: COMPETITIVE"5 ?ROBLEMS’ 'IN‘'THE 'DRUG INDUSTRY 143-599'

Gynecology, and the Pebruary 1, 1966, ‘Bdition of The American - Journal of
Obstetrics and Gynecology, .. S
The headquarters of Syntéx Laho

abor: torges Tne. are presently 1ocabed in l?a o
A1t0, California, but’ manufactur - He time of ‘the alleged violations was
carrled out elsewhere, The drug.in gnestion was manufactured by, Syntex. Lab-
: oratones employees using equ;pment located.on: the. premises of Warner-Chilco 't
Laboratories, Inc., ‘Morris Plains, ‘New. Jersey. hlS x;i‘anufacturing operatw
was under the control of Syntex boratomes, he hipments'of the dlug
were made by the Syntex Laboratoriés, Branich in Clark  Ne

.Jersey
HEARING HELD PUESUANT 7O 31 v.s.c. 335 . o i

CA Notlce of Hearing: issued pursuant to 21°U.8.C. 385 on April'8; 1966; ad1
dressed to Syntex Laboratories, Ine., 1401 Hillview Drive, Palo Alto; Gahfbrma.‘
‘A ‘personal response was made by ‘Mr.’ Vincent Kleinfeld, Attorney ‘for the|
firm;, on April 21, 1966.-Mr. Kleinfeld did not question: the mterstate nature of
the shlpments and did not deny that. the Physicians” Desk Reference was ac:
companying labeling ag is charged in Count I.' Neither did he deny the firm’s!

respons1b1hty for the shlpments, for the placing of the monograph in the Physun

cians’ Désk’ Reference, nor for the placement of the :advertisements in questlon
in the November issues of the various medical journals.

Mr. Kleinfeld said that the firm had no intention of dehberately omlttmg ‘

information’ from the Physicians’ Desk Reference or from -medical Journal

advertising that they. believe ‘would have been desired by-'the Food and: ‘Drug
Administration. He said that honest men can-differ in opinions ag to what s |

required under the regulations and that Syntexs doctors’ had - believed “their |

medicak Joumal advertising ‘and-the mounograph: in. the: Physicians’ Desk. Refer-
ence were in full compliance with the law. Mr. Kleinfeld stated that hé himself .
did.not realize the full extent, of the information desired by the. Food:-and Drug
Admijnigtration to appear.in these publications.:

Mr. Kleinfeld, said he was helping:the firm.to. set up the procedure for the

development of., advernsmg and. labeling that,will -assure: full compliance with: ‘|
- the requirements of  the Food: and.:Drug. Admiinstration.  He had prepared. and.

submitted to the Food and Drug -Administration. a. new . proposed :monograph -

for.the Physmians .Desk. Reference to be: published in, the next quarterly:supple- .

ment. after it is approved by. the Food and Drug Administration.. He-had algo
prepared g statement for use.in. medical. journal advertising, as. soon. as-he
obtained approval from. the, Food and Drug. Adminjstration. He stated that he'
wags .of the opinion  that. these proposals. wonld. meet all the points :raised..in
the .Notice. of Hearing but, that they Would be changed. if they were: still not
Natlsfactory to the Food and Drug Administration, ..,

On. June 21, 1966, Mr. Kleinfeld, and other representatlves of. Syntex, Labora—
tories, Inc., met, WJ.th representatives of: the Food and Drug : Administration in:
Washmgton, D.C. A proposed . monograph for: the Physmlans Desk ‘Reference:
was.submitted and, discussed as was; proposed material, for journal: advertismg
The: firm indicated .an intention to. comply with the, reeommendatioﬁs and re-
qulrements of the Food and Drug Admmlstratmn. ci R .

SEIZURES

No seizures were made of the shipments whlch ‘are the subject of the proposed
Informanon

CON CLUSIONB

We have consxdered the represeﬁtations which were - made o1 behalf of ‘the
firm at the above hearing. However, we cahnot ignore the: facts which show
that Syitex Laboratories, Inci; has had an exténsive experience: in the develop-
ment of .new -drugs and thelr subsequent- distribution in accordanee with “the
new: drug’ regulations; and. that such: firm ‘wa¥ fully’ aware of-the regulations
which required ‘that the contraindications and side éffects set forth in ‘the ap-.
proved new- drug: applicauon ‘labeling- be | presented ‘in'.the* Physmlans’ Desk
Reference monograph and in‘the medical jourtal:advertisémerits.

) I these ‘citcumstances and:in . the: interest “of ‘Protecting’ the hiealth of the
consuining public, it is our opinion ‘that criminal-prosecution is. ‘Mecessary. to

impress - upon Syntex  Laboratories,.Ingc,, its responsibility for complianee with
the law, and to -deter other firms from slmilar violations ‘of the 1aw .




