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strong U.S. warnings) tut rejecting the U.S. method end princinls of restricting
_unnecessary use and, in fact, in nmony ‘Subtle and ‘some not-towsubtle ways encourage
ing such use ih the Indications and Clinical Disoussion sections, their initia) -
-desoription of the drug, mnd throughout the Monopraph, The Monograph bedhs. inplies
meny more Indications for use 1) in Jisting and discussing dipesces in which Chlorre
mycetin is "effective", " of value", and "useful", 2) by uting much broader disease
terns such as "intraocular infeetions", "infective couditions in ppthalmology, otoe
logy, and dernstology", "respiratory tract infections and “surgical infeotiono”,
and 3) sometimes by more speoifically naming a disease that wo\{:m not be included
‘4n theU.S, Indications such an "laryngotrachesl bronchitic, - Another way in viich
the Monograph encoureges greater use is by onitting other important negative faots
\ in the U.S. label which would restriet use, such ag s 1) that blood studies do not
3‘&" preclude the later appesrance of iryaversibdle aplastic anemia, 2) that blood dyse
8 / crasias have oocurred after both shortetorm and prolonged therapy, and 3) that there
4 are reporis of aplastic enemiaz attributable io chloramphenicol which later torminated
in leukemia, and by omitting U.S. instructionss 1) tlm'rt repeated couwroes of the drug
ehould be evoided whenever possible, 2) that chloramphenicol muet not be used as a
prophylactic agent Yo prevent bacteriel infection, and 3) that troatment should not
be continued longer than requived to produse a cure with little or no riok of relapoe.
Ve bove aloo solicited “the views of members of the medical profession to
confiyn or corrcet our Judgnend, The<two: dootors that have elready responded have
the same basic reaction to the I@onogrziph as ours. A hematologist friend sirongly
eriticized the Monograph mostly for ite style, saying it is writton more to mell
Cnloromycetin than to educate the physielen in ito proper use. He pald if the couw
pany had wented fo educate thephysician, they ‘would have started the Monograph with
a strong Varning and glven more prominence to statements  that 14 should not be used
for trivial illnesscs. The seotion on Indlcations is offen only indicating where
Chloromycetin ia effcctive; for many of the conditions 1t should indicate use of
other drugs 1f they had tekeu into asecount the riok/venefit ratic, in hin opinion.

He feols ParkoeDavis misused the vord Indications, often indicating condstions
where 1% "may be useful" vhon othor medicines should be used first. He calls

attention to the fact that the U.S. label begins the Indlcations coction with a
capitolized ptatement of the very restriotive principles governing use of .Chloro=
mycetin, which is t8tally lacking in the Parke-Davis Monographe :

A physiologist :Qid?end aloo thinks the Nonograph and the UlS. label axe very
different, saying that iﬁwy rot only differ factually on some imporiant 1&o$.nté but
in particulsr and moot impordant, they differ in tones the Monogreph essontially
eaying that there are lots of places to use Chlorumycetin, 14's a great dxug end
the U.S. 1obel saying to be very careful, only use it under vory spocisl circirie

- stunces, He aloo soys that mauy of the Indieotions ( or implications for Indicae




