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COMPETITIVE PROBLEMS IN' THE DRUG ‘INDUS’I‘RY "-1'3583

- it-failed to. include the monograph ' of said dtug Wwhich: appeared in-the 19
Ldltu()ﬁ)(zf the Physmiahs Desk Rleﬁex‘encé (See 21 CFR 146 2 (b) and 21 CF
146.4(a 1))

E’VIDENG{E OF VIOLATIVE SHIPMDNTS

Oon’ June 16 1965 Food and Drug Inspector Joseph S| Slayton collected a»
sample of Salutensm from a lpt.of. 72 ‘60-tablet bottles which were held: at

McKesson and Robbins, Inec., Plttsburgh Pennsylvania: A copy of an invoice!

and shipping. records in the form. of a motor express bill of Lading and/or‘
freight bill showed that the lot had been received from the defendant’s South|

‘Hackensack, ‘New :Jersey warehoyse on’ or'about 5/13/65. -Inspector - Slayton '
also-obtained from Dr. James K..Spence of "Pittsburgh,” Pénagylvanid o 8tate-
sment that he is a regular subsériber of the publication entifléd *The American
Journal of :Oardiology.” The-doctor further identified pages 41 and 42 of “the
“Salutensin advertlsement 1n thls pubhcatlon bearmg a” Ndvémber 1964 ° ‘is8ue
~date.

On Jaﬁuary 7T, 1966 Food and Druu Inspeetor . Alfred M‘ Levy obtaineyd a
state’n}ent from Donald J:-Pierney, Production- Mghager of Fisher-Stevens, Inc.

{Mailing Service for Bristol Laboratories) dttesting to the fact that a total of ‘

9,093 four page mailing’ pieces identified as SH3852' RV and SH 3919 RV<2:and

- relating to Salutensin-weré mailed to: physicians’in ‘Penngylvania;on May 26,

1964, and July 15, 1964. Actual samples ‘of these mailing piece:a were also 1den-
tlﬁed and fum1shed to the inspector, -

“On: October 29, 1965 Food and Drug -Inspeetor- Joseph P.: Brochettl collected

a. saniple: of Protaphhn from 41 lot"of 10 48-capsule vials which: were held at

MeKesson & Robbins Drug Division; 445 Fort: Pitt Boulevard, Pittsburg; Penn-

sylvania. A copy of ‘an invoice; thé bill of lading; réceiving record and-dealer’s
stateément ‘showed  that thelot ‘had been received’ from the: defendant’s Soﬁth
Ilaekensack New J erqey war@hbuse on or about September 352 1965

HEAB}]TNG PU‘RSUANT TO 21 Ug.C/ 855 ¢

Pursuant to the Notice of Hearing regarding Salutensin dated August 9,
1965, Dr, Harold T'rediani of Bristol Laboratories called the Food and Drug
Administration’s” Buffalo ‘District! office ‘onAvgust 11, 1965 'and was’ provided
“withi-details coneerning ‘the'specifié¢ - charges’ involvmg ‘representations in the
‘medical ‘journadl adveéftisement of Noverber 1964 and in the labeiing referred
to ag'mailing pieces SH 8852 RV and'SH 3919 RV-2 ;

"Phe  Hedring was -orighally ‘scheduled: for: August 24" 1965 b

quently reseheduied at the i‘eqﬂegtf of the eitee for Septembe‘
answer was 1n the form of ét 6P let X

g was' Asubse-
77,1965, “The Arni’s
8, 1965; "The' letter

law L1kew1se, the answer mamtams that the mallmg pieces m’v“ol ed contdined
adequate - directions and information for the praetltmner The ‘Gt contended
that the Salutensin’ advertisement in the November 1964 issue -of the American
Journal of: Carﬂiélégy constitued an “alerting device” when read by the physi-.
cign, and fartherreferred the physician to the official package circular. The
inference. was_that the ‘advertisement “ir’its entirety” included package insert
information not pregent in sald advertisement. The firm likewise denied . that
the mailing pieces SH' 8852 RV and-SH 3919 RV=2 falled to contain’ full. dis-
closure relative to side effects and warnings, ete. They conteénded’ the pertinent
information given was all that a physician needed . in-order: to” use the: drug;
. and ‘that only unnecessary elaboration conthined in the official package eircular
had been omiitted. Throughout the written response, the firni contends and infers
that many of the cautionary and warning statements; (although: present .in ap-'-
proved:labeling), are superfluous and would net be needed by.-a physician, swho.
awvould be aware of ‘these omitted statemients. The: answer further 1ndlcated that
the respondents: would appreciate ‘meeting ‘with -appropriate - persons :in .the
Washington: headquarters ‘of theFood.and Drug: Administration to dlSCUSS the
matter with a view toward preventing such future differences. . -
Representatives of the firin:met with. Food and Drug Admxmstratlon ofﬁclals
in: Washington-on October 11, 1965. The maJority of ‘the wviglations were dis-

cussed:-and the firm" promised corrections in-both future Salutensin “advertise-
ments and mailing pieces.
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