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& July z3, 1923, I spcke with Dr. Joka Fepper of Rocke lLzbcratories

a
. {212 695-14CQ) concerning czse reporzs of taratogenicity from Acculzne

(isotretipcin), =z retincid related fo botk ratizsic aecid and retinel”
(Vitazin A). Roche ksz recsived &4 casa reperts of children kern with
vzlferzations-vhote mothers Took Aceutezrne in first trizester. Icforocaticn is
ircompletz on the case bisteries tut the following is all that ve knov ga far:

(1) infznt wiry at*ef £ ear camal, deforzed ears, systolic murcor

—

(2) iP-LﬁE with hy IOC&rualLS

fent with cderscechely, rudimentzzy ezr with atretic canal,
and cther defacts; died tefore ] morth of age

(4) infant wicth hydrccephalus prouably seconcary to agueductal
sTenosis

"Cn the basis of these csses, Reche mailed a letter to all U.5. phyeicifans znd

poarc=cists ewpiasizing that Accurtane is contraindicatad in pregnancy (eee
attached letter). Tke types of defects seen in these case YepcTts zre sicilar
Lo thcse poted in azni=al studies and mentioned in & letter frouw Eoche in

"hovexber 1¢ or (see attacked). These include spina bifida, ulseing or reduced

tzll and czud2l vertebraze, reduced fewurs, fused stercebrae, cleft pslate, eye
defects, hydrocephalus zzd exencaphaly.

Gn July 25, 1283, Codfrey Calley of ELB czlled Dr. John Furns at Rocke laks .

(201 2Z3-221l) to disucss Accutane teratogemicity, Dr. Burns rsportedly zaid
that Roche would recouzmend that any woman exposed Lo Accutane duripg preguancy
have zn elactive aborzion, that Roche vas censidering the drug to Lave geariy

1002 terx togcnic1ty and that ke felt that the relacionship tetvepn &Lccurane

- and the mazlforzaticns in the case reperts was causal. Rocke hzs had no

repcrts of norcal outcomcs in expesed vomen, althought tkzsy certainly cculd
have occurred. Dr. Fepper ezrlicr had informed pe that although the
informatico sent s 1n Ncvecber, 1682 said Tthat no fetzl abkrorpmzlities ware
reported 1a the Accotane ¢lirical trials, in fact there were no cutccmes to
evaleare., Of the 4 pregnancles occuring during the trials, 7 vomen elected To
glkert their fefuses, cce chilld was dead at 76 weeks gesCzlion seccrdary o a
prolapsed cord, and coe child was delivered 2t term and was porzal.
Eetrospectively, 1t was detarmined that this latter mother wazs neamcempiiant
and never took the druz duriag lher pregnancy-
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On July 26, 1983 I discussed tbese casas Lith Dr. Fran- Resa. Ee hed
in.ormntlﬂn ‘oo an ‘addirional essc. This mother used isotretizoin tcpic~1lv
Only dur*ng firsc tri:cster and felivered a child with cleft palate. -Dr. Rosa |
—-nl will forunrd to us the case repcrts on the Rache - cases ‘es scan &S he hns tne e
-?1;-:-{ +nformatich : o

July 27, 1993. Dr. Rosa has the information cn the 4 case reports frowm Roche
end will sand thenm to Eirth Defects Branch. Ee would like to recelve copies
of aoy repqrt; Lhﬂs we develop zbout precﬂancy exposures to Accutane end the

QutcoTmes .
T - CT Edward J. Laceer, M.D.
:;' '_cc:h’ﬁéfrcodfrey P. Cakley, Jr. . .
' ' Dr. Jose Cordero T ) . .o
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