‘. manufactured:and sold a 80 milligram Obetrol tablet and" eapsuie with:

; _ Food and Drug’ Admimstmtlon, the firm promised to discontinue all adve

- On Augusth, 4-and 5, 1964, Fooﬁ;and Drug. Admmistratioﬂ Insipectors C:% g
Loxentzson and Charles Thorne ifspected the firm-and-learned that it wag
manufacturing the 30 milligram Qbetrol tablet ‘and: capsule .an ipping’ i3
interstate commerce. without .an” appro’ved* New: Diug- Application. "As a: follow
up. to this inspection, the Food and Diug Adnim1stratmn sollect
.~ 80 milligram. -Obetrol. time dlemtegratmn capsufles and tablets

~ commerce. (Counts Land IX); .t 0 :

..iIn the spring of 1964, the firm i ’d: a' gupplementm Ne :

tion. At that time; it came to:the attemtmn of :the’ Bureauof Medicine 1
Food and Drug-Administration that. the firm ‘was advertismg Ats 10 and 20
milligram Ohetrol tablets with the.use of~false and: misleading clalms‘«Somé
of the. objections raised: by the: Bureauzo 'Medivcme to the ﬁi'm’s adverti§ing\
were, as follows:. ; :

(1) It failed to list Obertol’s side effects i

(2) It implied that Obetrol was unigue in:that. 1t Was safer and more eﬁe
_tive than other amphetamines. This cldim ~was: unsupportatble“ﬁnd illogical.

(8) It claimed: that Obetrol :was: effective’ in-*‘difficult cases,”’- whereas,
_ two: papers referred to in-the advertisement did not demongtrates this: fa

" ‘addition, these two papers contained- identical cases;’ were Wr1t:te- b, ‘tli: samei

authors, but were pubhshed in two.separate journals. * 1
(4) It invited the misuse of the drug without proper régard' ‘for - pa ent-;‘;
‘safety by quoting, out of context, in such a way as to conceal the fact that some |

-
patients could not tolerate the drug-at all, and: ethers found it necessary' to |

reduce the dosage to avoid dangerous side eftects
(b) It tampered with a direct quote’ through the msertion of a phrase, 1

- wrongful act aggravated: (a) by the fact that there was no HifOl‘mathIl in |
the ‘author’s ‘article justifying the idea suggested in the: inserted’ phrase, and |
(b)' by the: faét that the tampering mvited a dangerous over-confidence in' the |
use of Obetrol in cardiovascular patients in whom the drug was contraindicated. |
The quote from' the author’s article’ reads as 1lows, w1th the words the |
defendants inserted being in; brackets: “In the cooperative atiéht [ObetroI]

wass imarkedly beneficial in-producing the ‘desirable weight Cwith minimal |

side’ eft‘ects,'even in [the cdse of a high' ‘percentagé of g tie
~ctlar and-other ‘chronic ailments ‘which’ [nornially] ma S
ammes undesirable because of side effects.”
‘On“Auglist ‘4, ‘1964, M+, Arinin' Rosner’ and H v ]
- tives of the Food and Drug, Administration” and' were se
fheir current advertising campaign with’respect’ to Obetrol tablets, TH
_ then advised the representatives of the Food and Dtrug Administratioh .t

approved New Drug- Application, since it was of the opmion that the subm,ission
of ‘a New Drug’ Apphcatlon was not necessary, as it was selhug th1s dr”dg di-
‘rectly to physicians. .

"In a letter -dated August 12, 1964, from’ Rexdr Pharmacal Corpﬂration ‘to  the

§-
‘the Obetrol 10 ‘and’20 mg. tablets and to discontmue the manufacture
of Obetrol tablets and ‘capsules in ‘excess of 20; milligrams. The firm’ then'pro-
posed, a revised labeling as part of. its supplemental New' Drug Ap & eation
for Obetrol ‘tablets. The final labeling for the drug was approved by the Food
and Drug Administration on'July 18, 1965.

Shortly after ‘the labeling was approved, the Food' and Drug Admmistraﬁon
learned that the firm had once ‘more reinstituted an’advertising and’ proio-
tional campaign for Obetrol. The firm ‘placed an advertisement in the Septem-
ber 13,1965, issue of Modern Medicine, which did not state in brief summary,
oi at all,: those precautions as set forth in the: approved New Drug Applieation
labeling for the drug, which were pertinent with.respect to- the use recommended
or suggested in the advertisement as required by . the ‘regulations 21: CER
1.105(e) and’ (£) (2) in-that the’ brief summary failed to state that ‘the’ drug
should bé used with’'caution in ind,wmuals Wwith: anoxerla, insomnia, yasom i
instability, asthenia, psychopathic personality; a history of homicidal or suicidal
tendencies, and individuals who aré khown to be hyperadtive to’ ‘sympathomi:.
metic agents or emotmnally» istable individudls who are known
ible to drug abuse;"and that certain mionoamine oxidase nhibrtors may poten-
‘tiate .theé action oi: Obetiol. Consequently, the: Food‘ and Drug Admiuistration
collected a sample of Obetrol (Count V).

The defendants may claim that since the advertisement in Modern Medicine
contamed a brief summary of side effects and contramdications, as set forth




