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it failed to.comply with the,condition for exgm»%tion set. forth-in.the regulations
21 CFR 1-1QQ~,(bg (4);.Such condition requires that, in case,of a drug subject, to
21 U.S.C, 355, the labeling be substantially the same as the labeling ‘authorized
by the approved new drug.application for such drug. This was not true with
respect, to Norinyl because its labeling; the 1965 Edition of the Physicians’ Drug
Refefence, failed to include the following information which was inthe new
‘drug.application labeling ;- U ) K L ‘
(1) A statement concerning the length of experience with the drug, and. that -
although no deleterious effect of the drug:on _pituitary, -ovarian, adrenal or
uterine function has been noted, the long-range effect on these and.other organs

must await more prolonged. obsexvation, . . ..,
(2) The information reg: dingg@e‘, Di?ﬁﬁﬁbiflit
g h

schedule. is not. adhered toj.and’t e re 0 appear and
the freatment. schedule héts‘n,() be ered. to, o ;patient misses two
‘Tegular menstri 7 of. pregnancy should ‘be- resol

: of pregnancy - shou! _resolved
] established, Norinyl should, be discon:

: 1al .periods, the ; P
~before resuming Norinyl If regHigtcy. s est
tinued during the ‘period ‘of gestation,

; on-. the ‘basis that virilization of the: =
female fetus has been reported- with -oral use. of progestational agents or
estrogen, . a B ) R e
 (3) “The important ‘information ; regarding - the -possible. causal reélationship
between progestational agents and intravascular clotting."In dddition,-the Physi-
ciang’ Desk Reference labeling c¢ontained the ‘statement “it: provides maximum
protection. against unplanned pregnancy and .minimizes ndesirable side effects
resulting in. fewer patient. dropeuts” which statement: was: not : supported: by
the approved new drug-appliestion labeling: i, - o e
Counts IT and ITl-~In regard’to the: advertisements upon which the mis-
“branding chaiges are based, examination: hag shown that they  omitted: certain-
information 'which- ‘was - in the ‘néw: drug. applieation labeling and that they
Included. certain-information which:was not'in sich labeling, The nature of such -
- information is-alleged in’the ‘criminal ‘Tnformation, Because of such omigsior
-andof such -inclusion, :'the -advertisements. failéd -to- include trué statements
relating to 'the. side effects igid :.contraindications  of Nerinyl: as required by
regulations. T £ A L1 PRSP S VU R PPN S RTINS S
B i EVIDENCE ' OF VIOLATIVE: SHIPMENTS ..
.. Count I—A sample of twé‘iQO,-‘tablet ‘bottles of Norinyl was taken at raridom
from’a lot of ten suich bottles in the shelf stock of the Permanente Services
Pharmacy, South San Francisco, California, by Food and Drug Inspector Frank
- ‘W. 8choll. The lot was identified by Donald H. Murray, Manager and Pharma-
- cist in Charge of the Dapite, Division of Permanente Services, Inc., Berkeley,
,California, who said that the lot' had been  receiveq 1 x. Laboratori
Tue, Clark, New Jersey, on Qctober 8
' ed pharmacy., Mr, Mutr
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ineéd. However, Do

o ‘physical simpl i ,
o o ' ices 'saitt th
ot “bottles of

twenty-tablet packages and 48 100-tablet bottles of No m Syntex Lab.
ordtories, ITnc., Qlark, New 'Jersey, oh Noveniber 26, 1965. Mr. array ‘supplied

Inspector Frank D. Korun with supporting documents 'reldting to the shipment.
© Mr.'Richard Wickel, Assistant’ Adninistrator for the Samuel Merritt Hospital,
. Qakland, California, provided Inspector Korun with copies of advertisements:
- No din the November 1, 1965, and November 15, 1965,
ournil If*gbsbétaric and "Gynecology, ‘ant the’ No-
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L. The 1o denti:
: 28,1966, 'Coples” of
docuients relating t0 'the shipmeit were pr( Florénce’ Burns, an
employée of Dapite.'Mr, Richard "Wickel, - Assistant 'Administrator for thé-
Samuel Merritt Hospital, Oakland, California, provided Inspector Korun ‘with
copies of advertisements for Norinyl which appeared in the Tébruary 14, 1968
Edition of Modern Mediciiie, “thé ‘Feébruary, 1986, Bdition of Obstetries and"
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