COMPETITI‘VE PROBLEMS IN THE' DRUG INDUSTRY 13603

DEPARTMENT ()F HDALTH, EDUCMION, AND WnLFARE, \

May 28 1968
Attentlon Fmd M Vmson, J r., Assxstant Attorney General
Be sézy%mz]ﬁgx Laboratorie:a, Inc Yotl"r vef FMV JWK .mch 21—48——353 FDC N‘ .
Hon RAMSEY CLARK,
Attorney General,: ; B i i el A G ‘
~Department ofJustwe, v IR CESE I B e by el
Washmgton, D.C. : v ' |
4'DEAR Sir: This is with reference ‘to your letter of Aprll 22 1968 and the
Unﬂed States ‘Attorney’s 1‘ of May 21, 1968, dechmng proSeeutlon
the ‘advertising and the' lab mg v1olatlons wé have reported ‘to ‘you. =
The United' States Attorney 'declities” for the reasons’ that (1) i:here is a
reasonable doubt whether the labeling (¥DA monograph) is substantlally dif-l
~ferent’ from ‘the approved labeling,” (2) ‘the violations ‘appear to be'the result
+of honest differences of épinion as to what is required, and (3): the offense is
almost three years old and ther eare no indications of violations since 1965. |
(1) There can be no' redsonable doubt-that the PDR differed’ from: the" ap~\
“proved Iabelingin a substantial ‘way. It' was too" brief, it iwas promotlonally»
“slanted, and it omitted important information for safe prescribing.’ :
(a) A comparison of the approved labeliig" #nd ‘the PDR monograph p'Iame !
shows that some 6f the most’ vital safety. informatlon was omitted from the |
‘Tonograpiy. ‘A copy of'the "1965- omnograph is ’enclosed It exaggerates the
: eﬂ?eetlveness of ‘the ‘drig Aahd 1t mmimizes thé d kt‘ ;preoa(liitiohs and

AR

c»a.fe se of thls drug substance of the monograph a ‘d; T
the approved labeling are'niot the same. IR A
Fun(damen‘tally, what ‘the ‘Company did was to present a reassuring write-up
for the physician’s desk which omitted the most 1mportant information he needed |
to! have' to preseribe’ thig drug- for “his patient§ with' safety: As the” eriminal |
informatlon which your office drafted” shows, the “physician was’ not rted
‘to the Possibility of effects’ onl’ the fetug’if a preg'nant woman~shonld ¢
‘drug not knowing’ ‘she’ was ‘pregnant; l}ef wag not alerted to th 1 hmited experl- ;
ence with the drug and'its possfble long 1“ 'ge eﬁ:‘eets upon ! ¢
‘and endoetrine systems, includ‘i?n' enal,’ e
thyroid, He was not aler 1 (a‘ risk
Tdw krown ‘ éa ‘dbout -
effects 'on' patie; $°3 ti¢ : 1 )
s, and he was not told to. use the drug w h, care m k ny pahent wh ha ‘a
history of psychic depression. : ¢ !
* We feéel corifident that we ‘¢an prove by accepta*ble medic‘ ev1dence that the
préseribing information in PDR~1965 was mot' substantially the same’as the
“pProved laljeling, ‘a8 the. regulahons require. And we are eqliaily confident ‘t
we can prove thé’ ‘omissions‘and changes were" significant ‘from the’ slandpoint of
patient ‘safety. Our Advisory Conmimittee on” Obstetrics and:’ Gyneeology, ‘quoted

in the Company s labeling, said that the 'physician * must decxde for atient
. “whether “to dccept: the” risli“'nv ved in th Cuse”of ore “'small
though’it may be," but’ that b 3 n ( re is pi .
_’to him dispassionate” sciéntific: 'knowledge of "the: av ble data.’ “PDR

nmionograph did not serve th1s purpose, and the 1 olative ads we wi isc"nés
later componhded the hazard. :
'(2) There was basig for ‘don :
diﬁerence of': oplmon as-to” “vhat is required.’The apphcable rég‘ulatlons had
‘been 'in’ effeet since 19()1 and the Company’s performance shows that it 'did not
comply ‘with what was eclearly required—it did not present substantially the
same, information in PDR as in the approved labelmg It had the labeling at
hand and it chose to omit some of the information from the PDR monograph
(3) Syntex has not'been in comphance Sin 965 The ad ¢harges you elimi-
nated would have shown the United States At \d that the same failures to
‘inform continued after that dat Ani within; st fow months, on’ January
29, 1968, we required the Company to mail’a létter t y§icians in‘the
United States calling attention to its failure to: jnclu S ‘then ‘ ¢urrent |
ads appropnate bwarnmgs -aboyf use of the drug in pkyc ic depression and
: of

about _the hmmboembolio episodes. “A copy of ‘the letter is
enelose_(} ‘ :




