives under consideration w ith in 
the com petent services of the Com m is
sion relating  m ainly to the approx
im ation of national legislations w ith 
regard  to freedom  of establishm ent 
in the pharm aceutical sector.

17 “F ir s t  C o u n c il  D ir e c tiv e  on th e  A p 
p r o x im a tio n  o f  L e g is la t iv e ,  R e g u la to r y  
a n d  A d m in is t r a t iv e  P r o v is io n s  G o v e r n 
ing  P h a r m a c e u tic a l  S p e c ia l t ie s ,” issued 
by the Council January 26, 1965. Pub
lished in the O ffic ia l  J o u r n a l  o f the  
E u ro p e a n  C o m m u n it ie s ,  No. 22, Feb
ruary 9, 1965, page 369. Amended by 
Council Directive of July 28, 1966, O f
f ic ia l  J o u r n a l  o f th e  E u r o p e a n  C o m m u 
n itie s . No. 144, August 5, 1966, page 
2658. See CCH Com v o x  Market Re
ports, 3404.

1S O nly Belgium , F rance and I ta ly  
have thus far taken the necessary 
steps for the im plem entation of the 
provisions of the F irs t Council D irec
tive into their public health legislations. 
B elgium : “M o n ite u r  b e ig e ” of N ovem 
ber 11, 1966, page 11.362. F rance: 
" O r d o n n a n c e  F ra n ç a ise  N o .  67 -827” of 
September 23, 1967. Ita ly : " C ir c o la r e  
54 b is ” of M arch 30, 1967.
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tive stating the principle of mutual recognition of sales licenses among 
all the authorities of the six Member States.19 I t is evident that the 
Com m ission by proposing th is principle is try in g  to  reactivate the har
monization process, and intends to show a way out of the impasse.

It would have been much more logical to first complete the har
monization and co-ordination of the existing drug control laws in the 
various Member States before attempting to establish a system of mutual 
recognition of sales licenses,20 But, since an overall harmonization of 
pharmaceutical provisions within a reasonable time period seemed un
likely, it is now suggested to the Council of M inisters that, by issuing 
the proposed directive, each Member State of the E E C  should be obliged 
to accept as valid, for its own territory, a sales license for a pharm a
ceutical specialty issued in any one of the E E C  countries.

Contents of Third Directive
The proposed T hird Directive very rightly states as a reason for 

its being submitted to the Council that the existing necessity of having 
to register a pharmaceutical specialty in each one of the six Member 
States represents a  serious obstacle to the envisaged establishment of a 
Common Market because it favors the separation of the individual na
tional markets.21 I t suggests that a system of mutual recognition of sales 
licenses by the public health authorities he introduced with a view to 
enabling the marketing of a new drug, after a minimum amount of time, 
in the entire territory of the E E C .22 Based on such a system, the inter- 
Member State trade in pharmaceutical specialties would be facilitated 
and the idea of a common market for drugs within the EEC could even
tually be realized.23

10 “P r o p o s e d  T h i r d  D ir e c tiv e  o n  A p 
p r o x im a tio n  o f  M e m b e r  S ta t e  L e g is la 
tio n  C o n c e r n in g  P h a r m a c e u tic a l  S p e c ia l
tie s .” proposal submitted to the Council 
by the Commission on December 7, 1967, 
O ffic ia l  J o u r n a l  o f  th e  E u r o p e a n  C o m 
m u n it ie s .  Xo. C14, F eb ru ary  24, 1968, 
page 4. See CCH  Common M arket 
R eports If 3433.

20 For further reference see von W art- 
burg, “D ie  R c c h ts a n g le ic h iin g  d e s  A r z -  
n c im i t te l r c c h ts  in  d e r  E u r o p ä is c h e n  W i r t 
s c h a f ts g e m e in s c h a f t” in A u s s e m v ir t s c h a f t -  
s d ie n s t  d e s  B e tr ie b s -B e r a te r s ,  1967, page 
293.

21 Third Considering: See CCH Com
mon M arket R eports If 3433. The com
ments of the European Parliam ent given 
to the C om m ission’s proposal also rec
ognize this situation. See E u r o p ä is c h e s  
P a r la m e n t,  S i tz u n g s d o k u m e n te  1968-1969 , 
Dokument 55 of June 26, 1968, page 13.

22 Fourth Considering: See CCH Com
mon M arket Reports ff 3433.

23 The intentions of the EEC  as ex
pressed in the Rome Treaty are twofold: 
(a) Unification of the national markets 
by means of assuring free inter-Member 
State trade and (b) Creation of an un-

( C o n tin u e d  on n e x t  p a g e .)
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After having laid down the principle of mutual recognition,24 the 
text of the proposed Third Directive states that the national authority 
which has granted a sales license is obliged to send tc every Member 
State indicated by the person responsible for the marketing a copy of 
such license together with a translation of all relevant documents and 
information.25 A Member State that has been duly notified of the grant
ing of a sales license for a given pharmaceutical specialty in another 
Member State shall publish the name of such specialty in its official 
government publication within a period of not more than thirty days 
following receipt of such notification.20 The legal effect of such publica
tion would be the recognition of the validity of a sales license for the 
territory of the Member State which had received the notification.27 
A refusal to recognize the sales license of one E E C  country by the 
authority of another Member State would only be possible under few 
and specifically defined circumstances.28 In the event of a difference of 
opinion among the Member States, and in case the individual authorities 
fail to arrive at a common agreement, the Commission of the European 
Communities shall lie promptly informed. The Commission shall then 
call in experts designated by the Member States who will be empowered 
to make appropriate recommendations.29 A transitional provision adds 
the obligation that, pending the co-ordination of the laws on the manu
facture of medicinal preparations, the Member States shall take all ap
propriate measures to ensure that the pharmaceutical specialties are manu
factured and checked under the direction of a pharmacist or of a person 
who, in addition to a certificate of qualification, has at ‘east three years 
experience in the manufacture and control of pharmaceutical specialties.30
( F o o tn o te  23  c o n tin u e d .)  
distorted system of inter-Member State 
competition by means of harmonizing the 
various national elements of competition. 
For further reference see, for example, 
von der Groeben " D ie  A u fg a b e n  d e r  
W e ttb e w e r b s p o ü t i k  in  G e m e in sa m e n  
M a r k t  u n d  in d e r  A tla n t is c h e n  P a r tn e r 
s c h a f t” in W ir ts c h a f t  u n d  W e t tb e w e r b ,  
1964, page 1001 : Guenther “ W e g e  m ir  
E u r o p ä is c h e n  W e ttb e w e r b s o r d n u n g ” in 
S c h r i f te n r e ih e  m a n  H a n d b u c h  f ü r  E u r o p ä 
isc h e  W ir ts c h a f t .  W ith special regard to 
pharmaceutical specialties see: Duprat, 
see footnote 11, page 304; and von W art- 
burg, see footnote 20, page 294/295.

24 Article 1 : See CCH Common M ar
ket R eports, ff 3433A.

25 Article 2 : See CCH Common M ar
k e t  R eports, If 3433B.

26 Article 3 : See CCH Common M ar
ket R eports, ff 3433C.

27 Article 4: See CCH Common M ar
ket R eports, ff 3433D.

28 Article 6: See CCH Common M ar
ket R eports, ff 3433F.

29 Article 7: See CCH Common M ar
ket R eports, ff 3433G.

30 Article 8: See CCH Common M ar
ket R eports, f  3433H. The question as 
to what kind of qualification a person in 
charge of controlling the manufacture of 
pharmaceutical specialties should have has 
given rise to non-ending discussions pro
voked mainly by national associations of 
pharmacists. This transitional provision 
intends to compromise the absolute de
mand that only pharmacists be qualified 
for such positions.
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Observations on the Third Directive
The ultimate goal of the envisaged Common M arket for drugs in 

the EEC, namely the granting of European sales licenses valid through
out the entire EEC, may well be regarded as having come a considerable 
step closer.31 This is manifested also in one of the provisions of the 
proposed Third Directive requesting the Commission to determine, on 
the basis of the experience acquired in the first three years of application, 
whether European sales licenses valid throughout the entire Community 
m ay be su b stitu ted  for the proposed principle of validation th ro ug h  
mutual recognition.32

Despite this positive move towards a more liberal system for putting 
pharmaceutical specialties on the market of the EEC, some doubts con
cerning the adequacy of the approach and the methods must not be over
looked. The fact that the Member States of the E E C  have not been able, 
as of today, to reach a com m on un derstand ing  w ith regard  to  the 
contents and principles of a harmonized and co-ordinated procedure for 
reg iste rin g  pharm aceutical specialties in th e ir respective te rrito ries  
is deplorable, bu t it rem ains, nevertheless, the reality  of the  actual 
situa tion .33 If it is tru e  th a t a com m on agreem ent on the adequate 
material and procedural rules for registration of pharmaceutical special
ties with a view to granting sales licenses is far from being reached 
among the E E C  countries, one cannot help wondering why there should 
be a common acceptance of the proposed principle of mutual recog
nition of sales licenses. A prior approximation of the pertinent national 
drug control legislations seems almost to be a conditio sine qua non for 
the possibility that a license granted in one country should become valid 
in the territory of another one.

Be that as it may, the intention of the Commission to promo', e the 
principle of mutual recognition of sales licenses in the interest of a ready 
availab ility  of new drugs w ith in the entire  E E C  nevertheless m erits 
interest and consideration. It shows its willingness to ask for an advanced 
integration of the national drug markets. At the same time, it proves 
the determination to further inter-M ember State competition in the phar
maceutical sector, even though the various public health laws are not 
yet harmonized, and despite the diversity of the factors determining

31 Given the overall situation of the a unanimous vote is needed—on the Com- 
E E C  at the present time, it is, however, mission’s proposal, 
uncertain whether o r not the Council of 32 Article 11. See CCH Common M ar-
Ministers is going to decide positively— ket R eports, 3433L.

33 Cam pet, see footnote 12, page 362.
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intra-State competition in the different Member States.34 Such an ap
proach shows that prim ary importance is being given to the interests 
of the medical profession and the public in benefits available from new 
discoveries of the research-based drug industry at the earliest possible 
moment throughout the EEC. Possible distortions of inter-Member State 
trade which are likely to be the result of a system of mutual recog
nition of sales licenses might therefore be tolerated.

This aspect will be relevant in the following search for an objec
tive answer to the question of whether or not pharmaceutical specialties 
which are imported from third countries should also benefit from the 
system of mutual recognition of sales licenses within the EEC.

The Third Directive and Non-Member States
The proposed Third Directive mentions in one of the preliminary 

considerations35 that . . the new provisions that will govern the in
troduction of pharmaceutical specialties on the market in a similar 
manner in all the Member States cannot be applied fully to pharm a
ceutical specialties which are produced in third countries, and that as a 
result such pharmaceutical specialties cannot, for the time being, be 
included in the system of mutual recognition of sales licenses.'' Jn other 
words, pharmaceutical specialties which are manufactured in a non- 
Member State of the E E C  to be imported into the Common M arket 
for distribution have to be registered, as before, according to separate 
procedures with each one of the national public health authorities con
cerned. I t is obvious that this implies a considerable competitive dis
advantage for foreign drug manufacturers which will hardly be under
stood. As a general principle, the granting of a sales license is based 
on the evaluation of all the subm itted  docum ents required  for an 
application. The result of such evaluation is either positive or negative. 
If it is positive, the sales license will be granted without regard as to 
where the specialty is being manufactured.

No doubt, certain protectionist measures are part of the very reason 
for the creation of an economic union. However, one might fairly argue 
that their adequacy appears to be somewhat less apparent in the light

31 Differing provisions with regard to
freedom of establishment of pharmaceu
tical firms, advertising of drugs to the
medical or lay profession, granting of
pharm aceutical patents, price contro l
m easures and social security  system s
in the individual M em ber S tates will

no doubt arb itrarily  affect the free 
flowing of in te rsta te  trade w ith p har
maceutical specialties. For further ref
erence, see von W artb u rg  (see foot
note 20), page 296.

35 Fifth Considering: See CCH Com
mon M arket R eports, lj 3433.
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of the manifold public health aspects which are at stake. Therefore, the 
question whether the economic or the health interests ought to be given 
preference cannot readily be answered under the given circumstances. 
I t  is particularly interesting to note that the Commission of the European 
Communities is apparently prepared to let the interest of public health, 
namely the advantage of an early availability of a new pharmaceutical 
specialty throughout the entire Common Market, prevail over the economic 
improvement of a balanced and undistorted inter-M ember State trade 
among the various E E C  countries. This is evidenced by its described 
intention to arrive in practice at a system of mutual recognition of 
sales licenses, despite the existing discrepancies of the different public 
health laws, and even though the competitive situations in the various 
countries are far from being equalized. I t appears therefore, that the 
Commission greatly favors the idea of a Common M arket for pharm a
ceutical specialties, and is not too much worried by possible inter-M ember 
State trade distortions as long as a less hampered marketing of new 
drugs within the whole E E C  area is to be expected.38

In view of the reasonable approach of the Commission in weighing 
economic versus public health interests, it is difficult to understand why 
pharm aceutical specialties m anufactured  ou tside the E E C  should be 
banned from the benefit of the envisaged system of mutual recognition 
of sales licenses. If a pharmaceutical specialty is registered in one of 
the E E C  Member States on the basis of the submitted scientific data 
and if the registering public health authority has issued a sales license 
for said specialty, one ought to assume that such sales license should, 
upon request, be equally notifiable to the authorities of other Member 
States for recognition. Considerations as to whether or not the specialty 
is manufactured inside the E E C  should not be a deciding factor.

The discrimination to be expected in the field of registration of 
pharmaceutical specialties manufactured outside the E E C  for use within 
the Common M arket is especially difficult to understand if pharmaceutical 
specialties to be imported into the E E C  area are produced in countries 
which have enacted legislation for the control of the manufacture of

86 The European Parliament having 
been consulted by the Commission 
in accordance with the procedure of 
Art. 100 of the Rome Treaty expressed 
a similar view by saying : “The Euro
pean Parliament. .. expresses the wish 
that [with regard to sales licenses for 
pharmaceutical specialties] a true Com
munity-solution be found which pro-
PAGE 5 0 8

motes the basic goal of a public health 
policy, namely to attain better and easier 
ways and means guaranteeing a quick 
supplying of the public with new highly 
potent pharmaceutical specialties .. . . ” See 
E uropäisches P arlam ent, S itzun gsdoku
mente 1968-1969, Dokument 56 of June 
25, 1968, page 3.
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pharmaceutical products which is at least as effective as the one prac
ticed in the Member States of the EEC. The United States’ system of 
good manufacturing practice control and the very extensive rules and 
regulations ensuring the safety, efficacy and quality of drugs have often 
been called the world’s most stringent public health legislation in the 
drug area.37

Conclusion
The future will show whether or not the Common Market will 

uphold its theory of putting pharmaceutical specialties produced out
side the E E C  area at a disadvantage even if they are to be regarded 
as truly equivalent in all relevant respects to products manufactured 
inside. In the affirmative, this would mean that obstacles to the inter- 
Member States trade would in fact remain for certain products, thereby 
perpetuating a situation which is, in its nature, contrary to the basic 
objectives of a Common M arket.38 [T h e  E n d ]

SUPREME COURT REFUSES TO REVIEW LIGATURE CASE
A  decision by the Court of Appeals for the Second Circuit holding 

that surgical ligatures were new drugs (A M P , Inc. v. Gardner, CCH 
F ood D rug Cosmetic L aw R eports 80,192) will stand as a result of 
the U. S. Supreme Court’s refusal to review the case. The surgical 
ligatures are new nylon devices that surgeons can use to loop around 
severed blood vessels and lock to constrict blood flow. The Court’s 
refusal to review means that the Food and Drug Administration can 
require premarketing clearance of such articles as surgical ligatures. 
Under the Federal Food, Drug and Cosmetic Act, new drugs must be 
approved by the F D A  before marketing, but devices are not subject 
to prior approval.

For a discussion of the treatment of surgical devices in a manner 
similar to that provided for new drugs, including comment on the 
A m p, Inc. case, see “Surgical Implants : Drugs or Devices, and N ew  
Device Legislation” on the following pages.

37 See, for example, Dunlop “The as
sessment of the safety of drugs and the
role of government in their control,” 
Honor Lecture, 1967.

38 See, for example, Mestmaecker 
“Offene M ärkte im System  unverfäl
schten W ettbewerbs in der Europäischen 
Wirtschaftsgemeinschaft” in W irtschaft
sordnung und Rechtsordnung, 1965, page 
545.
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Surgical Implants:
Drugs or Devices, 

and New Device Legislation
By VINCENT A. KLEINFELD

The Following Article Was Presented at the Denver Research 
Institute Conference on Biomedical Materials Held at the 
University of Denver, Denver, Colorado on July 15-20, 1968.
Mr. Kleinfeld Is a Member of the District of Columbia Bar.

IN D IS C U S S IN G  L E G IS L A T IO N  designed to  afford g rea te r p ro 
tection  in connection w ith  im plants and therapeu tic  devices, it is 

interesting to realize how our philosophy with regard to the protection 
of the public in the fields of foods, drugs and devices has continued 
to  expand.

Since a governm ent sponsored device bill follows, to  a con
siderable extent, the pa tte rn  of the new d rug  provisions of the 
Federal Food, D rug and Cosmetic Act, it is helpful, I think, to discuss 
very  briefly ex isting  law  in connection w ith  new drugs.

U nder the orig inal Food and D rugs A ct of 1906, new  drugs w ere 
not required  to  be cleared to  the satisfaction  of the Food and D ru g  
A dm inistra tion  (F D A ) before they  w ere pu t in to the  channels of 
com m erce. Devices were no t controlled in any respect. In  the several 
decades after the  passage of the 1906 A ct, it becam e clear th a t various 
w eaknesses had to  be m et, and am ong the changes pu t in to effect 
by the  F ederal Food, D rug  and Cosm etic A ct of 1938 was a p ro
vision placing therapeu tic  devices under the  coverage of the  s ta tu te . 
T here was and is no provision, how ever, prov id ing  th a t the safe ty  
or effectiveness of a new device m ust be dem onstra ted  to  the  sa tis 
faction of the  F D A  before it is m arketed , nor one dealing specifically 
w ith  transp lan ts.
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A trag ic  incident occurred du ring  consideration of the 1938 
Act. A n un tested  solvent w hich had been used for a sulfanilam ide 
product resulted in the deaths of over 100 persons. It was this tragedy 
which led to  the incorporation  in the 1938 A ct of a provision th a t 
no new d rug  m ight be m arketed  w ithou t p rio r clearance by the  FD A  
as to its safety. Effectiveness, how ever, did no t have to be dem on
stra ted , although  the FD A  took the position w ith  respect to  any 
drug  offered for trea tm en t of a serious condition th a t lack of effec
tiveness would, in fact, m ake the product an unsafe one. T he term  
“new  d ru g ” w as defined in the 1938 A ct as any d rug  w hich was no t 
generally  recognized by qualified scientific experts as safe for use 
under th e  conditions specified in the d ru g ’s labeling. If a new drug  
w as p u t on the m arket w ith ou t prio r clearance by the FD A , the 
product could be seized and its manufacturer criminally prosecuted.

Ju s t  as w eaknesses becam e app aren t in the original 1906 Act, 
it was discovered, years a fte r the passage of the p resen t 1938 Act, 
th a t the  1938 A ct did not afford the consum er sufficient p rotection  
in the  v ita l area of drugs. I t  w as these w eaknesses and ano ther 
tragedy , caused by the use of thalidom ide, and the horrib le con
sequences w hich ensued to  hundreds of in fan ts in E urope, th a t led 
to  the passage of the  D rug  A m endm ents of 1962. One of the  am end
m ents changed the new d rug  section so th a t the m anufactu rer of a 
new d rug  had to dem onstra te  to  the F D A  th a t his product was 
effective as well as safe. T he burden of proof is on the m anufacturer, 
and from  both a scientific and legal view point th is is extrem ely  im 
po rtan t. B ut as indicated, a therapeu tic  device m ay now be m arketed 
wdthout p rio r clearance by the governm ent. If a device is m arketed  
and harm  resu lts, or if false and m isleading claim s are m ade for the 
device, the  product m ay be seized and condem ned and the m anufac
tu re r  m ay be crim inally  prosecuted . T he burden  of dem onstra ting  
hazardousness or ineffectiveness, how ever, is on the governm ent.

T he  governm ent has stressed the im portance of the preclearance 
of devices em ployed by physicians. T he basis for th is is questionable. 
T here  is no question  bu t th a t there  is a problem . W h e th e r it is a 
really  im p ortan t one, of sufficient im portance to  w arran t the passage 
of a com plicated law , w ith  the consequent delays and expense, is 
questionable in m y opinion. As I see the general situation , existing  
law  can cover the  problem , particu larly  if certain  recom m endations 
which I will m ake are followed.
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Application for Clearance
T he general p a tte rn  of the A dm inistra tion  device bill is not dis

sim ilar from  th a t in existence w ith  respect to  new drugs. U n d er 
T itle  2, no t only any device, bu t also any com ponent, p a rt or acces
sory  of a device, is deem ed unsafe, unreliable or ineffective unless 
its m anufactu rer has first ob tained clearance from the FDA. A device 
w hich is in tended to  be secured or placed w ith in  the hum an body 
or in to a body cavity  or in such con tact for a substan tia l period, 
or one which is in tended to  be used for sub jecting  the body to  ion
izing, radiation , electrom agnetic, electric or m agnetic energy, heat, 
cold, physical or u ltra-sonic energy and the like, is deem ed to  be 
unsafe, unreliable or ineffective if it is not generally  recognized by 
qualified experts to be safe, reliable and effective for the conditions 
specified in its labeling.

T here  is a fu rth er im portan t p ro v is io n : The bill provides th a t, 
if the S ecretary  finds th a t there is probable cause to believe th a t 
any o ther device is no t effective for its use or is not safe or reliable, 
he m ay declare the device to  be a new device requ iring  the  subm is
sion of a new  device application. I t  is no t clear w hether th is m ay be 
extended to a device complying with a standard. There is no provision 
for judicial review of such a finding; such a provision would be helpful.

T he m anufactu rer of a device of the kinds specified m ust file 
w ith  the S ecretary  an application for clearance of the device unless 
the  device “ is solely for diagnostic use” or is exem pt under certain  
specified circum stances. I t  is no t en tirely  clear w hat the situation  
is w ith  respect to  a device w hich is offered both for diagnostic and 
o ther uses ; th a t is, for use in the cure, m itigation , trea tm en t or p re
vention of disease as well as diagnosis, or to affect the s tru c tu re  
or any function of the body. I m ight say, paren thetically , th a t th is 
is an extrem ely  broad definition and the problem  is often one of 
sem antics. T hus, m any im plem ents no t o rdinarily  considered as 
therapeu tic  devices have been classified in th a t m ann er; for exam ple, 
vacuum  sw eepers and phonograph records.

In the application to  be filed w ith  the Secretary , data m ust 
he subm itted  sim ilar to  th a t which m ust be subm itted  in connection 
w ith  a new  d ru g ; th a t is, essentially  all in form ation designed to  
establish the safe ty  and effectiveness of the product. T he bill p ro 
vides th a t am ong th is m aterial there m ust be included “an identify ing 
reference to  any  standard , applicable to  such device, which is in 
effect,” and although  it is m y un derstan d in g  th a t the  bill is not 
designed to  require th a t the m anufacturer of a device w hich has
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been standard ized  m ust subm it an application for clearance and be 
■ cleared before it m ay be m arketed , it w ould appear th a t if th is is 
so it should be specifically sta ted .

A provision no t p resen t in the  new d rug  section is con tained in 
the  bill to  the effect th a t the S ecretary  shall prom ulgate  and keep 
cu rren t a list of devices w hich he finds are generally  recognized by 
qualified experts as being safe, reliable and effective. T his would 
seem a t first glance to  be helpful to indu stry  and the m edical profes
sion, b u t a problem  m ay arise w ith  respect to  devices w hich are, 
in fact, no t new  devices requ iring  preclearance and yet w hich m ight 
no t, for one reason or ano ther, have been placed on such a list.

T he A dm inistra tion  bill fu rth er provides (sim ilar to  existing  
provisions dealing  w ith  new  drugs) th a t w ith in  180 days a fte r the 
filing of a new  d rug  application, the  S ecretary  shall e ither approve 
the application or give the applicant notice of an op po rtun ity  for a 
hearing. I t  is to  be noted th a t there  is no au tom atic  clearance of the 
device if the S ecretary  does no t com ply w ith  those provisions w ith in 
180 days. F u rth er, the  Food and  D ru g  A dm inistra tion  m ay choose 
to  utilize the procedure em ployed in the  past w ith  respect to  new 
d ru g  applications— at any tim e w ith in  the 180 days, advise the  ap
p lican t th a t the  application is “ incom plete” because of insufficient 
data. I t  is to  be borne in m ind, therefore, th a t the 180 days specified 
is subsequent to  the filing of the  application and r.ot subsequent to 
its  receip t by the FD A .

If a new device application is tu rn ed  down by the Secretary , 
th e  applicant, if he so desires, m ay have a hearing  before a tria l 
exam iner and a ttem p t to  dem onstra te  th a t his application should be 
approved because it is, in fact, safe and reliable and th a t there  is 
substan tia l au tho rita tive  evidence as to  its effectiveness. T here  is a 
specific ra th e r am biguous provision th a t when a device is in tended 
for use by a physician, surgeon or o ther person licensed or o therw ise 
specially  qualified therefor, its safety, reliability , and effectiveness 
shall be determ ined in the  ligh t of such in tended use. A possible 
fu rth e r am biguity  can be elim inated by prov id ing th a t w hen a device 
is intended for use by a person licensed or otherwise specially qualified 
therefor, or by a physician or surgeon, its safety, reliab ility  or effec
tiveness shall be determ ined in the ligh t of such use. O therw ise, lists 
of physicians and surgeons deem ed to be qualified m ight be required.

As in the  case of new drugs, approval of a new device applica
tion  m ay be w ithdraw n if new  evidence, linked w ith  the original
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data, reveals th a t the product is not, in fact, safe or reliable, o r  
th a t there  is a lack of substan tia l evidence as to  effectiveness. H ere, 
as in the case of a denial by the Secretary  of clearance for a new 
device application, judicial review  m ay be had in a U nited  S ta tes 
C ourt of Appeals. Before seeking judicial review , how ever, an ap
plicant, in connection w ith  an order of the Secretary  denying  or 
w ith draw in g  approval of a new  device application, m ay request a 
referral of the  problem  to an independent A dvisory C om m ittee ap
pointed by the Secretary , for a report and recom m endations.

T he bill provides for exem ptions of new  devices for investiga
tional use. A new device m ay be in troduced into in te rs ta te  com 
m erce if it is in tended solely for investigational use in a hospital, 
laborato ry , clinic, or o ther appropria te  scientific env ironm ent by 
qualified experts. T he Secretary  is au thorized  to  prom ulgate reg 
ulations re la tin g  to  the application of th is exem ption to  any device 
th a t is in tended for use in clinical te s tin g  upon hum ans by  separa te  
groups of investigato rs under essentially  the  sam e protocol followed 
in developing da ta  required  to  support a new device application. As 
in the case of investigational new drugs, the S ecretary  m ay and 
undoub ted ly  will provide for rigorous safeguards in any investiga
tional testing . W henever the S ecretary  determ ines th a t a device w hich 
is being shipped in in te rs ta te  com m erce for investigational te s tin g  
upon hum ans does not m eet the conditions pu rsu an t to  w hich the 
product m ay be shipped for such investigational use, he m ay te r 
m inate the  exem ption so th a t the product m ay not be used inves- 
tigationally. The bill does not provide for any hearing on a termination 
of an exem ption or for judicial review.

T he A dm in istra tion  bill fu rth er provides th a t the S ecretary  shall 
exem pt a device th a t conform s to  a s tan dard  which has been placed 
in effect by the Secretary , “to the  ex ten t th a t the S ecretary  finds 
th a t the  standard  provides assurance th a t the  device will be safe, 
reliable and effective for such use.” T he requirem ents w ith  respect 
to  a device w hich has been standard ized  are not free from am biguity  
as far as any particu lar m anufactu rer is concerned. In  o ther w ords, 
it is no t en tire ly  clear th a t preclearance is no t required.

Mandatory Standards
T he second m ain class of devices covered by the A dm inistra tion  

bill w ould be com posed of devices sub ject to  m andatory  standards 
relating to the “composition, properties or performance of the device.”
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D iagnostic  devices are specifically exem pted. A ny device of the type 
for w hich a s tan dard  is in effect will be deem ed to  be “ad u lte ra ted ” 
unless it conform s to  the standards.

T he s ta tu to ry  au th o rity  to  the S ecretary  to  set m andatory  
standards is couched in broad and vague language— “w henever in 
[his] ju dg m en t such action will p ro tect the  public health  and safe ty .” 
T he F D A  is d irected to  consult w ith and give “appropria te  w eigh t” 
to  stan dards published by o ther F ederal and in ternational agencies, 
and to invite participation by the scientific and industrial community. 
A nyone adversely  affected has the  rig h t to  have the S ecre tary ’s 
action  referred  to  an advisory  com m ittee. T he A ct also confers upon 
an aggrieved app lican t the  rig h t to  an adm in istra tive  hearing  and 
jud ic ia l review .

T he F D A  has set fo rth  the  m any types of devices w hich m ay 
be  standardized. T hese include oxygen ten ts , resuscita to rs and de
fibrillators, anesthetic  equipm ent, u ltra-sound  devices, d iatherm y 
m achines, electrosurgical un its and accessories, low volt generators, 
oscillograph recorders, thoracic b ra in  and eye in strum ents, ear, nose 
and th ro a t and gen ito -u rinary  in strum ents, cardiac catheters, m etal 
p rosthesis and im plant m aterials.

N eith er the clearance nor stan dard  au th o rity  w ould be im posed 
on devices generally  recognized by experts as safe and effective and 
accepted in m edical practice. T h is is such a vague term  th a t, a lthough  
it w ould be legally possible, it w ould be hazardous for a m anufacturer 
to  m ake th is determ ination  w ith ou t clearance from the FD A . A nd 
a question  of th is charac ter alm ost inevitably  resu lts  in a reply  th a t 
the  product m ust get prio r clearance. Devices used by investigators 
in research and developm ent in early, nonrem unerative  steps would 
no t be required  by the bill to  ob tain  preclearance.

T he bill fu rth e r provides th a t any device, m ade to  the o rder or 
in accordance w ith  specifications of a p rac titioner licensed by law  to 
use or prescribe the device, is exem pted from  the  requirem ents of 
the  bill if a device m eeting  the specifications is not generally  available 
in finished form  for purchase or d ispensing upon prescrip tion , is no t 
stocked or offered th ro ug h  a catalogue or o ther com m ercial channels 
and is e ither in tended for use by a pa tien t nam ed in such order 
by the p rac titio ner or solely by the p rac titio ner or by persons under 
his supervision in the course of his professional practice.

A gain, as in the  case of new drugs, every person m anufacturing , 
processing or d is trib u tin g  a device w hich is sub ject to a s tandard
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or w hich has received approval of a new device application m ust 
estab lish  and m ain tain  records and make reports  to  the  S ecre tary  
con tain ing  data  bearing  on the safety, reliab ility  or effectiveness of 
the device, or on w hether the device m ay be adu ltera ted  or m is
branded. Officials of the F D A  m ust be given access to— and are 
given the r ig h t to  copy and verify— these records. Pharm acies and 
p ractitioners licensed to  prescribe or adm inister devices and w ho 
m anufacture or process them  solely for use in the  course of th e ir  
professional practice, and those w ho m anufacture or process devices 
solely for use in research or teaching, and not for sale, are no t 
required  to  keep such records and m ake such reports.

The authority provided with respect to the inspection of establish
m ents w here devices are m anufactured  is extrem ely  extensive, as is 
presen tly  the situation  w ith  regard  to  p rescrip tion  drugs.

E very  person w ho m anufactures, prepares, propagates, com 
pounds or processes a device in any estab lishm ent m ust reg iste r 
w ith  the S ecretary  his nam e and place of business of such estab lish 
m ent and the S ecretary  m ay assign to him a reg istra tion  num ber. 
As I read the  bill, even such persons w ho do no t in troduce th e ir  
products in to  in te rs ta te  com m erce m ust reg ister and th e ir  estab lish 
m ents are sub ject to  inspection by the FD A .

I t  m ay be th a t the  courts have in effect enacted legislation 
w hich will no t require Congress to  pass a law  prov id ing  generally  
for the  preclearance of devices, including im plant m aterials, to  th e  
satisfaction  of the  FD A .

A Choice of Definitions
In  a recent case, A M P , Inc. vs. The Secretary of H E W  and the 

Commissioner of Food and Drugs,1 the problem  involved tw o types 
of surgical ligatu res— im plem ents for ty in g  severed blood vessels. 
T he first consisted of a plastic pliers-like holder (a hem osta t) to 
w hich was a ttached  a s tran d  of nylon su tu re  m aterial extend ing  
in a loop beyond the hem ostat. T he second was a narrow  hollow 
plastic  rod to  w hich w as a ttached  a sim ilar strand . By m anipula ting  
the  hem osta t or rod, a tiny  locking disc s tru n g  on the su tu re  s trand  
could be m ade to  slide along the s trand , reducing  the apertu re  of 
the  loop in m uch the sam e m anner as a hangm an’s knot tigh tens 
a noose. In  surgical procedures the  loop is placed so as to  encircle

1 CCH  F ood Drug Cosmetic L aw U. S. Suprem e C ourt’s refusal to  re-R f.ports If 80,192, CA-2, 1968, aff’g 275 view, see sto ry  on page 509.
F. Supp. 410 (D C  N Y  1967). F o r the
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a severed blood vessel and, w hen pulled tig h t, constric ts the vessel, 
th ereb y  stopp ing  the  flow of blood therefrom .

T he U nited  S ta tes D istric t C ourt for the  Southern  D istric t of 
N ew  Y ork held th a t the  essential elem ent of the product is the 
su tu re  and th a t the  listing  of su tu res in the  U. S. P harm acopeia 
w as som e evidence th a t su tu res are a drug. M ore im portan t, how 
ever, the court held th a t assum ing  th a t the products fall w ith in 
the definitions of “d ru g ” and “device” in the  F ederal Food, D rug  
and Cosm etic A ct —•
the rem edial nature of the Food, D rug  and Cosm etic A ct w arran ts  a  liberal 
construction  for the protection  of the public health and, thus, a finding th a t 
plaintiff’s products are d ru g s . . . .  T he public will be b e tter p rotected  by clas
sifying plaintiff’s products as drugs ra the r than  devices so th a t proper testing , 
contro lled by the governm ent, can be pursued. I t  would seem th a t w here an 
item  is capable of com ing w ithin tw o definitions, th a t definition according the 
public the grea test protection  should be accepted.

The judgment of the District C ourt was affirmed by the U n ited  
S ta tes C ourt of A ppeals for the Second C ircuit. T he C ourt of A ppeals 
w as bo thered  by the fact th a t the  definition of the  term  “d ru g ” in 
the s ta tu te  excludes “ devices.” T he Court, w ith  the sam e general 
reasoning  as th a t used by the  court below, s ta ted  th a t it was re luc tan t 
to  construe  the  s ta tu te , w hich deals w ith  the public health , n a r
row ly, and declared th a t the exclusion of “ device” in the definition 
of “d ru g ” should be lim ited to  such th ings as Congress expressly 
in tended it to  cover w hen the  A ct w as passed, in 1938. T he C ourt 
also held th a t since there  w as no general recogn iticn  of the safety 
and efficacy of the in strum en ts  in question, they w ere “new  drugs” 
w hich could no t be m arketed  legally in in te rsta te  com m erce until 
th e ir  safe ty  and effectiveness had first been approved by the F D A  
as “new  drugs.”

T he trem endous scope of the au th o rity  g ran ted  to  the  F D A  by 
th is piece of judicial legislation is h igh ligh ted  by a s ta tem en t by 
the  counsel for the F D A , set fo rth  in a repo rt in the Washington Post 
of Jun e  8, 1968. T he repo rt sta ted , in part, as follow s:

T he position taken by the F D A , on the advice of its counsel, W illiam  W . 
Goodrich, w as tha t the products were legally “new drugs” and therefore could 
no t be sold until the ir safety and efficacy had been dem onstrated  to  the agency.

I t  argued tha t an y  products used to  diagnose, prevent or trea t disease 
legally fell under the m ore stringen t p rocedures governing “new d ru gs” ra ther 
than the w eaker contro ls regula ting  “devices.”♦  * *

T he Suprem e C ourt’s denial of A M P ’s request revolutionizes the situation 
for a g rea t num ber of products, rang in g  from  nails used in bone repair to  
artificial eyes.
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Now, counsel Goodrich said, the agency has pow er to require tha t, like 
drugs, they  be cleared for safety and efficacy before being sold.

In  addition, he said, the F D A  now will have the sam e pow ers for articles 
th a t affect any of the bodily functions. Thus, Goodrich said, the F D A  will be 
able to  regulate before sale in trau terine b irth  contro l devices, w hich are used 
by possibly 1 m illion wom en in this coun try  and by 6 to 8 m illion in o thers.

Transplants Must Be Defined
W h at is the s itua tion  w ith  respect to  tran sp lan ts?  As I see the 

situation , unless certa in  basic problem s are m et by the medical and 
scientific disciplines, the governm ent will en ter the picture, e ithe r 
under ex isting  law  or, m ore likely, by fu rther am endm ents to  ex ist
ing  law. I have referred  to  the  opinion which placed articles w hich 
w ere clearly devices under the d rug  and new drug  provisions of the 
A ct. T he reasons advanced by the courts w ere no t really legal ones 
— they  m erely consisted of the cou rts’ belief th a t, since the  public 
w ould be b e tte r p rotected  if the products were called drugs, they  
should be so designated.

C ertain ly  C ongress, and the courts if Congress does no t act, 
are go ing to be anxious to  find som e w ay to  exercise some control 
w ith  regard  to tran sp lan ts  if safeguards and adequate procedures 
are not created  by the m edical and scientific professions. T he term s 
“device” and “d ru g ” are so very  broad th a t alm ost any th ing  can be 
encom passed w ith in them . A d rug  is defined in part as an article 
(o ther than  a device) in tended for use in the diagnosis, cure, m itiga
tion, trea tm en t or prevention  of disease, articles in tended to affect 
the  s tru c tu re  or any  function of the  body and articles in tended for 
use as a com ponent of such articles. A device is defined to m ean 
in strum ents, app ara tu s and contrivances, including th e ir  com ponents, 
parts  and accessories, in tended for use in the  diagnosis, cure, m itiga
tion , trea tm en t or prevention  of disease or to affect the  s tru c tu re  or 
any  function of the body of m an. A nd a governm ent agency is never 
loathe to  assum e g rea te r pow er and ju risd iction , particu larly  w here 
the agency is trad itio nally  equated  by large segm ents of the  public, 
the press, the consum er groups, the  C ongress and the courts, w ith 
the A m erican flag. A fter all, an organ taken from  a cadaver for 
tran sp lan t can be said to  be in tended for use in the  diagnosis, cure, 
m itigation , trea tm en t or prevention  of disease or in tended to  affect 
the  s tru c tu re  or function of the body of m an. A nd the concept of 
in te rs ta te  com m erce has been so vastly  expanded in the last 30 
years as to  cover m ost activities w hich were theretofore  considered
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to  be in tra s ta te  and none of the constitu tional business of the federal 
governm ent. P erhaps the tran sp lan t w ould be held to  be a com 
ponent of devices (or drugs) used in tran sp lan t procedures, th u s  
indirectly giving the federal government jurisdiction. Stranger results 
than these have been reached in the food and d rug  area.

Conclusion
W h at can be done to  m eet the  problem s raised by transp lan ts  ? 

I believe m uch can be done by the m edical and scientific groups 
and societies. I t  should no t be beyond th e ir expertise and skills to 
estab lish crite ria  to  be u tilized  by the  doctor and surgeon, for ex
ample, in determining whether the donor is dead. Organizations such 
as the N ational A cadem y of Sciences could be called upon to study  
the problem  and estab lish  the necessary safeguards. P resum ably  a 
particu la r doctor or surgeon w ould not m ake the decision. R ather, 
a com m ittee w ould be estab lished in every hospital w here an organ 
is to  be rem oved so th a t the decision is no t a personal one. D octo rs 
and surgeons, like law yers and shoem akers, are hum an beings 
(although  som e patien ts have reservations about th is) , w ith  the 
frailties and predilections of o ther persons. I do no t believe th a t 
civilized society will to lerate , a t th is tim e, the  philosophy of som e 
eager surgeon th a t there  is no m erit in w aiting  for th a t last m om ent 
w hen certa in  death  will ensue, if a rem oval of an organ a few m inutes 
sooner m ay give the recipient of a tran sp lan t a som ew hat be tte r 
likelihood of survival. I am afraid , also, th a t civilized society, a t 
th is  tim e, will require th a t the prospective donor give w ritten  con
sen t to  the rem oval of an organ upon his death  or. if he is incapable 
of g iv ing such consent, th a t it be obtained from  his legal rep resen ta
tives. This, of course, would raise m any legal questions, and it m ay 
be th a t every person en tering  a hospital for an operation, at least 
perhaps for a m ajo r operation (if such a distinction  can be m ade), 
could be asked the  grim  and forb idding question. I can. of course, 
com prehend the practical difficulties.

As far as important devices used by the surgeon ar.d the physician 
are concerned, again  it w ould be extrem ely  advisable if some pres
tigious scientific societies w ere to  estab lish  s tan dards for them . T hese 
could be re lated  to  specifications and safety, and the trem endous 
delays and expense of governm ental con trols m ight be avoided. I t  
seems to me, in conclusion, that this procedure is at least worth try ing; 
if it does not work legislation can always be enacted. [T he E nd ]
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INSTITUTE OF FORENSIC MEDICINE ESTABLISHED
F orm ation  of an  In s titu te  of Forensic M edicine—the first of its 

kind in the U nited  S tates—was announced at a celebration com m em o
rating  the founding of the Office of Chief M edical E xam iner of New 
Y ork  City in 1918. In  th a t year, follow ing a w idely-publicized investi
gation of the coroner system , the S tate L egislature adopted a  law 
setting  up the city-wide office and requiring  th a t all m edical exam iners 
be doctors of m edicine and trained  pa tho log ists and m icroscopists.

T he celebration also com m em orated the 35th A nniversary  of the 
establishm ent of the D epartm en t of Forensic M edicine at N ew  Y ork 
U n iversity  School of Medicine.

A ccording to Dr. M ilton H elpern , Chief M edical E xam iner of New' 
Y ork City and P rofesso r and C hairm an of the D epartm en t of Forensic 
Medicine at N. Y. U., the main purpose of the Institute of Forensic Medi
cine is to strengthen teaching and research in forensic (legal) medicine and 
forensic pa thology by form alizing the relationship th a t has existed 
for m any years betw een the Office of Chief M edical Exam iner, a m u
nicipal agency, and N ew  Y ork  U n iversity ’s School of M edicine, School 
of Law  and College of D entistry .

U nder th is relationship, num erous research  projects have already 
been carried on and undergraduate and graduate teaching program s 
have been conducted for m edical studen ts and physicians from  various 
sections of the U nited  S tates and m any foreign countries.

A no ther purpose of the In s titu te  will be to  fu rth er understanding  
of forensic medicine on the pa rt of physicians, atto rneys, m em bers of 
o ther professions and the general public.

T he In s titu te  will be som ew hat com parable to the In s titu tes  of 
Legal M edicine th a t are found in m ost E uropean countries. T hese 
In s titu tes  are governm ental agencies but they are also pa rt of a local 
university  and, in addition to  conducting  official investigations of sud
den, suspicious and violent deaths, ca rry  on teaching and research  in 
m edicolegal questions.

M ayor John  V. L indsay recently  approved the establishm ent of 
the In s titu te  of Forensic M edicine as an im portan t step forw ard in 
the im provem ent of the adm inistration  of justice and the protection 
and advancem ent of the public health.

PAGE 5 2 0 FOOD DRUG COSMETIC LAW JOURNAL----OCTOBER, 1 9 6 8



N o w  R e a d y -

N E W  Y O R K  S T A T E  B A R  A S S O C I A T I O N

1968 ANTITRUST LAW SYMPOSIUM
This brand-new. helpful booklet from CCH is vnur best bet for practical, comprehensive help on problems that count in the ever-changing' field of antitrust law. It contains the important addresses delivered by outstanding- legal authorities at the Twentieth Annual Meeting of the Section of Antitrust Law of the Xew York State Bar Association in New York Citv. This is your chance to sit in on a well-rounded discussion of timelv topics in this important area of haw, with major emphasis on antitrust problems.

Table of Contents
A n titru s t ,  T h en  and N ow  by  T hurm an  

A rn o ld

O rderly  M arketing , F ranch ising  and T rad e 
m ark  L icen sin g : H av e  T hey  B een 
R o u ted  by S chw inn and Sealy? A  
P a n el D iscu ss io n

S ec tio n  5 of the  F T C  A ct and S ta te  
L eg is la tio n  D ealing  w ith  D ecep tive  
A c ts— Is  T h e re  a C onflic t?  by P aul 
R a n d  D ix o n

E nforcem ent of L aw s A gainst F rau d  and 
D ecep tio n  N ow — An In s id e  L o ok  a t 
the F u n c tio n in g  o f th e  A tto rn e y  
G eneral’s Office by L o u is  J . L e fk o w itz

S hould  N ew  Y ork  A d op t a N ew  S ta te  
L aw  P ro h ib itin g  D ecep tiv e  A c ts  and 
P ro v id in g  fo r  In ju n c tiv e  R elie f?  b y  
S e y m o u r  D . L o u is

Here is a 152-page opportunity to compare your thinking with that of other experts, have a personal forecast of future advancements and possible legislative changes.
ORDER YOUR COPIES TODAY!

It takes little time—hardlv anv bother, lust write Commerce Clearing House. Inc., 4025 \V. Peterson Ave.. Chicago. 111. POGdO. We'll see to it you get vour copies promptlv. Convenient size for desk or brief case: 6 "  x 0". heavy paper covers. Table of Contents, Topical Index for quick reiereuce. 
P r i c e  $ 5  a c o p y . Remittance with order saves postage, handling and billing- charges. Include sales tax w here required.

D E P E N D A B L E —A Com m erce Clearing H ouse P U B L IC A T IO N

C o m m e r c e . Cu e a r i n Gj H o u s e ,. In  c . ■>
PUBLI SHERS o /  T O P I C A L  LAW R E R O R T S

N e w  Y o r k  1 0 0 1 7  
4 2 0  Lexington Ave.

C h i c a g o  6 0 6 4 6  4 0 2 5  W .  P e t e r s o n  A v e .
W a s h i n g t o n  2 0 0 0 4  4 2 5  1 3 t h  S t r e e t , N. W .



FOOD DRUG COSMETIC LAW JOURNAL
P U B L I S H E D  BY

C o m m e r c e , C l e a r i n g  ̂H o u s e ,. I n c ..
PUBLISHERS TOPICAL. LAW REPORTS

4 0 2 5  W. PETERSON AVE., CHICAGO, ILL . 6 0 6 4 6  

RETURN REQUESTED

SECOND CLASS POSTAGE PAID 

AT CHICAGO, ILLIN O IS  AND 

AT ADD ITIO N AL M AILING  OFFICES

H O U S E  P U B L I C A T I O N

1

A C O M M E R C E  C L E A R I N G


	FOOD DRUG COSMETIC LAW JOURNAL 1968 VOLUME 23 NO.10
	Contents
	REPORTS TO THE READER
	General Principles of Administrative Rule-Making Under the Federal Food, Drug and Cosmetic Act
	The Food and Drug Administration’s View on Procedural Rules
	The Right to Self-Medication— A Continuing Conflict Between Congressional and Agency Policy
	The EEC on the Way to a Common Market for Drugs: Its Meaning for Foreign Imports
	Surgical Implants:Drugs or Devices, and New Device Legislation
	Application for Clearance
	Mandatory Standards
	A Choice of Definitions
	Transplants Must Be Defined
	Conclusion
	INSTITUTE OF FORENSIC MEDICINE ESTABLISHED

